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1. Introduction

This manual explains the terms and definitions that are used within all secuTrial® tools and in the indi -
vidual manuals.

Since 5.3 In the current version the following new term has been introduced:

 Deviation workflow (DV)

 Pseudonymisation: Display of real names from the Mainzelliste

 2 factor authentication via TAN

1.1 Purpose of secuTrial®

secuTrial® is used for conducting clinical and observational studies in multiple centres. secuTrial® enables
the direct, decentralised and electronic entering of study data (remote data entry) into a central database. 

1.2 Software structure

secuTrial® is an application server software suite that consists of 5 individual tools. Data is entered and
edited over the internet with a standard browser. It is not necessary for users to install a separate applica-
tion on client computers. 

Access to all of the tools is controlled via a secure login page by entering a user name and password.
There are three different user groups that have access to the tools. Access to these tools is governed by
an internal rights system. 

1.3 Function area Tools 

There are 5 different tools, each with a separate URL and login check

 CustomerAdminTool (only setup)
Function: management of customers and administrators, creating project schemes (database (DB) 
areas), generating statistics, bundled message dispatch, file system checks (orphaned images, 
temporary files), archiving and deleting, DB documentation
Login check: user in password file

 FormBuilder (only setup)
Function: creating and configuring projects, creating forms, project version control, internal DB 
adjustments
Login check: participant in the AdminTool with management of participants and patients

 AdminTool (setup and productive)
Function: participant and patient management, roles and rights management, design customiza-
tion. Customer-specific user interface
Login check: administrator in the CustomerAdminTool 

 DataCapture (setup and productive)
Function: entering patients, data capture, data overview (reports and statistics), query manage-
ment, importing data
Login check: participant or patient (only if patient self-documentation is used) in the AdminTool 

 ExportSearchTool (setup and productive)
Function: searching for patients, exporting data
Login check: participant in the AdminTool 
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1.4 Installation and URLs

Two separate areas fundamentally exist: "setup" and "productive". Each has its own tool sets and URLs.
This enables data entry to be kept separate from the management of the test area and productive area.  In
the standard design the test area (“setup”) can be identified by a green secuTrial® logo.

To enable  each customer  (see: Customer)  to  have their  own login  page (which  can be adjusted  in
design), the customer identifier must be included in the URL. The following example is for "K1". The part
"(HOST)" is to be replaced by the URL of the application server. The identifier "ST21" can be replaced by
a unique installation identifier. The tools for managing customers and projects are only installed once;
those for participant management, data capture and data export are installed in both areas.

"setup":

 (HOST)/cgi-bin/WebObjects/ST21-setup-CustomerAdminTool.woa

 (HOST)/cgi-bin/WebObjects/ST21-setup-FormBuilder.woa/wa/choose?customer=K1

 (HOST)/cgi-bin/WebObjects/ST21-setup-AdminTool.woa/wa/choose?customer=K1

 DataCapture Login participants: 
(HOST)/cgi-bin/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=K1
DataCapture Login patients (PSD): 
(HOST)/cgi-bin/WebObjects/ST21-setup-DataCapture.woa/wa/pat?customer=K1

 (HOST)/cgi-bin/WebObjects/ST21-setup-ExportSearchTool.woa/wa/choose?customer=K1

"productive":

 (HOST)/cgi-bin/WebObjects/ST21-productive-AdminTool.woa/wa/choose?customer=K1

 DataCapture Login participants:
(HOST)/cgi-bin/WebObjects/ST21-productive-DataCapture.woa/wa/choose?customer=K1
DataCapture Login Patients (PSD):
(HOST)/cgi-bin/WebObjects/ST21-productive-DataCapture.woa/wa/pat?customer=K1

 (HOST)/cgi-bin/WebObjects/ST21-productive-ExportSearchTool.woa/wa/choose?customer=K1
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2. Specification of terms in secuTrial®

2.1 Customer

In the secuTrial® installation, separate areas can be set up for customers to enable separate logins, lay-
outs, languages, participant management and editing of projects. secuTrial® can therefore be used as a
real ASP solution.

Customers are identified by a unique customer identifier and the management of all customers is conduc-
ted in the CustomerAdminTool (see Function area Tools ).

Customer / schema status

The status of schemata and customers is displayed in the CustomerAdminTool using small icons. For
schema-based projects the inactivation will only be displayed in the AdminTool and FormBuilder.

The customer / schema has been created. The schema is not being used for a project yet. 

The customer / schema has just been activated, the activation will become valid after the next re -
start / login. Or: the schema is active but the corresponding customer is inactive.  

The customer / schema is active. 

The customer / schema is inactive.

The (setup and productive) project for a schema is locked. This status is only displayed in the pro-
ject listings in the background area.

Archiving history

The inactivation, archiving and deletion of customers and (project-) schemes will be logged in the Cus-
tomerAdminTool in a separate history. The status of every action is displayed with an icon.

The action (archiving / deletion) is just running in the background. 

The archiving has finished successfully, after the next restart the archive will become valid. 

The action (inactivation / activation / archiving / deletion) is valid. 

The archive has become invalid due to reactivation. 

The archiving / deletion has finished with errors. 

2.2 User

An operator of the CustomerAdminTool is called a "user".  The login check is conducted by means of a
password file which is managed on the server by the secuTrial® system administrators.

The CustomerAdminTool user manages the administrators (see: Administrator). The user can create new
customers (and can also create the management scheme in the database) or centrally deactivate cus-
tomers. In preparation for creating a new project, the user can create a new DB scheme.

A user can also initialize, archive or delete project or customer archives, download the general database
documentation or request a complete restart of the secuTrial® tool suite.

2.3 Administrator

An administrator is the person responsible for operating the AdminTool and therefore for the participants
and the management of rights. The administrators are managed in the CustomerAdminTool. 
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The administrators can have different rights to manage either the normal participant and role administra-
tion or the handle the randomization related informations.

Administrators can be responsible for one database area or for both database areas (setup /productive).
The right  to manage the randomization lists  and to access the activity  protocols  of  participants and
patients (collected during the patient self-documentation) can be given separately. 

2.4 Participant

Participants are people who participate actively or passively in gathering medical data. Their personal
data and passwords are saved in the database. Participants have access to DataCapture and, depending
on their role, also to the ExportSearchTool and the FormBuilder. The precise rights are defined their via
roles and through their assignment to centres and projects.

Each participant can be assigned to multiple centres (also from various projects) or to a single project.
For this assignment, the participant is given a role which will define the participant's rights. If a person is
to be assigned to multiple projects, a participant must be created for this person for each project. Parti -
cipants can otherwise also be assigned to the different centres of the various projects.

In the FormBuilder, projects are only displayed for participants who have the right to edit  the project
setup. This also applies to the copying of forms across projects. Only participants with the participant right
“May create and edit projects” can create new projects. Irrespective of their role rights, these participants
are also permitted to edit all of the projects for a given customer.

2.5 Participant role

A specific role is defined for every participant in DataCapture, the FormBuilder and the ExportSearchTool.
These roles can vary for each centre. The rights for entering and exporting data as well as functions such
as reviews and queries are controlled by assigning roles. The assignment of roles and rights is defined
and assigned by the administrator in the AdminTool. 

When a patient (and thus the centre) is selected in DataCapture, this determines the role and the rights of
the participant. If a participant is assigned to a project, that participant will always have this assigned role.
The same role can be assigned in a centre or a project. The assigned role will be displayed to the parti-
cipant as soon as a centre or a project has been defined. This defines the participant's access to data and
the available functions. The role name should represent a summary of the rights. It has no significance
with regard to content. 

Roles in the FormBuilder and ExportSearchTool are almost only differentiated by "authorised to login" or
"is not authorised to login". A more detailed division of functions exists in the ExportSearchTool in the
areas “Search” and “Export”, the role settings in the FormBuilder for releasing projects into the productive
state can be assigned seperately.

2.6 Rights

Rights define which (permanently implemented) functions can be conducted in DataCapture. Almost any
combination of rights for a role is possible and results from the project workflow requirements. Role rights
are divided into two groups: general rights and form rights.

The monitoring rights Review A, Review B, Freeze and SDV can either be assigned as general rights as
well as a form related right for a single form. If one of these rights has been assigned as a general right, it
applies for all forms the role has access to, even if the respective form right hasn't been assigned.

General rights

 Create new patients and enter patients into a (part) project 
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 Send messages

 Read messages

 Freeze visits and forms

 Set forms or all forms of a visit as “reviewed” (Review A) and revoke a Review A

 Set forms or all of the forms in a casenode as “reviewed” (Review B)

 Conduct a Source Data Verification (SDV)

 Use the Discrepancies Transfer Module (DTM)

 Conduct mass actions or mass import

 Editing visits 

 View pseudonyms

 Edit project setups

 Release projects

 Perform searches

 Conduct exports

 Unblind randomization during export

 Delete exports

Form rights

 Display forms in the form overview

 Show and read forms 

 Enter form data

 Modify form data (with workflow DEC)

 Close data entry (with workflow DEC)

 Correct form data (with workflow DC)

 Revalidation

 DDE 1 (with workflow DDE)

 DDE 2 (with workflow DDE)

 Ask a query

 Answer a query

 Close a query

 Assess deviations (with workflow DV)

 Create and edit deviations (with workflow DV)

 Review deviations (with 3-step workflow DV)

 Edit severity of deviations (with workflow DV)

 Edit notification to authorities (with workflow DV plus notification to authorities )

 Write a comment

 Set Review A 

 Revoke Review A
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 Set Review B

 Freeze

 Perform Source Data Verification (with activated workflow SDV)

Form rights can only be assigned for functions, which have been set for use in the project and the form
configurations.

In addition to the form rights which must be explicitly assigned for a project setup, the access rights must
be assigned for all other resources defined in a project setup. These include automatic form-based mes-
sages, reports and statistics.

Participant rights

In special cases just one participant per customer can be assigned the bundled participant right “May cre-
ate and edit projects”. Even without a role, this participant has the facility to create a new project. All cur-
rently existing projects can also be edited by this participant without any further role checking. This parti -
cipant is highlighted in the participant overview (Last name, First name * ). 

Explanation: 

The right to edit or create a new project cannot be directly (or indirectly through a centre) assigned via
a role assignment if the project does not yet exist!

2.7 Patient role

If  Patient Reported Outcome has been  activated for a project,  patient roles can be configured in the
AdminTool. Due to the fact that a patient only has access to DataCapture, only the rights for entering data
can be defined.

General rights

 Create visits

 Pseudonym display 

Form rights

 Display the form in the form overview

 Open and read form

 Enter form data (with workflow DEC)

 Edit form data (with workflow DEC)

 Close data entry (with workflow DEC)

2.8 Project

A project represents a content-based study, i.e. the collection of patient data on a particular topic. Multiple
centres can take part in a project. For this reason, a project is the highest administrative unit for centres
and the highest hierarchy level for form descriptions (see 2.17:  Form). The medical data of a project is
saved in a separate DB scheme.

There are two subgroups for projects: "registry" and "part projects". The difference relates to the way in
which patients are added to the project: 

 In a registry, patients are newly created and the new patient form (paper or external patient list) is
filled out. A new pseudonym will be generated and assigned. 
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 In a  part project, only previously created patients are adopted from a registry. This is done by
entering  the  previously  assigned  pseudonym.  A new casenode  will  then  be  created  for  these
patients in the part project only (see2.13: "Casenode" = patient in a project).

In the customer area, multiple registries and multiple  part projects can exist and each pseudonym only
occurs once. Each patient can only exist in one registry, but can participate in as many part projects as
required. In each project the patient has their own casenode. Patients in a part project can originate from
different registries.

There are four different project versions: 

1.Development version (currently being developed) ("Development")
2.Released development version before the productive mode ("Released")
3.Productive version ("Productive")
4.Archive version ("Archive")

The different versions of a project can be viewed in the FormBuilder. In the test area ("setup"), the devel-
opment version or the released development version can be worked on. In the productive area ("product-
ive"), the productive version can be worked on. The FormBuilder only lists projects to which the current
participant has editing rights.

This procedure guarantees that the productive data entry takes place with a precisely defined and docu-
mented version. When releasing a development version in the FormBuilder to be transferred to the pro-
ductive version, the reason for release and the participant performing this procedure are recorded.

When entering data in DataCapture, the version label that applies at the time of saving is also saved. This
makes it  possible to tell  whether the value for an item was knowingly released by the participant or
whether the item did not actually exist at the time. An example of such a situation is when a form item is
subsequently extended.

Schema

A schema is a database area in Oracle, which belongs to a database user. Once created schemes can
not be renamed.

In secuTrial® a database schema is used for each project (actually two schemes, because a separate
schema is created for the test area). The schema is created in the CustomerAdminTool. 

The schema is referred to with a name tag of at maximum 5 letters or digits. This name tag is then a
name part in all tables of the project.

Also for the participant management of the customers respective one schema is created for the setup
area and one for the productive area. The entered name tag is then a name part of the schema for the
participant management.

2.9 Centre

Participants who are working together on a study are summarized in a centre. Every centre is assigned to
just one project. Once created, this assignment can no longer be changed.

All patients are assigned to centres, which form the administrative units for patients. Each participant has
just one role in a centre and therefore has the same set of rights for all of the patients in this centre. All
participants (of the same role) of a centre have the same access rights to all of the patients in that centre.
In order to add patients to a project, at least one centre must be created within this project.

There are study centres and administrative centres. Patients who are assigned to administrative centres
will not be taken into account in (standard) reports or statistics, but can de edited in the usual way other -
wise. This centre configuration can be subsequently modified.
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2.10 Location

Locations are actual places, in other words the addresses of hospitals, universities or medical practices
together with additional information. Both centres and participants can be assigned to locations. Multiple
participants and centres can be assigned to the same location.

In secuTrial® locations do not have any structural importance beyond this.

2.11 Country

Countries can be included as additional information for centres and participants. A number of European
countries are created by default for every customer. These can be edited or deleted at any time. As an
alternative, countries can also be used for managing areas of responsibility. 

If a project has been configured as “international”, the country will be displayed in the status information in
DataCapture. 

Statistics can be created according to country. Only the patient data of the centres which have configured
the same countries will then be taken into account. In this case a country should be entered for every
centre. 

2.12 Patient

A patient is a natural person in secuTrial® who has been entered into one or more projects. Every patient
is initially entered into an administrative scheme with a pseudonym and an assignment to a centre. A
patient is always created with a casenode simultaneously (see: "Casenode" = patient in a project).

Pseudonyms

Only the medical data of a patient is saved in secuTrial®. The personal information and identifying data
which is entered upon registration (e.g. name, date of birth, address) is not passed on to the secuTrial ®

server. 

A patient can be assigned up to three pseudonyms:

 Pat-ID: this pseudonym is automatically generated when a new patient is created. It consists of a
combination of three letters followed by three numbers. In the FormBuilder you can set whether the
Pat-ID should be generally displayed in DataCapture. In the AdminTool a role-specific display can
be optionally selected. 

 Add-ID: an Add-ID is generated only if this has been configured in the FormBuilder. You can freely
choose any Add-ID and then enter it yourself into the new patient form. The possible format can be
specified for the project, e.g. "2 capital letters followed by 2-3 numbers" or the Add-ID can be gen-
erated automatically. You have the option to only display the Add-ID in the patient overview of the
AdminTool  or  to  additionally  display it  in  DataCapture.  The  display of  the  Add-ID also can be
switched on or off for all roles.

The Add-ID is the only ID to be changed subsequently. This option can be enabled in the customer
area of the CustomerAdminTool. The actual editing is performed in the AdminTool.

 Lab-ID: the Lab-ID is activated in the CustomerAdminTool. The Lab-ID is automatically generated
in the same way as the Pat-ID and is displayed / not displayed in the DataCapture according to the
role configuration in the AdminTool.

Pseudonymisation

Following variations for the pseudonymisation of a new patient are available in secuTrial®::
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 paper based (patient identifiying data will be merged with the pseudonym on paper only)

 external patient list (patient identifiying data will be stored on a separate data base)

– PIDDispatcher + (TMF) PIDGenerator
– THS-Greifswald
– Mainzelliste (siehe: http://www.unimedizin-mainz.de/imbei/informatik/opensource.html)

Note:

To use external patient lists a carrier independent from secuTrial® to store the list has to be found to
prevent an illegal access and matching of identifying and medicinal data by unauthorized persons!

Display of real names from the Mainzelliste

When using the Mainzelliste secuTrial®  can either display the generated pseudonym only or the role right
“Display real names” can be used. This functions also allows for the display of the full real name of the
patient from the Mainzelliste data base in secuTrial® without saving the name in the secuTrial® data base. 

Technical information

Real names can only be displayed in the client! To do this, a temporary ID is requested by secuTrial®

from the Mainzelliste. The ID is then inserted where the real name is to be displayed on the secuTrial ®

pages. The temporary ID is read in the client using Javascript. The real name is then called up from the
Mainzelliste server and inserted accordingly on the page.

If the Mainzelliste server is unavailable when displaying a patient or report, the text "Real name unavail -
able” will be displayed instead of the name.

2.13 "Casenode" = patient in a project

Patients are always added within the framework of a project. Every patient therefore receives a casenode
which identifies them within the project. If a patient participates in multiple projects, the patient can have
different casenodes but only exists once as a patient. Within a project there is only one casenode for each
patient.

If all of a patient's casenodes are individually deleted from the projects, in exceptional cases it is possible
for a patient to exist without a casenode.

2.14 Report

In secuTrial® a report refers to lists of individual patients which either display a status, a form value or
other property per patient. Reports do not contain summaries of patients. However, depending on the
type of report it is possible to make status summaries per patient or per visit. According to the report type,
all viewable patients are listed individually or as multiple entries, usually in text form. For a more detailed
description of the different report types, please refer to Part II of the “FormEngine” product description .

From most reports, patients can be accessed via their pseudonyms and then displayed in the form over-
view of the patient. From some reports it is possible to directly access a patient's form. 

2.15 Statistic

Statistics are always patient summaries graphically presented as totals per time period or per property,
e.g. number of patients over time in the project. It is possible to export statistics in the form of simple
Excel files. For a more detailed description of the different types of statistics, please refer to Part II of the
“FormEngine” product description.
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2.16 Catalogue

Catalogues are unique hierarchically structured reference works which can be incorporated into catalogue
form questions. They are displayed in a separate pop-up window and can be searched for the required
values.

In addition to the preset (EPCC) catalogs in earlier secuTrial® versions, generic catalogs can also be im-
ported for each customer in the FormBuilder. The required CSV import format can be found in the Form-
Builder manual.

Catalogs are only loosely linked to forms. The selected catalogue contents are saved as a text copy and
not as a reference in the form. When performing an update (see section: Audit Trail), the already saved
form data will therefore not be automatically updated! The used catalog version for selecting and validat -
ing the form entry will be additionally saved in the form.

2.17 Form

In clinical studies a patient's medical data is collected and bundled in case report forms (CRF). In the
case of electronic data collection it is collected in electronic case report forms (eCRF). 

In secuTrial® these are simply referred to as “forms”. Forms are composed of two parts: 

1. Form description: defined in FormBuilder

2. Medical dataset: entered in DataCapture

Forms are symbolized in the form overview of DataCapture by a page icon (see Icon key). The form over-
view displays the most important information about the status in a condensed format.

Form description

The form description gives instructions to the FormEngine about the composition of the form from the
defined components and rules. This description is saved in the database together with all other project
setups. The description includes information about in which tables and columns the medical data should
be saved.

Medical dataset

The medical data entered by a participant in DataCapture is saved in the tables as an individual datasets
which is defined in the form description. These tables are located in the project-specific area (schema) for
medical data in the database.

Each  saved  dataset  is  given  a  unique  document  ID  for  this  project  which  is  also  displayed  in
DataCapture.

2.18 FormEngine and project setup

The term FormEngine describes the generic form creation implemented in secuTrial®. A large number of
preset form components have already been implemented and the selection, order, labelling and portrayal
in database columns are specified in the FormBuilder.

Many different  functions can be configured for  a project  in the FormBuilder,  such as the creation of
reports, the AE workflow and the use of electronic signatures. All of the settings for the project setup are
saved in the secuTrial® database in a DB scheme for all customers collectively, together with the FormEn-
gine form descriptions for all of the project versions.
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2.19 Visit plan

The  visit plan contains the  chronology of examinations when patient data has been captured in forms.
There are two different types of visit plans in secuTrial®:

Project visit plan: this visit plan is created in the FormBuilder. It serves as a template for the visit plans
of patients. It defines the sequence of visits in connection with the entry date of the patient. This visit plan
is saved in the project description and placed under its version control. 

Patient visit plan: this visit plan contains the individual visit plan for each patient and is created accord -
ing to the project template. Every visit has a real, planned visit date. The patient visit plans are saved with
the medical project data.

Visit types

In the project visit plan, various types of visits can be entered which differ in their chronological order and
options.

With  fixed visits the visit date is calculated from the prescribed details. The participant cannot enter a
date. The calculation is based on the date that was entered in the reference visit. All of the initial visits in
the visit plan must be fixed visits.

With  flexible visits a permitted deviation (earlier or later) from the calculated date must be entered in
addition to the prescribed interval.

With free visits there is no prescribed interval between other visits or previous visits. However, the date
of the visit can be restricted by entering a time frame. This is then compared with the current date and not
the calculated date. This conforms with the previous method of proceeding in a flexible visit plan in sec-
uTrial® version 2.2 and earlier versions.

Unscheduled visits can be entered outside of the scheduled visit plan. They will be ignored when calcu-
lating the next scheduled visit. In order to enable this visit type to be used for alternative treatment plans,
it is also possible to enter the interval to the last visit plus an optional time window. If no entries have been
made, these visits can be freely set.

2.20 Form overview

In secuTrial® DataCapture the patient is the fundamental unit for collecting and editing medical data. To
depict the course of a study, when selecting a patient an overview is displayed consisting of the visits of
the study (horizontal  time axis) and the forms it contains (vertical data axis). The forms are symbolized
with  small icons (see:  Icon key) which at a glance display all  basic information about the completion
status, queries and monitoring status.

The form overview is the central navigation view for a patient's data.

2.21 Adverse Event / Serious Adverse Event 

There are two types of events: an Adverse Event (AE) and a Serious Adverse Event (SAE). An adverse
event is to be classified as any untoward medical occurrence during the course of a study that must be
recorded separately and usually also has to be reported. For a precise definition, please refer to the GCP
and FDA guidelines.

In secuTrial® a separate workflow is implemented for recording AEs and SAEs which can be used by cre-
ating Adverse Event forms including special rules.
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2.22 Audit Trail

Clinical studies require data entries and changes to be traceable. For precise regulations, please refer to
the GCP and FDA guidelines. 

In secuTrial® every entry and change in the medical dataset is recorded detailing who saved what and
when.  Editing a query,  comment  or  performing a review is  also treated as a  change in  the dataset
because this at very least changes the form status (see 4: Form status). A copy of the previous dataset is
entered into the Audit Trail each time something is saved.

The Audit Trail for every form can be viewed in DataCapture. In the FormBuilder, for every project you can
define whether the entire Audit Trail or only the data changes (“history”) should be displayed. This is only
a filtered display. A complete Audit Trail will always be archived. The selection of the view can also be
done in the DataCapture.  

Changes in the project setup are documented when a project is released by archiving the previous pro -
ductive project setup. All project versions can be viewed in the FormBuilder.

When updating catalogs, the previous catalog is kept as the archive version and can likewise continue to
be viewed in the FormBuilder. In the case of catalog questions in the form or Audit Trail, the catalog ver -
sion which is used is also specified in DataCapture. 

Changes to the administrative data of secuTrial® are logged in the ArchivLog in an incremental AuditTrail.
This can be displayed in the log history or downloaded as an Excel file.

Changes to the configuration of a customer in the CustomerAdminTool will be logged as changes in an
audit trail. Actions conducted when completing the project workflow (archiving) will be tracked in the his-
tory of the CustomerAdminTool.

2.23 Query

A “query” workflow is implemented in secuTrial® for the purposes of monitoring and quality assurance.
User-defined free text  questions can be asked regarding every form item. These questions must be
closed after being answered and after any further queries and new answers. Once a query has been
asked, it cannot be deleted, yet can be withdrawn (the queries are preserved, but not displayed in the
form status any more)

The query workflow is linked with the Review B. It is not possible to create a review until all queries in that
form have been closed. Asking a query cancels the Review B status. 

If the DEC workflow has been configured, asking a query (and also performing a review) is only possible
after the DEC status has been set. The form can then only be edited again for the question which the
query was asked about. When using the DDE workflow, monitoring (Queries, Reviews) is likewise only
possible once the comparison has finished. If DDE is used together with the DEC workflow, the DEC
status must also be set.

By combining queries and reviews with the assignment of corresponding rights, the project workflow can
be varied according to the requirements of the individual study. 

When using the DTM (see  Fehler: Referenz nicht  gefunden) each query is displayed with either  "M"
(manual) or  "A" (automatic) depending on whether it was created by a manual check (creation in the
form) or an automatic check (creation during discrepancy processing).

Answering an open query can also be triggered by changing the associated item value. This automated
workflow is configured on a project by project basis in the FormBuilder.

Deviations (DV)
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The sponsor of a study is generally responsible for ensuring compliance with the methodology stipulated
in the protocol. Any deviation from the protocol must be documented. Depending on the circumstances,
the deviation must be reported to the sponsor. The sponsor must review the reported deviation and if
necessary notify the authorities.

All deviations from the protocol are labelled as deviations. They can be logged for each item in text form,
edited, evaluated, reviewed or withdrawn. Deviations can be created manually in forms or by importing
discrepancies. All of the actions in the deviation workflow are listed in the audit trail for the form. The
status of a deviation is indicated with an icon in the form. A message dispatch can be linked to the work-
flow. A report lists all of the deviations within a project.

Properties

A deviation has up to six properties:

– ID (including flag for manual ("M"), or automatic ("A”) creation if using DTM)
– Editing status 
– Description (free text)
– Severity (coded: minor, major)
– Notification to authorities (optional, coded: no, yes) 
– Reason (optional, free text when editing)

The deviation workflow can be implemented as a two- or three-step process:

1. Deviation created: Create and optional Assessment 1 (severity), description mandatory

2. Deviation assessed: Assessment 1 (severity level) and / or Assessment 2 (notification to authorit-
ies), Reason (mandatory if configured in the workflow)

3. Deviation reviewed: Assessment 1 (severity) and / or Assessment  2 (notification to authorities),
Reason (mandatory if configured in the workflow) (not applicable in the 2-step process)

At each stage it is possible to assess the deviation by assessing the severity and/or the necessity to notify
the authorities. The order of the editing steps is fixed. The way in which the editing steps are combined
with the assessments is based on the assigned role rights.

Fig 1: Flowchart for editing and assessing deviations (optional sequences are shown as dotted lines).

The following symbols describe the assessments:

1) Severity

minor: 

major:
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2) 2) Notification to authorities

no:

yes:

The symbols used for the editing status are similar to those used for queries:

D? = created or edited deviation
D! = assessed deviation
D = reviewed deviation
Dx = withdrawn deviation (not marked in the form)

The following form icons symbols indicate the editing status of the deviations contained in the form (see
also Icon key).

Note:

When editing the deviations, the deviation sum status of the form is updated and saved separately from
the query and comment status. The status is calculated and displayed in the form icon together with
the query and comment status. In terms of weighting, a query is more important than a deviation, and
both are more important than comments, as shown in the following overview:

Query open Query answered Query closed

Deviation open

Query open Query answered Deviation open

Deviation assessed

Query open Query answered Deviation assessed

Deviation reviewed

Query open Query answered Query closed

Table 1: Weighting of query and deviation form status.

2.24 Comment

In DataCapture participants can enter free text comments regarding form items as a personal information
note or a note for others. This option is not linked to any other type of form status. Once created, com-
ments cannot be changed or deleted.

2.25 Source Data Verification (SDV)

SDV is a workflow for checking the entered data. When performing SDV, the entered data is compared
with the original document. If there are any deviations or matches, the status will be indicated accordingly.

In secuTrial® an SDV status can be set for every item. If it is not necessary to check every single item, the
status for all items per form, form family, visit or casenode can be globally set once data entry has been
completed for one or more forms.

When using the DEC workflow, SDV can only be performed after setting the DEC status. An open query
will also prevent it from being performed. If a form value is changed after setting the SDV status to "veri -
fied", the SDV status will be reset automatically. For this process an automatic message can be con-
figured.
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2.26 Discrepancies Transfer Module (DTM)

If external checking tools have been used for data quality assurance (e.g. SAS scripts), the results lists of
these checks (=discrepancies) can be integrated in a defined format within secuTrial®. The imported res-
ults lists are then checked manually by monitors and when necessary transformed into queries or devi-
ations (if the DV workflow is used). 

The data to be imported can be in XML or CSV format. A more detailed specification of data formats can
be found in the appendix of the DataCapture manual.

2.27 Data Entry Complete (DEC)

This workflow can be configured for a project and enables data entry to be technically separated from
quality assurance by monitoring in clinical studies.

In DataCapture the data entry is then declared as complete for every form durch den Dateineingeber. The
entered form data is saved and an additional form status is set (displayed with a green form symbol). An
intermediate status can be saved as often as required without setting the status to complete.

After setting the status to complete, the entry fields are locked against further editing. Only after a query
has been asked can participants with the right to “modify data” edit  the corresponding item question.
When changing the data, a reason for making the change must be given in the form. This will then be dis-
played in the Audit Trail document history.

Performing reviews, queries and source data verification (SDV) is only possible after data entry has been
set to complete. However, comments can also be entered during data entry.

The status  Data Entry Complete  can be revoked on the respective corresponding form (Reopen data
entry). Data entry can only be reopened if no form query or review has been set.

2.28 Data corrections (DC)

Within a study it is possible to arrange with the clinical investigators that the CRO can independently cor-
rect simple and obvious data errors, e.g. spelling mistakes in diagnoses, without consulting the clinical
investigators beforehand.

These corrections should be carried out independently from the actual data monitoring workflow in order
to correct content-related errors or ambiguities.

For this purpose the "Data Correction" workflow exists in secuTrial®. This allows individual items or forms
to be selectively edited in conjunction with a  separate right. The corrections will only change the comple-
tion status and will not affect a set DEC or review status. It can be additionally configured in the project for
the corrections to reset the SDV verified status if a verified item has been corrected.

2.29 Double Data Entry (DDE)

With Double Data Entry, two independent persons who each have a DDE right are able to enter data. The
data will be recorded as two separate data sets. A third person can then compare the data, correct it as
necessary and then finish the comparison if the data matches. 

Only once the comparison has finished can all other participants view the data and then edit and/or mon-
itor it. The data set DDE 1 is continued as the original and the second data set DDE 2 is listed as an
undisplayed duplicate only in the Audit Trail. DDE therefore takes precedent over all other secuTrial® form
workflows (Review, Queries, SDV). When generating patient files you can select whether the duplicate is
to be displayed in the Audit Trail. 
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2.30 Centre Specific Project Versioning (CPV) 

To prevent the release of a new project version from automatically taking effect for all centres simultan-
eously, an option has been created to release the use of a new project version separately for each centre.
Releasing a new project version does not change the used project version which is being used for exist -
ing centres. They will continue to use their assigned project version.

Only when the new version is assigned to a centre in the AdminTool is this centre permitted to work with
the new version.

The CPV function determines the use of released and archived projects and only has an effect in the pro -
ductive data area.

2.31 Configuration patient deletion

secuTrial® can be used both for registry purposes and studies. In registries the deletion of patients is
required, in studies not.

To enable the deletion of studies to be better controlled, it is possible to configure the deletion function per
customer in the CustomerAdminTool, which allows the performance of the deletion to be limited in the
productive AdminTool.

The deletion can be configured furthermore per  project  in the FormBuilder,  if  the deletion is  already
allowed per customer. This configuration too, is only affecting the productive AdminTool.

If the function has been activated all of that patient's data will be completely deleted from the database,
the deletion process is logged in the audit trail of the AdminTool.

If the delete function has been deactivated in the customer or the project, it is no longer possible to com-
pletely  delete  the  patient  in  the  productive  AdminTool.  Only  the patient  status  can  be  set  to  „to  be
deleted“. Patients with that status are no longer editable in the DataCapture and can not be searched for
or exported in the ExportSearchTool.

In the setup AdminTool both the deletion of a single patient as well as the patients cleanup is always pos-
sible, unless the installation parameter "deletecasenode" in the configuration file was set to  false.

2.32 Missing Values (MV)

When monitoring studies it is important to know if values haven't been entered by mistake or on purpose
e.g. because the value hasn't been taken.

To handle this question the function „Missing Values“ is available in secuTrial®, which can be configured
for the whole project or separate items. Exceptions are items without an user entry (score field, score
datefield (all intervals), layout dummy and  randomfield).

The function can also be configured that way, that all items with the MV status set to "Value not collected"
will be considered as complete for the purposes of determining the completion status. The MV function
can therefore be used instead of a "Ignore for completion status if..." rule. No separate form status will be
saved for the MV function.

The following options are available (maximum):
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Icon Label MV-Status

Value exists --

Value not collected 2

Value not collected due to rule (only set automatically) 3

Other reason for missing value (optional, with free text entry) 4

2.33 Randomization

A randomization is often the basis to classify patients in different treatment groups as part of a  clinical
trial. To ensure an  objective and even  allocation of the patients an  adequate randomization  algorithm
should be used.

Randomizations are mostly used in connection with double-blind trials. Due to the separated manage-
ment of randomization lists and an appropriate allocation of rights both double-blind trials and  triple-blind
trials (analysis without the knowledge of the allocated treatment) are practicable with secuTrial®.

Randomization group = Randomization arm, e.g. therapy form: placebo or verum

Randomization number = Blinding number, medication number, does not give any indication of the ran-
domization group

Randomization  list  =  Blinding list,  assignment  of  randomization  number  to  randomization group,
depending on the configuration can also be used as a block list for implementing randomization

2.34 Revalidation

A revalidation conducts the same data validation evaluation which is carried out with a normal data entry
by checking the existing rules and form actions. The purpose of the revalidation is to provide a facility for
checking the data even if there is no data editing option.

In an individual form, the revalidation cannot be conducted if the participant also has the option to edit the
data, either wholly or in part (during modification after DEC). In this case the validation will be carried out
when saving data as usual.

A revalidation does nor always lead to a form saving or an execution of a predefined form action. Only if
the changes made in the form are one of the three following a revalidation is saved:

1. Score values

2. Form completion status or validation status

3. Error messages

In all other cases a notification is shown, that no changes were found or executed.

2.35 Home centre

With the corresponding project  configuration a patient  can be assigned to multiple centres.  All  these
centres have access to the patient and can edit the patient's data corresponding to their role rights. The
modification of the entries can be restricted by assigning visits to certain centres (see user manual Form-
Builder: visits).

The centre in which the patient was first created in the project will be referenced in the casenode table for
this  patient.  This  centre  is  the  home centre.  When changing  centres  only  the  home centre  can  be
changed. The reference in the casenode will then be changed accordingly.
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2.36 Metadata

Metadata refers to information that describes the general environment of the currently open form. This
includes:

 Current centre (text), Current country (text)

 Current visit (template), current visit date (date), current visit number (number), current visit number
according to type (number), current total number of visits (number)

 Current adverse event number (number), current examination number (number), current adverse
event date (date), current examination date (date)

 Entry date of the patient (date)

 Pat-ID of the patient (text), Add-ID of the patient (text), Lab-ID of the patient (text)

 Current role (text)

Metadata can be used as a parameter value for a rule condition or can be used for assigning values by
means of rules in a form item.

2.37 2-factor authentication with TAN

In addition to entering a user ID and password, 2-factor authentication requires users to authenticate
themselves with a unique factor every time they log in.

In  secuTrial® the second factor  is  a  five-digit  transaction  number  (=TAN) which  is  sent  to  the email
address saved for the user after the first authentication stage.

A valid email address saved in secuTrial® and access to an email client are therefore required for the user
to successfully log in to secuTrial® using 2-factor authentication.

Note:

The TAN cannot be used for the following processes:

Registering patients for patient self-documentation: It is not possible to save email addresses for
patients (this would undermine pseudonymisation).

Registering via the web service: Sending an email to a "machine" participant does not make sense
for server-to-server communication.
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3. Patient status

3.1 Definition

 Patient status: for every patient only one defined status is possible. 

 Casenode status: every patient has a casenode for each project in which the patient is participat-
ing; a patient can therefore have more than one status. A status entry in a casenode only relates to
the specific project in which the casenode exists. Changes and values of the entries (see below)
therefore only have an effect on the respective project.

Both types of status are displayed and edited separately in the AdminTool.  However, in DataCapture
checking and representation is conducted together for both types (as a textual value in brackets after the
patient).

3.2 Status overview

The various status types that can be set have different effects within the various tools and functions. Nor -
mally the status is set according to rules, but they can also be directly edited in the AdminTool. The trigger
for a status can therefore be a rule, directly setting the status in the AdminTool or the performance of
another action (deleting) within the AdminTool. 

Patient to be anonymized

Rule: "Delete pseudonym, if ..." (DataCapture)

DataCapture: not shown

Reports: not listed

Statistics: evaluated

AdminTool: displayed, editable

Old search: displayed

New search: cannot be searched

Export: can be exported (only for "all patients")

Export search: can be exported (only via old search)

Bitmask: 1 + 2

Deleted pseudonym

Action: Delete pseudonym (AdminTool)

DataCapture: not shown

Reports: not listed

Statistics: evaluated

AdminTool: displayed, editable

Old search: displayed

New search: cannot be searched 

Export: can be exported (only for "all patients")

Export search: can be exported

Bitmask: 1 + 2

Patient frozen  

Rule: "Freeze patient, if ..." (DataCapture)

DataCapture: Patient is displayed, forms can no longer be edited, no longer possible to 
create AEs, follow ups or new visits. Queries and comments are no 
longer possible.
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Display: "(frozen)", red cross over form icons

Reports: listed

Statistics: evaluated

AdminTool: displayed, editable

Old search: displayed

New search: can be searched

Export: can be exported (only for "all patients")

Export search: can be exported

Bitmask: 8

Patient deceased

Rule: "Patient deceased, if..." (DataCapture)

DataCapture: Patient is displayed, normal form cannot be edited, AE forms can be ed-
ited, new AEs can be created. Queries and comments are only on AE 
forms. No new visits can be created.

Display: "(deceased)", black cross over the form icon

Reports: listed

Statistics: evaluated

AdminTool: displayed, editable

Old search: displayed

New search: can be searched

Export: can be exported (only for "all patients")

Export search: can be exported

Bitmask: 16

Patient to be deleted

Rule: "Delete patient, if ..." (DataCapture)

DataCapture: not shown

Reports: not listed

Statistics: evaluated

AdminTool: displayed, editable

Old search: displayed

New search: cannot be searched

Export: cannot be exported

Export searches: cannot be exported

Bitmask: 1 + 32

Patient deleted 

Action: Patient deleted (AdminTool)

Log archive Action is logged

Casenode frozen

Rule: "Freeze casenode, if ..."

DataCapture: displayed, cannot be edited, no new visits, AEs

Display: "(frozen)", red cross over the form icons

Reports: listed

Statistics: evaluated

AdminTool: displayed, editable
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Old search: displayed

New search: can be searched

Export: can be exported (all patients)

Export searches: can be exported

Bitmask: 8

Casenode to be deleted

Rule: "Delete casenode, if ..."

DataCapture: not shown

Reports: not listed

Statistics: can be evaluated

AdminTool: displayed, editable (but no function for deleting casenodes has been im-
plemented yet!)

Old search: displayed

New search: cannot be searched

Export: cannot be exported

Export searches: cannot be exported

Bitmask: 1 + 32

Casenode deleted

Action: Casenode deleted from the project (AdminTool)

Log archive Action is logged

DataCapture: not shown (in this project)

Reports: not listed (in this project)

Statistics: cannot be evaluated ((in this project)

AdminTool: Patient is displayed, if all casenodes for a patient are deleted, only the 
basic patient entry together with the pseudonym will be retained.

Old search: displayed

New search: cannot be searched (in this project)

Export: cannot be exported (in this project)

Export searches: cannot be exported (in this project)

Bitmask: not available

Casenode visit plan closed

Rule: "Freeze following forms, if ...", the only status that can be revoked by the 
rule "Free following forms, if..."

DataCapture: displayed, editable (providing no form status has been set), no new visits,
AE can be created

Reports: listed

Statistics: can be evaluated

AdminTool: displayed, editable

Old search: displayed

New search: can be searched

Export: can be exported

Export searches: can be exported

Bitmask: 128
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4. Form status

4.1 Status types

The medical dataset of each form has a:

 Completion status: empty  /  partially  filled  /  completely  filled  /  DEC  set
with errors: yes / no; with warnings: yes/no;

 Review status: Review A: yes / no; Review B: yes / no; Freeze: yes / no; 
Sysfreeze: yes / no; 

 Query status: Open query / query answered / query resolved; 

 Deviation status

 DDE-Status: Data entry / data entry complete / comparison finished / 
undisplayed 

 Comment status: comment posted / no comment posted. 

 SDV status: not done, in progress, deferred, not possible, verified with errors,
not necessary, verified

Completion status

To calculate the completion status, it is normally checked whether a value has been entered or selected
for all items created within the form. Via the rules system, this check can be ignored for some or all of the
items. The completion status is displayed as a coloured form icon.

If saving a form is prevented by triggering a breach of the rules and the form can only be saved by de-se -
lecting "Check data", the form will be given the additional status "with errors". This status is displayed with
a red exclamation mark next to the the form page.

If  a confirmation rule  is triggered when saving a form, the form will be saved with the additional status
"with warnings". This status is displayed with a grey exclamation mark next to the form page.

If DEC has been configured, upon completing data entry the status "DEC" will be set. The icon will then
be displayed as a green form symbol without taking into account any other completion status.

Review status

All entries in the review status have the effect that the form data can no longer be edited. Editing queries
and comments is still possible. You can usually tell from the form icon which status has been set (see:
Form status). The corresponding rights are necessary for setting a Review A, Review B and freezing. The
status "sysfreeze" requires the editing rights to forms with the triggering rule.

The Review A can only be reversed with special revoking rights. 

The Review B can be revoked by asking a query and can only be set again once the query has been
resolved. This workflow is intended for the purposes of monitoring and data quality assurance. 

The freeze status is set by manually freezing a form or a visit. In order to freeze a form, either a review A,
B or A+B must have already been set in the form. Unfreezing a form is only possible in exceptional cases
from the AdminTool with the function "Unfreeze form". In this case only the freeze status will be removed,
the review status will remain unchanged. When setting this status, the editing and monitoring of this data
should be definitively completed. 

The sysfreeze status is set with the form rule  "Freeze following forms". It can be revoked with the rule
"Unfreeze following forms". (The form with the release rule must then of course be edited again.)
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Query status

If at least one query in a form has not been answered (newly asked or reopened), the entire form will
have the status "Open query". If all queries have at least been answered, the entire form will have the
status "Query answered". The entire form is only given the status "Query resolved" when all of the queries
have been resolved. The total number of queries in a form is irrelevant.

In a form, the presence of a query regarding a question is indicated by a small "?" (open query), "!"
(answered query) or "" (resolved query).

Comment status

If at least one comment has been made in a form, the comment status will be set to "comment posted".
This status is hidden in the form symbol by every query status.

A comment in a form is displayed by a small "c" before a question.

SDV status

If Source Data Verification has been configured, every item and form is given a saved SDV status. These
are logged in the AuditTrail tables and can be exported together with the other form data.

When calculating a patient's SDV status, all visits are checked and summarized.  These are calculated
from the SDV status of the form families within the visit. The form family status in turn results from the
SDV status of the forms it contains, which are ultimately generated from the SDV status of the contained
items. Apart from the form status, this status is only calculated for display purposes and cannot be expor-
ted.

DDE status

The DDE status is used for double data entry. Once the comparison is finished, the original document will
be given the status "Comparison finished" and the duplicate will be given the status "Undisplayed".

The DDE status is not displayed in the form icon. Until the comparison has finished, the two different
datasets will be labelled with numbers preceding the form names. The status "Data entry completed" will
then be displayed as "√" before the respective number.

4.2 Icon key

In the form overview the form status is displayed by an icon per form family and form. The status is sum-
marized with the completion status, indicated by different colours, and the other status types, represented
by various additional symbols.

Here the status is weighted by importance: for example an open query will hide a comment. The following
overview shows the various possible colours and symbols.
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Fig. 2: Various form and form family icons representing the different status

Fig. 3: Form and form family icons for the various types of forms.

Fig. 4: Form and form family icons for representing the various status conditions.
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Fig. 5: Icons for displaying the various status types of Source Data Verification (SDV). The icon is dis-
played for each item, form, family, visit and patient.

Indication of DDE status

Role right

Form status

unsaved DDE entered DDE entry complete DDE comparison finished

without DDE (1/2) (1/2)

DDE 1 (1) (1) (√1) (--)

DDE 2 (2) (2) (√2) (--) 

DDE 1 and 2 (1&2) (1&2) (√1&√2)
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1. Introduction

The secuTrial® CustomerAdminTool helps you to manage the different customers in secuTrial® . Separate
areas are provided for the various tasks:

 Create new, edit, deactivate, archive and delete CUSTOMERS, create and edit administrators, create
new schemata, deactivate, archive and delete schemata

 Overview of all ADMINISTRATORS

 Overview of the database SCHEMATA of customers

 Overview of  the  functions  executed  in  the  BACKGROUND (statistics,  bundled  message dispatch,
uploaded images / files, temporary files)

 Overview of all archiving actions (inactivate / activate, archive, delete) in the HISTORY

 A HELP feature with explanatory texts on the individual screens

 LOGOUT from the CustomerAdminTool

Administrators can be edited via the customer editing page and the administrator overview page. Creating
new administrators and schemata is only possible from the customer editing page. You can also access
the customer editing page from the administrator and schemata overview pages by clicking on the name
of the customer.

Note:

There  is  no  limit  to  the  number  of  new  customers  and  schemata  that  can  be  created  in  the
CustomerAdminTool. However, the dimension of the server and the database may limit this. You should
therefore agree the approximately number of customers and projects with your server administrator
(see also: chapter Note on the database structure)!

All overview pages can be sorted by the various columns in descending or ascending order. Simply click
on a column name to sort the data according to the values in this column. Click on it again to reverse the
sorting order. The current sorting order is indicated next to the headings by a triangle pointing upwards or
downwards.

1.1 System requirements

The secuTrial® CustomerAdminTool can run under different operating systems (e.g. Windows, MacOS or
Linux).

In order to work with the secuTrial® CustomerAdminTool no special software needs to be installed on your
computer. A PC with internet connection (or intranet connection when developing in a company network)
serves as the client.

The software required to run this tool is installed on a central server and can be accessed simply by using
one of the common browsers (Microsoft Internet Explorer, Google Chrome, Mozilla Firefox, Safari etc.).
We recommend using the most recent version of the browser available.

JavaScript and SSL encryption need to be activated in your browser and the MetaRefresh should be
allowed. Java and ActiveX can be deactivated.

For security and data safety reasons the cache should be set to zero.

If the browser offers a popup suppression it should be deactivated. If you need support for the correct
browser configuration please contact your local system administrator.
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1.2 General user information

The CustomerAdminTool  is  accessed via  the  internet.  If  your  internet  connection  is  slow,  unsafe  or
unstable, this will inevitably limit the performance of the system.

Depending on which browser you are using, there may be slight differences in window views or in the
menu and print layout. All CustomerAdminTool functions have been tested with standard browsers.

NEVER use the browser functions "Refresh", "Back" or "Forward". Please use only the secuTrial® buttons

 Clicking on the CANCEL button takes you back to the previous page

 Click on the LOGOUT button to quit the application. If you want to log in again, you will need to re-
enter your user ID and password

 The secuTrial® menu buttons are always located at the top right of the page

It is not possible to right click and use the browser's short-cut menu on secuTrial® pages. This is to ensure
that navigation only takes place via the provided secuTrial®  buttons and links.

If the server does not register any activity for a long period of time, your session will automatically time
out. This guarantees that no unauthorised persons gain access to the database and can change your
datasets. Activity on the server means saving or changing pages, but not just entering data. The exact
time until timeout is configured on the secuTrial® server and is usually 20 minutes

The remaining time until the session timeout is displayed in both in the title bar of the browser window as
well as in red on the page in the upper status bar. If your session automatically times out, any unsaved
data may be lost

For orientation, the current user's data is always displayed in the header of all secuTrial® pages.
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2. Login

To log in to the CustomerAdminTool you require a user ID and password. This login information will be
sent to you by the secuTrial®  server administrators.

For this password the criteria apply: it must be at least 8 characters long and contain at least one non-al -
phabetic character (number or special character).

The first time you log in you will  be prompted to change your password. You should do this every 6
months. When you change your password it must be different to your last 5 passwords. 

Access will not be locked even if incorrect login information is repeatedly entered. 

2.1 Logout

Fig. 1: Information page after logging out.

Each time you finish your session and when leaving your work station you must manually log out (LOGOUT

in the header) to ensure that no unauthorised persons can use your account. 

After logging out, an information page will be displayed. Use the provided link to return to the Login page
(see above).

2.2 Change password

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the Login page

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of eight characters and include at least one non-al-
phabetical character (number, dot, slash, etc.). It may not be identical to the last five password

 When choosing your password, please be aware of any SOPs that may apply to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection

After you have logged in, the Customer page of the secuTrial® CustomerAdminTool will open.
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3. Customers

This window provides an overview of the currently existing customers and the settings they have made.
Click on the column headings to sort the lists in ascending or descending order.

Fig. 2: Customers overview.

To edit  an existing customer,  click on the respective name. To create a new customer,  click on  NEW

CUSTOMER.

3.1 Create a new customer

Fig. 3: Creating a new customer.

Under Name enter a name for the new customer you wish to create.

The Database prefix is used as a unique identifier within the database and is used for the customer-spe-
cific URLs. It cannot be changed once it has been saved.

The Label is used to identify the customer on the customer-specific login page of the secuTrial® tool. The
login page is publicly available on the internet so you can enter a pseudonym or identifier of your choice
here.

Under Email enter an email address via which this customer can be reached.

Under Language select the language module which is to be used for this customer. Either English or Ger-
man can be selected. This language selection determines the language for the countries and continents
created by default as part of the participant management process. It is possible for the customer to sub-
sequently override this language selection in the AdminTool via the design configurations.
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The Status of a customer determines whether the customer's administrators and all of the customer's par-
ticipants can continue to log in and use the available tools. When creating a new customer this value is
set to "prepared". During the next (nightly) system restart of the FormBuilder, the database tables are cre-
ated for participant management and the status of the customer is set to “active”.

It is possible to activate a customer earlier by requesting a secuTrial® restart from the background page.
Please note that in this case all tools will be automatically exited and restarted (see Chapter start)! 

A created customer can be deleted as long as the customer has the status “prepared”. Once the cus-
tomer has been activated with the next system restart, the customer will be permanently saved in the sys -
tem and cannot be simply deleted. In this case, the customer must first be deactivated and a valid archiv-
ing process must take place before the customer can be deleted.

All mandatory fields are marked with an asterisk *.

3.2 Editing existing customers

Click on the name of an existing customer for the option to edit the data. Only the database prefix cannot
be changed because when the customer was created, the database schemata for the participant man-
agement were also created with this prefix (see above).

On the customer data page, apart from editing customer data, it is also possible to add new administrat-
ors to this customer, to create a new schema or to display the URLs for the various secuTrial®  tools for
this customer or to send them by e-mail.

Extended features

By expanding the triangle for extended features, the following features can be activated for active custom-
ers in the AdminTool and FormBuilder: 

 Source Data Verification (SDV)

 Discrepancies Transfer Module (DTM)

 Data Entry Complete (DEC)

 Data correction (DC)

 Patient Reported Outcome  (PSD)

 Double Data Entry (DDE)

 Centre Specific Project Versioning  (CPV)

 Patient deletion (productive area)

 Deviations (DV)

Each of these features can be activated individually or combined with other features. These functions
must be configured for specific projects in the FormBuilder. Some of the necessary details and rights for
these functions can be viewed and configured in the AdminTool, usually independently of whether they
are actually used for the respective project or not.

Note:

In an ongoing project these functions must not be deactivated! Unlike other functions, double data
entry cannot be deactivated after use in a form!
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Additional features

An additional feature which can be activated for a customer is the PATIENT FILE. Participants can then use
the extended printing features in DataCapture (see the DataCapture user manual).

With the HIDE checkbox the corresponding feature can be activated or locked for the configuration pro-
cess in FormBuilder.

If the MY ACCOUNT checkbox is ticked, the MY ACCOUNT feature will appear on the welcome page of the
DataCapture navigation menu. With this feature, current participants can view and edit their administrat-
ive data (e.g. name, address, preferred language).

With the checkbox PSEUDONYM DISPLAY it is possible to activate the display of an additional  pseudonym
(the Lab-ID) for that project. In the AdminTool it is then possible to configure the visibility of the different
patient pseudonyms (Pat-ID, Add-ID and Lab-ID) for each role.

With the checkbox PARTICIPANT PASSWORD RESET ticked an additional “Password lost” button will appear for
participants on the login page of the three tools DataCapture, FormBuilder and ExportSearchTool. Click-
ing on that button will open the page for requesting a new password.

The checkbox UNBLINDING unlocks different configurations of unblinding options in the AdminTool, Form-
Builder an ExportSearchTool (e.g.  unblinded display,  emergency unblind  per project  or Unblind with
export).

Administration Tools

Open the Administration Tools section to specify for “All Tools”:

 the minimum length for passwords in all tools (except for the CustomerAdminTool)

 the time period (months) after which passwords must be changed in all tools

 the maximum number of incorrect login attempts in all tools before a participant is deactivated.

 additionally the display of a short notice in the DataCapture, FormBuilder and ExportSearchTool
can be configured here, that will be displayed at the first login following the expiry of a session
without logging out.

Under 2-factor authentication it is possible

 to configure the use of 2-factor authentication separately for the various tools. The configuration
applies for both the setup and productive area of each tool.

 The validity duration of the TAN can be configured between 1-15 minutes (default = 5). The number
of  incorrectly entered passwords permitted for the TAN can also be set  between 1-5 attempts
(default = 3).

Under ADMINTOOL it is possible

 to enable the deletion of centres

 to subsequent edit the Add-ID

 to import patient lists

 to specify which patients are displayedin the AdminTool by entering a date. If no date is entered, all
patients will be displayed. The date will be the date of entry into a project (based on the actual
date).

Under EXPORTSEARCHTOOL it is possible

 to enter the default selected format for export.
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Under DATACAPTURE it is possible

 to configure for each customer if the participants that is currently working on a form will be dis -
played to all other participants when opening the same form

 to configure a separated session timeout to stretch the time for data entry

 to configure the minimal number of characters for the autosuggest field (search for pseudonyms
and centres with centre forms), determines when the search in the database starts.

Fig. 4: Customer editing page with displayed configuration options.

On this page it is also possible to inactivate a customer. For details please read the section entitled Inac-
tivate customer. 

Click on the New Administrator button to enter the data for a new administrator (see Chapter 4).Click on
NEW SCHEMA to access the entry fields for creating a new database schema. This is required in order to
create a new project. See Chapter 5 for more information about schemata.
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At the bottom of the page you will find the button SHOW URLS. Click on this button and a pop-up window
will open containing all of the URLs for the individual secuTrial® tools of the selected customer. They are
separated into setup and productive areas. By clicking on the corresponding buttons at the top right of the
screen, the contents of the window can either be printed out or sent by e-mail. Click on CLOSE to close the
window.

Fig. 5: Pop-up window containing the customer-specific URLs.

With the AUDIT TRAIL button you can view the changes to the customer data and the customer administrat-
ors. Changes to the customer and schema status (inactive, activate, archive and delete) can be viewed
on a separate history page.

Fig. 6: Audit Trail view for editing customers. 15 changes are always displayed.

3.3 Inactivate customers

The facility exists to inactivate existing customers. If a customer is set to inactive, access to all tools will
be blocked for that customer. Any currently logged in administrators and participants can continue to work
in the system until they log out.

The data model for the customer and all customer schemata will no longer be generated with the next
restart of the applications (exception: archiving). A database connection to the respective DB schemata
will no longer be generated. The data will remain unchanged in the database.

To inactivate a customer, click on the INACTIVATE… button on the editing page for that customer. On the fol-
lowing page you will be asked to enter your login data and confirm the inactivation twice. 
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Fig. 7: Inactivating a customer.

An inactivated customer can be fully reactivated at any time providing the customer has not been deleted
from the system.  All data will be accessible again the next time the tool is restarted. 

3.4 Archiving customers 

After inactivating a customer, it is possible to archive the customer and then entirely delete the customer
from the system. 

A customer who has been permanently inactivated for at least 24 hours can be exported from the data-
base as an archive. The archiving takes place in the background on the server. 

To perform this action, under EDIT CUSTOMER click on the button ARCHIVE. 

You will then be asked to enter your login data and confirm again to continue the archiving process. If you
enter an e-mail address, a notification message will be sent as soon as the archiving process has been
completed. To save your e-mail address in the password file, tick the corresponding checkbox. 

Fig. 8: Page for archiving a customer.
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The archive is saved on the server in a sub-folder of the new “archive” directory. It is named according to
the customer and schema prefix and given a time stamp. For long term security, the sub-folder should be
saved on a CD, DVD or tape by the system administrator and given to the data owner. When deleting an
archive, the associated archive directories must also be manually deleted by the system administrator.

Important:

Long  term  backups  cannot  be  checked  by  secuTrial®  and  are  the  responsibility  of  the  system
administrator!

After completion of the archiving process, an archive is only valid once the tools have been restarted (i.e.
night system restarts) and provided that the project schema / customer has not been reactivated after the
archive has been created.

It  can be seen whether the archiving was successful from the notification e-mail or the  HISTORY (see
Chapter 1.6).

Archiving is not possible if a system restart has already been actively requested or if due to a synchron-
ized transfer to mode the next system restart is scheduled in less than 2 hours.

3.5 Deleting customers

A valid archive must be created before a schema or a customer can be deleted. A successfully completed
archive is valid after the next restart of the CustomerAdminTool. This delay is necessary due to internal
processing procedures.

If a customer or schema is reactivated after an archive has been created, all previously created archives
will  become invalid. In this case, to delete the customer or schema, the entire workflow  (inactivating,
archiving) must be performed again.

To perform the deletion, you will be asked to enter your login data and confirm the deletion three times. 

Deletion is not possible if a system restart has already been actively requested or if due to a synchronized
transfer into productive mode the next system restart is scheduled in less than 2 hours. 

3.6 Status display

The work flow status of schemata and customers is displayed using small icons on the overview and edit-
ing pages. These mean:

The customer / schema has been created. The schema is not being used for a project yet. 

The customer / schema has just been activated, the activation will become valid after the next re-
start / login. Or: the schema is active but the corresponding customer is inactive.  

The customer / schema is active. 

The customer / schema is inactive.

The (setup and productive) project for a schema is locked. This status is only displayed in the pro-
ject listings in the background area.
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4. Administrators

Fig. 9: Overview of all administrators for all customers.

Administrators for a customer are required in order to perform the participant and rights management for
a customer within the secuTrial® AdminTool.  On the  ADMINISTRATORS page all  of  the administrators for
every customer in the system are listed.

The administrator data can be edited by clicking on the administrator's name in the overview or from the
customer editing page. Click on the respective column headings to sort the list in ascending or descend-
ing order.

Fig. 10: The administrator editing page. Above the entry fields all of the administrators for the current
customer are listed. An administrator can be selected for editing from the list. The customer
name on the left is linked to the customer editing page. Click on the CANCEL button to return to
the previous page.

Creating an administrator is only possible after the customer has been activated. 

4.1 Rights and Areas 

Under Area you can set the access rights for an administrator. Both areas (Setup and Productive) or just
one area can be selected.

Under Administration rights you can set the rights for the administrator.

 Participant management (P) contains the standard AdminTool functions, such as creating and man-
aging participants, roles or centres, access to patients, etc. The settings are automatically set to the
default when a new administrator is created.
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 Event log participants (ET) refers to the right to view the event log for participants. This right can
only be assigned if the general participant administration right has been assigned

 Event log patients (EP) refers to the right to view the event log for patients. This right can only be
assigned if the general participant administration right has been assigned

 Randomization management (RM) refers to the right to upload or generate randomization lists as
well as the right to see the allocations of the (blinding) random numbers to the (unblinded) random-
ization groups and therefore to unblind them. This is done in a separate randomization area (new
menu button) in the AdminTool. 

 Random number assignment per centre (RC) refers to the right to assign randomization list entries
to centres. The assignment is carried out as part of the normal participant management process.

4.2 General information

Under User-ID you can enter the login identifier to be used by the administrator. 

The Password for logging must be entered here. Click on CREATE PASSWORD to create an randomly gener-
ated password. If an administrator forgets the password, a new password can be assigned here. 

Title is optional and refers to e.g. an academic title.

The fields First name and Last name are for the name of the administrator. To enable TANs to also be
sent to administrators, an email address for this user group can now also be entered on the editing page
for administrators, which is checked for formal validity when saving.All mandatory fields are marked with
an asterisk *.

Click on CANCEL to discard the entered data and return to the previous page. Click on SAVE AND BACK to
save the entries and create the administrator.

In addition to the data entry form, this page also contains an overview of all administrators for this cus-
tomer and lists their name, title, user ID and the date on which the password was last changed.

Notes about administrator passwords

The password must be at least 6-10 characters long (configurable, default: 8) and it must contain one
non-alphabetical character (number or special character).

After logging in for the first time, the administrator must change the password in the AdminTool. 

The password must be changed regularly (configurable, default: every 6 months). The new password
must be different from the old password.

A password that is newly entered or changed in the CustomerAdminTool will be displayed until the next
(nightly) system restart of the tool or until the administrator changes it.
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5. Schemata

Fig. 11: Overview of all schemata for all customers.

The schemata overview displays all of the DB schemata that have been created for all of the current cus -
tomers. The list shows the schemata name, the corresponding project, the date on which the project was
created, the project status and the associated customer. If no project has been assigned to the schemata,
<unused> will be displayed. A "Dev" status for a project indicates that it is only a development version.
The status “Pro” indicates that a productive version of the project  already exists.

Last release shows the time point of the last release in the FormBuilder. Times displayed in red indicate
that the project has just been released and has yet to be set to productive status. 

Click on the customer name to return to the customer editing page. 

Click on the schema name to access the schema editing page. At the top of the page all schemata will
then be listed for that customer. The currently edited schema is indicated by a pen icon (see Fig. 12). On
the editing page a schema can be inactivated, activated, archived, deleted or you can configure the report
export and the automatic import (see below). In addition the dates of the first and last project release are
also displayed. The latter is only displayed if the project has been released more than once. The available
functions are dependent on the current schemata status and customer status. 

Creating schemata is only possible from a customer editing page and only once the customer has been
activated for the first time.
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Fig. 12: Editing page for a new schema. Above the entry fields, all the other schemata of the current
customer are listed.

Click on the NEW SCHEMA button and a page will open containing a text entry field as well as an overview
of the existing schemata for the current customer. Enter the name for the new schema here (mandatory
field). 

The schema name may contain a maximum of 5 characters and may not include special characters. The
schema name must be unique among all customers in the database. Some prefixes are reserved (e.g.
“SYS”) and cannot be used. 

Click on SAVE AND BACK to create the schema with the entered schema name. Click on CANCEL to discard
the entered data.

Schemata can be inactivated, archived and deleted. The respective work flow is described under Custom-
ers (see Chapter 1.2). To edit a schema, open it from the SCHEMATA overview page or the customer editing
page.

5.1 Automatic report FTP transfer

It is possible to set up an automatic, periodical transfer of SQL reports to an external server. The transfer
can be performed using the protocols FTP via SSH (specified in secuTrial® as “SSHFTP”), SFTP or FTP.

This export is carried out in the CustomerAdminTool as a background task. Every 5 minutes the setup
and productive areas of all active schemes are checked to see whether automatic export has been con-
figured and which reports are to be transferred. This task is not yet listed on the background page.

As transfers to an external server normally include additional security considerations, the general config-
uration of the connection in the secuTrial application is performed in the CustomerAdminTool. For each
scheme of a customer, the transfer can be configured separately for the setup and productive area (see
Fig. 1).
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Fig. 13: Scheme editing page with configuration of the report transfer.

If the function is to be allowed in the scheme (by selecting the checkbox), the following entries are pos-
sible and/or necessary:

 Start time:  A complete timepoint with date and time must be entered for calculating the export
start. The transfer intervals are then configured for each report (see below).

 Character set: The CSV files will be generated in the defined character set. The CSV files will be
created with the following parameters:

• column delimiter = ,  (comma)
• decimal delimiter = .  (decimal point)
• text limiter = " (double quote)

 File name (ZIP):  Optional: if  a file name is entered, all  reports exported at a specific time are
included  as  CSV  files  in  one  ZIP  file  and  transferred  as  one  report.  The  placeholder
"<TIMESTAMP>" will be replaced with the timestamp of the generated export.

To be carried out separately for the setup and productive area the following entries are necessary:

 URL: Optional: complete URL of the server with protocol and the sub-folder where the files are to
be transmitted. A local directory can also be entered as the URL target. To do this, enter the pro-
tocol "file://", followed by the path of the local directory. If the entry is omitted, the report exports will
be created local but will not be transferred.

 User: If a URL has been provided, entering a user name is mandatory.

 Password: Optional: depending on the protocol, in addition to the user name a password may also
be needed. Instead of a password it may be necessary to generate and exchange SSH keys. This
must be managed by the administrators of both servers.

 TAN (ExportSearchTool): A TAN must be entered to download the automatically generated report
exports in the ExportSearchTool. The selective disclosure of that TAN can be used to restrict the
number of persons able to download the export.

Changes in the report export configuration are logged in the audit trail of the customer.

In the CustomerAdminTool, the general configuration of the report export for each scheme is displayed on
the customer editing page (see chapter Customers) as an additional property under the column title "R.-
Exp." with "yes" or "no".
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Important:

During the execution of the automatic report FTP transfer only those exports will really be created and
transferred where the executed SQL statement has at least one entry in the result set. If there is no
result set neither a CSV file nor an export documentation entry in the database will be created.

If there is no result set neither a CSV file nor an export documentation entry in the database will be
created. If  multiple SQL reports shall  be included into a ZIP file, reports with no result  will  not  be
included. If the complete ZIP file contains finally no entry at all, the ZIP file will be deleted. It will neither
be transferred nor an export entry in the database will be created.

5.2 Automatic Import

General settings

In the Customer AdminTool, an automatic import of CSV files to be conducted at regular intervals can be
configured for a project schema. All files located in the entered directory ending with CSV (comma separ-
ated values – please do not use semicolons) will be imported at the configured times, sorted into form
datasets and sent to the DataCapture web service (see DataCapture web service: "AutoImportService").
If the data can be clearly assigned, it will be imported into the corresponding forms. After the files have
been processed, they will be deleted from the import directory.

The configuration of the automatic import per schema is displayed in the list of customer schemas (see
chapter Customers) and in the list of all schemas as another property under the headline  „autm. Imp.“
with „yes“ or „no“.

The automatic import is carried out as a background thread. The import is only performed for active pro-
jects for which a corresponding web service URL (see below) has been entered.

The following entries are necessary for configuring an automatic import:

 Start time (mandatory):  A complete timepoint with date and time must be entered for calculating
the import start.

 Interval (minimum 15 minutes, mandatory): Specifies the intervals at which the files are read from
the directory.

 Character set: The CSV files will be imported with the defined character set.

 Directory of the files to be imported (separate setup / productive area, mandatory): All import dir-
ectories within a secuTrial® installation must exist and differ from each other.

 DataCapture web service URL (separate setup / productive area):  The web service URL of the
DataCapture has to be specified in the following format:

[Installation URL]DataCapture.woa/ws/AutoImportService

If multiple instances of the DataCapture have been created in the WOMonitor the instance number (e.g.
"1") has to be included into the web service-URL as following:

[Installation URL]DataCapture.woa/1/ws/AutoImportService

 Participant for the login in DataCapture (separate setup / productive area, mandatory): The login
details of an importing participant are only necessary for saving the import configuration if a web
service URL has also been entered. The same participant cannot be configured for different auto-
matic imports in one customer and a participant can only be selected if he is assigned directly to
the import project. In order for an import to be carried out properly, all of the required information is
of course necessary.
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Note:

For  automatic  imports  dedicated  participants  should  be  used  who  otherwise  have  no  tasks  in
DataCapture! This helps to avoid import errors or problems with working in DataCapture caused by the
secuTrial® prevention of double login.

 Password of the participant (separate setup / productive area): The correctness of the password
as specified in the AdminTool will not be checked here in CustomerAdminTool, but during import in
DataCapture!

In order to analyse the file entries the following column headers must be entered. In some cases the
import format information contained in the forms will be overridden:

 Patient  identifier: To  identify  a  patient  in  an  import  file  the  appropriate  column  headers  are
needed. It can be configured to automatically create patients, if they don't exist in the database. In
that case column headers for the patient's entry date and centre must be specified here (and the
imported file must contain the corresponding data).

 Centre identifier: For identifying the centre in which the patient has been or is to be created, the
centre has to be specified in the import file. The appropriate column headers are needed and must
be defined here. Centres will not be created during the import and must already exist.

 Visit identifier (for imports into visit forms): A column heading can be entered for each visit prop-
erty. It can also be configured to automatically create visits, if they don't exist in the database. In
that case column headers for the visit date must be specified here (and the imported file must con-
tain the corresponding data). During the import, the visits will be identified with all of the entered
columns or newly created (if allowed). This also makes it possible to import an unscheduled visit
with the visit name and number in a certain repetition

 Identifiers for adverse events (for imports into adverse event forms): The configuration to create
visits also allows the creation of adverse events and follow-ups.

Form imports can be conducted into visit, adverse event and casenode forms. Imports are not possible
into image forms.

In order for the form to be recognised for the import, the format identifier must precede the column name
of the data, i.e. “format.column”. The data for different forms can be imported simultaneously within one
file. The data will then be sorted according to forms during the file analysis.

For imports into repetition groups, the repetitions of the sub-form data must be entered row by row in the
CSV file. The rows for a main form must be located directly below each other and sorted in the order of
the repetitions.
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Fig. 14: Configuration of the automatic import on the editing page of a schema.
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Import Audit Trail

When an automatic import is conducted, this will be summarised in an audit trail for each processed file.
This lists the overall status of the import process, the number of successfully imported datasets, the num-
ber of datasets imported with warnings and the number of datasets which could not be imported.

The audit trail can be viewed via the schema editing page by clicking the IMPORT AUDIT TRAIL button. It is
displayed page by page, with the most recent results listed first. For datasets that have been imported
with warnings or errors, the individual error and warning messages can also be displayed.

Fig. 15: Audit trail for an automatic import  of a schema with error details displayed.
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DataCapture web service: "AutoImportService"

The web service "AutoImportService",  that  has  been implemented in  DataCapture for  the form data
import process, is accessed by the automatic import of the CustomerAdminTool. The service can also be
accessed from other systems, for a direct import the second web service "FormDataTransmissionService"
(see below) may also be used. 

The  AutoImportService  of  DataCapture must  be  activated  in  the WOMonitor  via  the start  parameter
"-DSRTAutoImportService=true" The WSDL interface specification can be accessed via the following
URL:

[Installations-URL]DataCapture.woa/ws/AutoImportService?wsdl

The service defines three operations:

1. authenticate Login of a user (login and password), creation of data transmission

2. transmit Transmission of a form data set

3. terminate Logout and termination of data transmission

After logging in and before logging out, any amount of form data can be transmitted. The session timeout
for the web service import is 1 minute, the operations must therefore be relatively close together.

Just as before, form data imports are recorded in the audit trail of the form as "Data imported". All condi -
tions and rights for performing imports are checked in the same way as before form imports. The newly
introduced right "Mass import" is not checked for the web service import. Form validation is also carried
out during automatic imports. Forms with rule violations are saved with the warning status "with warning"
or "with errors".

Creating a patient: If creating new patients is allowed in the import configuration, a new patient can be
created under the following conditions:

 Registry project: the patient has not yet been created in the project

 Part project: the patient exists in a registry, but not yet in the part project

 The participant has the right to create patients in the entered centre

 There are no limitations for patients per participant or the limit has not yet been reached

 There are no limitations for patients per centre or the limit has not yet been reached

Patient in multiple centres: If the function "Multiple centres per patient" is used in the import project and
the patient has already been created in a centre other than the one which is entered, the patient will be
reassigned to the entered centre, providing the participant has the right to create a patient in that centre.

DataCapture web service: "FormDataTransmissionService"

In addition to the web service for automatic import a general web service interface for import of form data
has been implemented in DataCapture. This web service too has to be activated via the start parameter
"-DSRTFormDataTransmissionService=true" in  WOMonitor.  The  WSDL interface  definition  can  be
retrieved with the following URL:

[Installations-URL]DataCapture.woa/ws/FormDataTransmissionService?wsdl

This service defines similar operations as the AutoImportService:

1. authenticate Login of a user (login and password), creation of data transmission

2. transmit Transmission of a (single main-)form data set

3. terminate Logout and termination of data transmission
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authenticate

The user is authenticated and a session for the transfer of form data is created. After login and before
logout an arbitrary amount of form data can be transmitted with repetitive calls of the transmit operation.
The session time-out for this web service is 1 minute, the interval between requests must therefore not be
too long.

The request must contain the following data:

 customerId DB prefix of the customer's scheme.

 username User login (participant: user-ID, patient: one of the pseudonyms).

 password User password.

The response consists of a WebServiceResult object, that is composed as following:

 statusCode Status code of the operation: 1 if successful, 0 in case of errors.

 errorCode Error code in case of errors.

 message Contains the Session-ID in case of successful authentication or a 
description of occurred error in all other cases.

transmit

First the patient is identified by all given information in the data set. If the patient does not exist, he will be
created.

Afterwards the transferred data are imported into a single form of a visit, an adverse event or a casenode.
If visit or adverse event does not exists, it will be created accordingly.

The request must contain the following data:

 sessionId Session-ID where the user is logged in (for import).

 datarecord Transfered form data set. This is composed of the following:

 project DB scheme of the project

 centre Centre name (necessary for the creation of patients)

 patient Identifying data of the patient (Pat-ID, Add-ID, Lab-ID) and entry date 
(optional). Not all IDs must be given. For unique identifying a single ID is 
sufficient, e.g. the Pat-ID. If a patient shall be created, the entry date is 
mandatory.

 visit Identifying data of the visit (label, number or date). Here too not all 
information must be supplied but the visit should be clearly identifiable. If 
a visit shall be created the visit date is mandatory. If no visit information is 
given, secuTrial® tries to identify an adverse event, if respective 
information is given (see below).

 ae Identifying data of an adverse event (number and date, seriousness flag, 
date of follow-up). If an adverse event shall be created, the date of the 
adverse event and of the (first) follow-up is mandatory. If neither adverse 
event nor visit information is given, the form data belongs to an casenode 
form.

 form Import format identifier of the form, into which the data set shall be 
imported.

 item A list of the actual form data entries, consisting of external key, value and 
optional repetition index (equal or greater than 0) for entries of a 
repetition group.
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The response contains an WebServiceResult object, where statusCode,  errorCode and message
are set according to the result of the operation.

terminate

The user is logged out and the data transmission session is terminated. Afterwards no data sets can be
transferred.

The request must contain the following data:

 sessionId ID of the user's session

The response contains an WebServiceResult object, where statusCode,  errorCode and message
are set according to the result of the operation.

Stand: 18/04/2019 – 24 – © interActive Systems



CustomerAdminTool secuTrial® 5.3 User manual

6. Background

In the Background there are automatic, time controlled functions which are performed without any user
interaction. These include bundled message dispatches and the generation of statistics, both of which can
be configured within a project. In addition orphaned image files and temporary files can be deleted.

Under Background you can request a restart of the entire tool set in secuTrial® if you want to bring for-
ward a customer activation or transfer a project into productive mode.

Fig. 16: Background overview in the CustomerAdminTool.

6.1 Bundled message dispatch

Fig. 17: Expanded overview of bundled message dispatch.

In the upper area is the bundled message dispatch configuration for the the individual projects from both
the set up and productive areas including:       

 Customer name

 Project name

 Database schema

 Project version (label or time stamp)

 Time for starting the message dispatch

 Time interval at which messages will be sent after starting
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Messages are displayed for active and closed projects, but not for projects of inactive schemata or cus-
tomers. For each project the amount of triggered but not yet sent notifications is shown.

6.2 Statistics

Fig. 18: Expanded view of statistics

This list displays all of the statistics that have been generated for existing projects, both from the setup
and productive areas. These include:

 Customer name 

 Project name

 Database schema

 Project version (label or time stamp)

 Statistic name

 Last date on which the statistics were created

The scheduled time for the next automatic generation of all statistics is indicated under the table. Next to
this is the GENERATE STATISTICS button. Click on this button to manually generate statistics.

After clicking on the GENERATE STATISTICS button a progress page will appear as it will take some time to
generate the graphics for larger numbers of statistics. Once completed, the application will return to the
overview page. After the update, an “OK” or “Error” will appear to indicate whether the statistics were suc-
cessfully generated without errors.

The small question mark symbol next to the GENERATE STATISTICS button opens a small help window which
displays a brief description of the functions of this button.

Important! 

Statistics definitions can become invalid after deleting or hiding items or forms. These statistics are
marked as invalid and omitted when generating statistics files. In addition, invalid statistics are not
displayed in DataCapture.

Statistics are only displayed for active and closed projects, but not for projects of inactive schemata or
customers.
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6.3 Uploaded images/files

Fig. 19: Overview of 'orphaned' files

Under UPLOADED IMAGES/FILES, there is a list of all images which have been uploaded in a specific project
but have not been saved, i.e. they are now  classified as “orphaned”. The following information is dis-
played (as far as provided identifiable):

 Customer name

 Project name

 Patient for whom the image / file was uploaded

 File name

 Last modification 

From the setup area, files whose source image item has been deleted can also be listed here. 

All files which have not been automatically deleted can be permanently deleted either individually or col -
lectively by clicking on the DELETE button. Click on SELECT ALL to select all of the files or on DESELECT ALL to
cancel the selection. Only files which have not been modified for more than one day can be deleted. 

Files and images from projects with inactivated schemata or customers are not listed.

6.4 Temporary files

Fig. 20: Overview of temporary files.
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The TEMPORARY FILES overview lists all files (e.g. uploaded logos, downloaded dossiers) which have been
uploaded for a specific project or created for downloading and were initially placed in the temporary files
folder due to technical reasons.  

The following information is displayed:

 Customer name

 Project name

 File name

 Last modification

Click on the DELETE button to permanently delete individual files or all files. Click on SELECT ALL to select all
of the files or on DESELECT ALL to cancel the selection. 

Only files which have not been modified for more than a day can be deleted.

Furthermore when the CustomerAdminTool is launched, all temporary files which were last edited more
than one day ago are deleted.

6.5 Restart

Fig. 21: Function for requesting a system restart.

Some system-wide functions in secuTrial® require a restart of the entire tool set. These include setting
released projects to the productive stage and activating prepared customers for the first time. This is nor-
mally performed with the nightly system restart or through the synchronized transfer of a project into pro-
ductive mode.

Note:

By requesting a restart in the CustomerAdminTool these functions can be executed ahead of schedule.
As this affects all tools including DataCapture, participants should be given notice several minutes in
advance to enable them to logout. Participants will be notified of the restart in advance via a pop-up
window with 30-, 10-, 5-, 3-, 2- and 1-minute reminders.

By entering an e-mail address when you make the request, an e-mail will be sent to that address after the
restart. The message will be triggered if the CustomerAdminTool restart takes place within 20 minutes of
the request, after any necessary setting to productive mode has been completed and when all other sec-
uTrial® tools are once again available.

The entered e-mail address can be saved in the password file. If an e-mail address has already been
saved, the address will be displayed in this field.

In order for a project to be set to productive via a restart, this must be released beforehand in Form-
Builder. 

If an archiving or deletion process is still running in the background, a restart cannot be requested as this
would interrupt the process. In this case, a message will appear notifying you that a restart is not currently
possible.
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6.6 Multiple attempts at sending an e-mail

In secuTrial® e-mails can be triggered by various events. The sending of e-mails always takes place via a
separate e-mail server which is specified in the secuTrial® configuration files.

If an e-mail fails to be sent in secuTrial®, for example because the e-mail server is not available, the
attempt to send the e-mail will be repeated up to two times. The attempts will take place at intervals of 3
and 5 minutes.

These multiple attempts will  only be performed if  secuTrial® has previously registered a problem with
sending e-mails. For example, this would be the case if the e-mail server had crashed or the necessary
Internet connection to these servers was not available. Invalid e-mail addresses which are first noticed by
the receiving e-mail server cannot be dealt with in this way.

6.7 Notification of errors in background tasks

An e-mail address for error notifications can be entered in the configuration files. When an address has
been entered, an e-mail containing technical details (StackTrace) will also be sent to this address in the
event  of  errors  (exceptions)  in  CustomerAdminTool  background  tasks.  This  applies  for  the  following
actions:

 Bundled message dispatches (queries, visits)

 Automatic report exports

 Automatic imports

 Generation of statistics
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7. History

Here you will find an overview of all archiving and deletion operations which have been carried out in this
secuTrial® installation. The history overview is displayed with the most recent actions at the top. 

The list can be filtered according to current relevance, type of  action, customers and projects. Activities
involving deleted schemata or customers are displayed in grey.

In addition the status of every action is displayed with an icon. These mean: 

The action (archiving / deletion) is just running in the background. 

The archiving has finished successfully, after the next restart the archive will become valid. 

The action (inactivation / activation / archiving / deletion) is valid. 

The archive has become invalid due to reactivation. 

The archiving / deletion has finished with errors. 

In the case of a deletion or archiving, the results of the action can be displayed in a small popup by click -
ing on the linked validity icon and texts under the column „validity“. The displayed text will also be sent by
e-mail if this was configured when the action was initiated.
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8. Documentation

On this page the database documentation can be downloaded in HTML format in a zip file. This includes
all documentation on the standard schemata, all customer-specific participant management and project
schemata. The character set for the HTML files and the language for the documentation can be selected. 

The database description can be useful when creating SQL reports. In the FormBuilder the documenta-
tion of  project schema can also be specified to be included in the documentation dossier.

Fig. 22: The documentation screen.

When archiving schemata or customers, all relevant database documentation will be included within the
archive.
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9. Downtime notification

For maintenance or system updates it is sometimes necessary to completely stop the entire secuTrial ®

installation. In order to easily inform all users about these scheduled downtimes, a notification function
has been implemented.

The notification can be configured in the CustomerAdminTool by specifying a text and a set period of time
for display. During the specified time period, the notification will be displayed on the login page for all
tools.

Before the end of the notification time period (= start of the downtime), the notification will be additionally
displayed in a pop-up window at increasingly shorter intervals when users are working within the tools.

Note:

This new notification function only provides users with information in advance. It does not cause the
applications to shut down at the end of the notification period.

Configuration 

For creating and editing click the menu option NOTIFICATIONS (see Fig. 23). On the notifications page, the
currently active notifications are displayed as they will look on the login page.

Fig. 23: Menu option for notifications.

Below that is a list of all the currently defined notifications in the order they were created. It is possible to
create a new notification or to edit or copy an existing notification. Notifications which have been created
can also be deleted.

Fig. 24: Editing page for system notifications.

Details about all various language variants can be made visible or hidden via the triangle at the beginning
of the row.
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In the lower area of the screen an existing or new notification can be edited. The start and end time for
displaying the notification can be defined; the end of the notification period is used as the start of the
downtime. A separate text can be entered for each of the languages used in secuTrial®. Unless otherwise
specified, a default notification text will be used. If a text has been changed, it can be reset to the default
value with the REVERT button.

Display on login pages

During the display time period, active notifications will be clearly displayed on the login pages of all tools
between the login text and the login entry field. Multiple notifications will be displayed in a list in the order
of the downtimes.

Fig. 25: Notification displayed on the DataCapture login page.

Reminder pop-up

In addition to the reminder on the login page, reminder pop-ups are also displayed while users are work -
ing within the tools. The reminders are displayed at intervals of 30, 10, 5, 2 and 1 minute(s) before the
scheduled downtime. Due to the implementation and because the pop-up can only be displayed if there is
server contact, the display times may be slightly later than the listed intervals.
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Unlike on the login page, the pop-up notification will only be displayed for the next scheduled downtime.

If there is a request to restart the entire set of tools via the CustomerAdminTool during the display time of
a notification, the notification regarding the requested system restart will be displayed instead of the con -
figured reminder notification.

Stand: 18/04/2019 – 34 – © interActive Systems



CustomerAdminTool secuTrial® 5.3 User manual

10. Info

This page displays both the update history of secuTrial® and all of the currently active configurations of
the tool. The configuration information is divided into four sections:

1) Java information 

• Start parameter WOMonitor
• Java VM
• Available memory

2) Configuration file

• Entries from secuSuite.cfg
• Entries from CustomerAdminTool.cfg

3) Environment variables

• All Java system properties
• All WO system properties
• All secuTrial® properties set by start parameters

4) Database

• Oracle version
• Internet connection configuration
• Number of customers, schemas and projects
• Current data models

Fig. 26: New information page showing performed installation updates and all CustomerAdminTool con-
figuration options (excerpt).
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Note:

The  information  displayed  here  is  only  valid  for  this  CustomerAdminTool.  Other  tools  may  be
configured differently;  for  all  productive tools  the entries from the "productive.secuSuite.cfg"  file  in
particular apply. If applicable, the active options can be displayed via the status URL (see above) of the
respective tool (always log in with the CustomerAdminTool user ID and password).
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11. General

11.1 Help

Use this menu item to open a window with brief help texts on all menu items. For each menu item there is
a short description in case you do not have the manual to hand.

For some features there are also short help texts which can be directly accessed via the displayed ques-
tion mark icons.

11.2 Note on the database structure

When creating customers and/or a project schema in secuTrial®, “two” DB schemata (users) are always
created to enable the separate data management of the “set up” and “productive” tools (even though only
one DB schema is only ever mentioned).

The parallel management of the database areas is handled internally in secuTrial®. For users this should
simply 'work'.

With this double data management system, every tool establishes at least one connection to every DB
schema. The number of necessary DB sessions in secuTrial® is thus estimated as follows:  

The number of DB sessions for each tool per instance = 4 +2x (customers + projects) 

With a large number of customers and projects, it may be necessary to configure a larger number of pos -
sible sessions (or processes) in the database. Please consult your database administrator.

11.3 Archiving

In the CustomerAdminTool a project is both initiated by providing a new schema, as well as closed by first
archiving and then deleting the project data. You may use the created project- or customer archives for
long-term archiving or to restore the original project or customer in secuTrial®.

Content

The archive contains the project data both in a human-readable form (patient files, project dossiers) as
well as in a in a machine-readable form (CSV files of the database, SQL reimport scripts). In addition to
all files belonging to the project (e.g. imported files, recently created statistics) also the database docu -
mentation and configuration files of the secuTrial® installation are included in the archive.

Informations about the secuTrial® installation used, the project and all the included files  are listed in a
readme file. The file also contains an instruction to reinstall the archive.

An archive has the following directory structure

 readme.txt
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 data Content of the database in different formats:

  csv One file per database table

  sql reinit-scripts for reinstalling (windows / unix) 

 db structure- content- and constraint scripts per database user

  html patient files, one file per centre

 documentation Table descriptions of all database users, documentation dossiers and 
data record tables of each project version.

 conf Configuration files of the secuTrial®  installation

 resources Files from the file system belonging to the project. This includes all 
uploaded files (e.g. project documents, logos and patient images) and all 
created files (e.g. statistics,  exports).

Reinstallation

The exact procedure to reinstall a project or an archive is included in the readme file (see below). The
versions of the operating system, the database, Java and secuTrial®, with which the archive was created
are also listed in the readme file.

Server

The server  for  reinstalling should  have a similar  operating system like  the original  server.  A change
between windows- and unix systems is not recommended. The server for reimporting must use the same
encoding like the previous server, the old encoding is listed in the readme file. 

Database

The oracle version actual used may differ from the original one, because the reimport will be performed
via SQL scripts. Currently the versions 9, 10 and 11 are supported, please note the informations in the
readme file. Reimporting is only possible to an empty instance, that means, except for the default Oracle
users, secuTrial® users or roles may not be created before. The necessary users will all be created with
the reinit scripts.

secuTrial® 

For the reinstallation a higher but not a lower version of secuTrial® may be used. It should however be
noted, that with higher versions an automatic data adjustment can be executed when starting the tools for
the first time. In rare cases the imported data may be changed but in most cases an automatic data
adjustment only affects the project setup data (FormBuilder).

Instructions

The exact procedure for installing is described in the following section of the readme file:

Reinstallation
-----------------
0. Server
   The system file encoding is essential for the validity of the esignature.
   So to avoid problems during the reimport the file encoding of the new server
   should match the encoding of the old server (see section "File encoding").
   The encoding of the archive files are UTF-8. This encoding will be set for the
   sqlplus client during the SQL reimport of the database files.

1. Database
   1.0 Create an Oracle database instance (e.g. named "ST451") with the 
       character encoding "UTF-8". IMPORTANT: exactly this encoding is required,
       not "Unicode"!
       In the instance there must be three tablespaces named:
                 users
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                 temp
                 indx
       Increase the number of allowed processes up to (minimal) 500.
       The number of database connections needed by secuTrial depends on the 
       number of installed secuTrial moduls and the number of included customers
       and projects in the database. For first installation aproximatly 70
       connections are necessary.
       The number of connections follows this estmation per secuTrial-modul
       instance C=customer, P=project):
                  4 + 2(C + P)  
       For Oracle 11 or higher: Disable the case-sensitiveness of user names and
       passwords. Disable the lifetime of passwords and inactivation by failed
       logins.

   1.2 Copy the contents of the "data/sql" directory into appropriate place.
       There will be logfiles created, so the executing user must have read and
       write rights in this directory.

   1.3 Execute the script "reinit_DB.bat" or "reinit_DB.sh" according the db
       server operating system. The script prompts for the:
         - SID
         - password of the SYS user
         - timezone (e.g. CET)
       and then executes the sql script for the initializing of the database.
       The sql-script is executed by "sys" wich is assumed to have sysdba-
       privileges. This script creates all users roles and read all archived data
       into the db instance.

       IMPORTANT: The script assumes that the database is completely empty (only
                  standard Oracle users, no secuTrial users, roles or tables)!

   1.4 Check the logfile for possible errors.

2. secuTrial Application
   Install the secuTrial application with the version listed above as described
   for a normal installation. Omit the database setup as this has been done
   already. Copy the webserver resource directory from the installation to the
   webserver document root.

   If you want to use a newer secuTrial version than the one the archive was made
   with, you have to adopt the database during the first startup of the secuTrial
   FormBuilder. In that case the data imported is not garantueed to be unchanged
   since the archive export!

3. Configuration
   The old configuration files are included into the archive in the directory 
   "documentation/conf". You can use them as templates for the new setup.
   Adopt the server specific entries!

4. Resources
   Copy the content of the "resource" subdirectory into the configured
   basedirectory. Not all required subdirectories are part of the archive,
   so you can either create the missing directories by hand or let the
   FormBuilder create them using the "-DSRTCreateDirectories=true"
   start parameter.
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1. Introduction 

The secuTrial®  AdminTool helps you manage basic data in the secuTrial®  tool set. It offers the following
areas and functions: 

 Participants Create and edit participants, centres or projects with a specific role, participant
lists export or import. 

 Centres Create and edit centres, add participants. 

 Projects Edit and close projects. Assign participants and centres. 

 Roles Create, edit and delete roles. 

 Resources Assign rights for statistics, reports and documents for downloading. Specify the
recipients for automatic messages. 

 Patients Conduct centre changes for patients, completely or partially delete patients, edit
login status and role assignments for patient reported outcome.

 Locations Create, edit and delete locations. 

 Countries Create, edit and delete countries and continents. 

 Design Edit colours, languages and logos.  

The AdminTool is simply structured. In (almost) every area you will be initially directed to an overview
page displaying all elements in that category, together with a list of the most important properties. You can
sort these lists by different properties, partially filter them or perform a search. From these lists you can
either open an individual object for editing or create a new object. 

The object pages are displayed on most of the overview pages. Use the arrow buttons to view the next
page (right arrow) or the previous page (left arrow). If there are no further pages, the first or last page will
be automatically displayed.

You can configure the number of objects on a page by clicking on the number of pages indicator between
the page arrows. Enter the desired number of pages in the small pop-up window. Click on the SET button
to update the overview display and close the pop-up window. This configuration will be saved until you log
out. Deactivated projects can exist in the CustomerAdminTool. In these projects the data can no longer be
edited, viewed in DataCapture or exported with the ExportSearchTool. These projects are not normally
displayed in the AdminTool. However, you can display them using the checkbox in the title bar. Deactiv -
ated projects are marked with a red cross icon. Apart from roles, the administrative data of deactivated
projects cannot be edited.

1.1 System requirements

The secuTrial® AdminTool can run under different operating systems (e.g. Windows, MacOS or Linux).

In order to work with the secuTrial® AdminTool no special software needs to be installed on your com-
puter. A PC with internet connection (or intranet connection when developing in a company network)
serves as the client.

The software required to run this tool is installed on a central server and can be accessed simply by using
one of the common browsers (Microsoft Internet Explorer, Google Chrome, Mozilla Firefox, Safari etc.).

We recommend using the most recent version of the browser available.

JavaScript and SSL encryption need to be activated in your browser and the MetaRefresh should be
allowed. Java and ActiveX can be deactivated.

For security and data safety reasons the cache should be set to zero.
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If the browser offers a popup suppression it should be deactivated. If you need support for the correct
browser configuration please contact your local system administrator.

1.2 General user information

The AdminTool is accessed via the internet. If your internet connection is slow, unsafe or unstable, this
will inevitably limit the performance of the system.

Depending on which browser you are using, there may be slight differences in window views or in the
menu and print layout. All AdminTool functions have been tested with standard browsers.

NEVER use the browser functions "Refresh", "Back" or "Forward". Please use only the secuTrial® buttons.

 Clicking on the Cancel button takes you back to the previous page.

 Click on the Logout button to quit the application. If you want to log in again, you will need to re-
enter your user ID and password. 

 The secuTrial® menu buttons are always located at the top right of the page.

If the server does not register any activity for a long period of time, your session will automatically time
out. This guarantees that no unauthorised persons gain access to the database and can change your
datasets. Activity on the server means saving or changing pages, but not just entering data. The exact
time until timeout is configured on the secuTrial® server and is usually 20 minutes.

The remaining time until the session timeout is displayed in both in the title bar of the browser window as
well as in red on the page in the upper status bar. If your session automatically times out, any unsaved
data may be lost.

For orientation, the current user's data is always displayed in the header of all secuTrial® pages.
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2. Login

2.1 Normal Login

To log in  to the  AdminTool,  enter  your  user  ID and password.  Enter  your  user  ID exactly as it  was
assigned to you. Make sure you use exactly the same capital and lower case letters. To access the main
menu, click on the LOGIN button.

The first time you log in to the AdminTool  you will  be asked to change your password.  You can also
change your password at any time by clicking on the CHANGE PASSWORD button on the login page.

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default: 8) and include at least one non-alphabetical character (number, dot, slash, etc.). It should
not be identical to the old password.

 You must change your password at regular intervals (configurable period of time, default: every 6
months).

 If you forget your password, please contact your secuTrial® customer administrator who will assign
a new password to you.

When choosing your password, please be aware of any SOPs that may apply to you.

2.2 2-factor authentication with TAN

After a user ID and password have been entered, the TAN is sent to the specified email address. Instead
of the password field, the entry field for the TAN and instructions will then be displayed on the login page  

After changing the user password from the login page, it is also necessary to enter the TAN in order to log
in.

Fig. 1: Login page in the AdminTool for entering the TAN. 
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In addition to the TAN, the email contains the URL of the application as well as the customer area and
validity duration of the TAN.

Fig. 2: Example of an email containing the TAN.

Note:

The URL is only provided as a reminder. To make sure the URL cannot be accessed directly, it is
intentionally left incomplete (the protocol and customer area suffix are missing). Calling up the URL
would terminate the login process.

If the TAN has expired or the permitted number of incorrectly entered passwords has been exceeded, the
login process will be terminated. The user will then be redirected to the logout page and an error message
will be displayed. This will also happen if no email address has been specified for the user. The login pro-
cess can then be started again from the beginning. Logout

Fig. 3: Information page after logging out with the link to login.

Each time you finish your session and when leaving your work station you must manually log out (LOGOUT

in the header) to ensure that no unauthorised persons can use your administrator account.

After logging out, an information page (see Fig. 3) will be displayed. Use the provided link to return to the
Login page.

2.3 Change password

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the Login page.

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default: 8) and include at least one non-alphabetical character (number, dot, slash, etc.). It should
not be identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 When choosing your password, please be aware of any SOPs that may apply to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.
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After you have logged in, the Welcome page of the secuTrial® AdminTool will open. 
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3. Welcome 

Once you have logged in, the Welcome page will then open. This start page provides access to the vari-
ous areas and functions of the tools. The following areas can be edited:

 Participants

 Centres

 Projects

 Roles

 Resources

 Patients

 Locations

 Countries

 Design

 Randomization (if configured for current administrator in CustomerAdminTool)

You can access these areas via the links on the welcome page or the navigation buttons at the top of the
page. The navigation buttons appear on every page of the AdminTool. To return to the start page, click on
the WELCOME button on any page in the AdminTool.

To simply close the tool, click on the LOGOUT button. Note that no safety question will be asked. When log-
ging out, any changes that have not been saved will be lost. Always be sure to log out when leaving your
work station to ensure that no unauthorised persons obtain access to your administrator account!
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4. Log archive

4.1 General log archive

Fig. 4: Accessing the general log archive.

On the welcome page, click on the LOG ARCHIVE link to access this area (see Fig. 6). All the changes that
are performed and saved in the DataCapture AdminTool and under MY ACCOUNT are listed here. 

An overview is provided of the time and date, administrator, modified database values and the host (the
computer from which the changes were made). Sensitive data, such as medical data or passwords, is
either masked or not displayed.

Via a popup you can view the archive on a daily basis.

Fig. 5: Log archive calendar days with entries are indicated in black; the currently displayed day has a
light background.

With the DOWNLOAD ARCHIVE link you can also download the log archive as a zip file and open it in Excel
format after unzipping. 
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Fig. 6: Log archive (excerpt).

4.2 Selective log archive

In addition there is a new button SHOW LOG ARCHIVE on the editing pages for:

 Participants

 Centres

 Roles

 Patients

 Locations

 Countries

 Continents

Fig. 7: Participant edit page with new button “Show log archive”.
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After clicking the button the log archive will be shown, filtered for the previously edited object. The archive
will be displayed in pages with 20 entries on each page. The entries are ordered chronologically descend-
ing with the last editing shown first, the entry for object creation last.

For objects created during installation of secuTrial® (e.g. example roles, countries) there are no archive
log entries for object creation.
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5. Participants

Participants in secuTrial® refers to all persons involved with data acquisition (e.g. clinical investigators),
data control (e.g. monitors) and data evaluation (i.e. biometricians) who want to use the secuTrial® tools
DataCapture, FormBuilder and ExportSearchTool. This can also include persons such as employees who
recruit clinical investigators or sponsors who want to follow a study. The various functions and access
rights can be controlled via the roles and rights system.

In secuTrial® the participants' personal data (name, address, etc.) is documented as well  as data for
invoicing (bank info, employee assignment and the number of patients allowed).

5.1 Overview of participants 

Fig. 8: Overview of participants.

Click on the PARTICIPANTS button for an overview of all participants. On this page you can view the data for
all of the participants in secuTrial®. To sort participants in ascending or descending order, simply click on
the respective column heading. When sorting by employees, you can also sort by ID.

secuTrial® differentiates between active, inactive and candidate participants. Participants can be deactiv-
ated either on the centre level (access to patient data of the respective centre is locked) or on the system
level (access to the entire system is locked). The status displayed in the overview shows whether a parti -
cipant is active or inactive on the system level. Candidate status is issued only when a person is assigned
to a project for which a qualification test has been defined.

The list can be filtered according to project, centre, participant status, (active / inactive / candidate) or by
entering a name. It is also possible to filter or search the list by entering part of a surname or user ID.
Searches are conducted using the first letters of the surname or the complete user ID. Use an asterisk*
as a placeholder.

Participants who are inactive or assigned to closed projects are identified with a corresponding icon.

Click on the role name link to access the role editing page (see chapter 8.2).
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Click on the EXCEL button to download the displayed list of participants as an Excel file and save it locally,
edit it or import it to another secuTrial® AdminTool. All available participant properties (not only those dis-
played in the overview) will be exported. The required character set can be selected next to the  EXCEL

button.

To create a new participant, click on the NEW PARTICIPANT button at the bottom of the page. To edit an exist-
ing participant's data, click on the corresponding name. 

To access the corresponding editing pages, click on the names of the centres, roles or projects. 

The DISPLAY INACTIVE PROJECTS checkbox displays data which belongs to currently inactive projects. The
note “(inactive projects)” will otherwise be displayed in certain places to  indicate that information is not
displayed.

Click on the CLEANUP PARTICIPANTS button to simultaneously delete multiple participants. See the section on
Deleting participants.
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5.2 Create and edit participants

Fig. 9: Editing participants.

On the page for editing participants you can enter and edit information. Mandatory fields are indicated
with an asterisk *.

Some of the participant properties can be selected from dropdown lists. These are opened using the tri -
angle located beside the respective property:

 Contact data: (address, phone, E-Mail)

 Finances (Bank information, employee configuration)

 Preferences (e.g. Preferred language, preferred report)

 Centres
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In setup-AdminTool a participant can be given a special right to create new projects and to edit all projects
independent from role rights. This special right can only be assigned to one participant per customer. This
is indicated in the overview in bold and with an asterisk. The simple right to edit projects can be assigned
as a normal role right.

For newly created participants, all of the areas will be displayed because initially all of the data should be
entered. If a participant has already been saved, only the login data and the centres will be displayed
when you open the editing page.

Assigning the user IDs is also performed here. The user ID for each participant within a customer area
must be unique.

A new participant must be assigned a password which can either be pre-defined by you or generated by
the system (CREATE PASSWORD button). The password is temporarily saved in the display and will no longer
be displayed after the next (night-time) system restart or once it is changed by the participant. Passwords
are saved in the database in encrypted form. If a participant forgets the password, a new password must
be assigned. It is not possible to recover a password.

For automated tasks like the automatic import  via the CustomerAdminTool or the webservices of  the
DataCapture for importing or exporting data you have to create as well enough participant accounts with
the sufficient rights. For those participants you may deactivate the expiration time of the password by
clicking the option “Password does not expire”.

Note: 

Whenever possible use random passwords (e.g. using the CREATE PASSWORD button), never use an
easy  to  understand  system,  for  example  like  a  “surname“  as  a  user  ID  and  “surname123“  as  a
password. Such passwords would not only be able to guessed by individuals with wilful and malicious
intent but also by accident.

Furthermore the time of the last login and the number of failed login attempts since the last successful
login are displayed here.

Fig. 10: Displayed login information on the participants editing page.

Status

The status of a newly created participant is automatically set to “active”.

If using a qualification test, the status “candidate” can also be assigned. This status is automatically given
to participants when they are assigned to a project (directly or through a centre) for which a qualification
test is required. The status for all qualification tests is listed here (still open / passed / failed). When all
tests in DataCapture have been passed, the participant's status is changed to “active”. However, it is also
possible to directly set this status in the AdminTool so that the participant does not need to undergo a
qualification test.

A participant can also be deactivated. This deactivates the participant in all centres in which the parti-
cipant is a member. The description “inactive” will appear in the corresponding centres and the participant
will no longer appear in the overview of active participants.
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The date of the last change of the participant status is displayed behind the status selection options. This
information is only displayed if the status has already been changed.

If a maximum number of  login attempts has been configured in secuTrial®, the participant will be set to
inactive if that number of login attempts is exceeded. If this occurs because the participant has forgotten
the password, the participant must be assigned a new password and reactivated.

As soon as the participant's status for secuTrial® has been reset to “active”, the participant will regain all
previous access rights. This is only the case if the participant was previously set to “active”. If the parti-
cipant was previously “inactive” in a certain centre, the participant will remain so even if the general status
of the participant in the system has been changed. After a previously inactive participant has been react -
ivated, the user ID will still remain valid. A new password must be selected the first time that the parti-
cipant logs in. 

Location

A participant can be assigned to a location, i.e. a medical institution. If the institution in question is not
available from the dropdown list, it first needs to be created (see chapter 11).

Bank information

Further details can be added for billing, such as bank information, VAT obligations, employee status,
assignment to staffer  (a dropdown list  for all  participants identified as  “employees“) and the maximum
number of patients that can be recruited.

Note: 

It is possible to set the amount of creatable patients in a centre or participant to "0". This prevents the
creation of new patients completely for that centre or participant. If more patients have already been
created as allowed by the new limit, the limitation has to be confirmed in the AdminTool by saving
twice.

Preferred language and preferred report

A preferred report can be selected for every participant. After logging in to DataCapture, this report will be
immediately displayed in a pop-up window and additionally displayed as a menu button (optionally as a
menu button only). It is only possible to select reports that are permitted for the role of the participant.

A preferred language can be set for every participant. All the buttons and standard texts within the tools to
which the participant has access will then be displayed in that language. At present German, English,
French, Italian, Spanish and Polish are offered.

Centres

A newly created participant does not initially have a defined role and is not yet assigned to a centre. The
participant will be unable to view or enter patient data until assigned to a centre or project.  On the Parti -
cipants page under “centre”, select the corresponding project or centre and the role, then click on ADD.
Afterwards, the participant's status can be set to active or inactive.

A participant can be assigned to 

 a single centre,

 a project

 or all centres of a project.

If a participant is to be assigned to all centres in a project, you can then additionally choose between
„only for current centres“ or „also for future centres“.
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All projects with "future" will be displayed above the list with the selected role and this selection can also
be deleted here. The actual roles in the individual centres can be selected independent from this future
assignment.

If a new centre is created for this project, all participants for which this future assignment has been saved
will now be automatically added with the role entered there for the centre. The participant can also be
subsequently removed from centres of this project. The "future" assignment is only evaluated directly
when creating a new centre.

Click on the CANCEL button to return to the participant overview and discard all changes. If you click on the
SAVE AND RETURN button, the password will be encrypted and saved together with all of the data in the
database. In both cases the application returns to the previous page. By clicking on SAVE ALL CHANGES you
also have the option to add the data to the database and remain on the page.

With the SAVE AND PRINT button participant data can be saved, printed and sent by e-mail from the print
preview. 

By clicking  SHOW LOG ARCHIVE the selective log archive for this participant is shown (see:  Selective log
archive).

The checkbox DISPLAY INACTIVE PROJECTS displays all of the data that belongs to already inactive projects.
If you do not tick this, in some places “(inactive projects)” will be displayed to indicate that certain informa-
tion is not being shown. 

The participant's basic data, such as name, gender, address and preferred report and language, can be
edited by the participant in DataCapture on the "My Account" page if this function has been activated for
the customer.

Note:

The contact details for a participant can be changed at any time. If the participant's name is changed,
the old name will also be overwritten in Audit Trail and for example in the query overview. When using
an e-signature the participant's name will  not  be changed in the Audit  Trail.  For  new participants,
please be sure to create an individual account in order to prevent future problems.

Event log

If the right to view the participant event log has been given to you in the CustomerAdminTool, the button
DISPLAY EVENTLOG will be shown. Clicking the button opens the event log.

In the log it is possible to change the displayed participant or to display all participants. The log is dis-
played page by page, the number of entries per page can be configured via the page number display for
each session. The display can also be filtered by event and/or type. The log also can be downloaded as
an Excel file.

All participant events that involve entering a password or are related to the activity status of a participant
are displayed (see Fig.  11) and also saved as events in a new table in the database. A number of activit-
ies are only performed by the participants themselves, others can also be performed by the administrator
in the AdminTool. The triggering user is therefore listed separately in the log.

Stand: 27/05/2019 – 18 – © interActive Systems



AdminTool secuTrial® 5.3 User manual

Fig. 11: Event log of a participant.

For a detailed description of the illustrated events see Description of events for event log for participants
and patients

5.3 Exporting participants

Use the EXPORT button in the participant overview to export an Excel list of the existing participants. The
export list can be used to import individual participants or all participants. 

5.4 Importing participants

To import a participant from an Excel list click on the IMPORT button. 

In the next window you will be prompted to upload a file.

The file should include the following data with the headings of the Excel export (the EXPORT button on the
participant page). The order is unimportant:

 User ID (mandatory)

 Password

 Title

 Surname (mandatory)

 First name

 Gender

 Telephone number 

 Mobile number 

 Fax number

 E-mail address

 Street name 

 Postcode 

 City 
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 Country

 Preferred Language

 Banking information 

 Bank code number

 Bank account number 

 VAT obligations

 If the participant is an employee

 Maximum number of patients

 Location

 Status

 Project 

 (Project) role 

 Centres

All other columns of the participant-excel-export not listed here will be ignored during the import.

If the preferred language is to be imported, the language labels must be entered accordingly to the selec-
ted analysis language (see Fig. 12).

Alternatively, the language can also be entered as an abbreviation using the ISO 639 LANGUAGE NAME
CODE (as in the language file).

Fig. 12: Selecting  the  analysis  language.  If  “English”  is  selected,  the  preferred  language  must  be
entered accordingly (e.g. English, German, French).

If a centre of the entered project does not yet exist in the system, it likewise needs to be newly created.
The project and role must already exist. If a centre is to be created under this name in another project, the
name of the new centre will be extended with a suffix.

If the user ID in the imported file already exists for another participant, the imported user ID will be exten-
ded with a suffix.

Passwords will only be imported for newly created participants. If a participant already exists, the pass-
word will not be changed when importing, even if it is entered in the import file.

The entered password will be checked for the necessary length and format. If the password does not
meet the necessary requirements, the participant  will be rejected with an error message. After importing,
the passwords will be displayed until the administrator logs out or the participant changes it.

It is essential that either the project and role or centre (including project, role and status) of the participant
is entered. The centre entry is entered in curly brackets together with the centre name, project name,
internal role name and role status, each separated with a colon: 

{Project name:centre name:role status:role name} 
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according to the internal description in the AdminTool.

After uploading the file, a preview will be displayed. Here you can define the column separator and delim-
iter as well as specify in which the line the analysis should begin. The contents of the import will be dis-
played in the preview according to the selected settings.

Fig. 13: Preview of the participant import file.

Once the necessary settings have been selected, click on the ANALYSE button. If you want to upload a dif-
ferent file instead, click on UPLOAD FILE AGAIN.

An analysis window will then be displayed showing which participants have been created or updated and
with what information. If there are incorrect entries in the file, this will be displayed with the respective line
number.

Fig. 14: Analysis of the imported file with changed value entries 

To complete the participant import process, click on the SAVE button. To view the newly imported parti-
cipants in the overview, click again on PARTICIPANTS in the menu bar.

In inactive projects it is not possible to import participants.

5.5 Deleting participants

A participant that is already assigned to a centre or project cannot be deleted. If the participant has edited
a dataset in any of the projects in the database (active or inactive), it is not possible to delete that parti -
cipant. It is therefore not possible to delete a participant who has 
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 saved or reviewed a form

 made a comment 

 edited a query

 conducted an SDV

 created or edited a visit

 created an AE/SAE 

 performed an export 

Deleted projects will not be checked during this process. Inactive projects will be checked.

If these conditions are fulfilled, the participant can be deleted in three steps:

 Deactivate the participant.

 Set the participant status “to be deleted”.

 The next time the tool is started, the “to be deleted” participant can be deleted.

This work flow prevents participants from being accidentally deleted or newly registered participants from
being deleted.

Deleting participants can be done individually from the editing page for each participant or from the parti-
cipants overview page.

Deleting individual participants

The participant must first be assigned the status inactive. After the nightly system restart, the DELETE but-
ton will then appear on the editing page for that participant. 

Please note that once you have confirmed that you wish to perform this procedure, the data for this parti-
cipant will irretrievably deleted!

Cleanup participants 

Fig 15: Cleanup participants.

Click  on the  button  CLEANUP PARTICIPANTS to  search  for  all  participants  in  the  database  who are  not
assigned to a centre or project and who fulfil the conditions described above. This search may take some
time depending on the volume of existing data. During the search a progress page will be displayed.
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On the next page all potential participants for deletion will be displayed in three lists according to their
status: 

 “All orphaned participants” (can be deactivated)

 “All deactivated participants” (can be set “to be deleted”)

 “All deletable participants”

Participants who already have been set “to be deleted” before the last tool start can now be irrevocably
deleted. For participants who have only just been set to “to be deleted” this option is not yet available. The
status changes will each be saved separately below the lists. 

The participants in the top two lists can be individually selected using the checkboxes. To select all of the
participants, use the small dropdown list on the far right. The status can be set with the button underneath
the list.

After clicking on the DELETE button, you will be asked to confirm that you wish to perform this procedure
before the selected participants are irrevocably deleted. 

From the lists the participants can be accessed and individually edited. If  individual participant status
changes are made, the participant may disappear from the overview.
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6. Centres

Centres are the central administrative units for patients. A participant is assigned to a centre with a desig-
nated role and will have access rights to all of the patients within the centre according to this designated
role.

At least one centre must be created for a project before a patient can be entered into the project. Evalu-
ations (statistics, reports) are mostly conducted per centre. A centre can therefore be created for multiple
participants if they work together closely. Alternatively, a separate centre can be created for each clinical
investigator if a separate evaluation is required.

6.1 Centres overview

Fig. 16: Centres overview.

Click on the CENTRES button to access the overview of the centres. All of the centres participating in the
secuTrial®  data entry process are displayed. The overview can be sorted in ascending or descending
order by clicking on the corresponding column heading. The overview can also be filtered by project or by
entering the name of a centre. 

In the column “Count patients” you can directly access the patient overview for the corresponding centre
via the linked patient count. Within a project, a patient can only be assigned to one centre. 

Via the links in the column “Projects” you can access the page for editing the project to which the centre is
assigned. 

In the overview, administrative centres (centre type) are displayed in italics. Under e-mail address, the
entry “no” is highlighted in red for centres without a saved e-mail address but which require one due to
the configured patient reported outcome of the project. 

Click on the  NEW CENTRE button to create a new centre. Already existing centre data can be edited by
clicking on the names in the overview table. 

A new centre can only be created for an active or closed project. For inactive projects this is no longer
possible.

On the overview page the displayed centres can be exported as a csv.file using the EXPORT button.

In centre export files only the number of assigned participants will be shown and not the entire list.
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Click on the DISPLAY INACTIVE PROJECTS checkbox to display the data belonging to currently inactive pro-
jects. If you do not tick this, in some places “(inactive projects)” will be displayed to indicate that certain
information is not being shown.

6.2 Creating, editing and adding participants to a centre 

On this page you can create a new centre and assign it to a previously existing project. You can also edit
an existing centre. Please note that a centre can only be assigned to one project. This assignment is then
permanent and cannot be reversed!

On the editing page you can enter and edit the listed information. Mandatory fields are marked with an
asterisk *. 

If the project has been configured for patient reported outcome, an e-mail address must be entered. As
soon as the patient logs in to DataCapture for the first time, a corresponding e-mail will be sent to that
address. If a patient has forgotten the assigned password, the requested new password will be sent to
that address. If no e-mail address has been entered for that centre, the e-mail will be sent to the reply-to
address for that project or to the customer's e-mail address (in this order).

You can define the maximum number of patients (a positive, whole number) that can be recruited for each
centre. In the centre overview, this number is displayed in brackets after the number of patients that have
already been recruited. If the number of recruited patients already exceeds the maximum number for that
centre, a notice will appear accordingly. However, it is still possible to save the data. If no number has
been entered into this field, the number of patients is unlimited. When transferring patients to another
centre, no checks or enquiries are made regarding the maximum number.

Furthermore it is possible to set the amount of creatable patients in a centre to "0". This prevents the cre -
ation of new patients completely in that centre. If more patients have already been created as allowed by
the new limit, the limitation has to be confirmed in the AdminTool by saving twice.

The centre type can be defined as either a study centre or an administrative centre. Data from adminis -
trative centres is not taken into account for statistics and reports. The selected type can be changed at
any time. 

Fig. 17: New centre.
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Fig. 18: Editing a centre: after saving for the first time, the assigned participants are listed below and fur-
ther participants can now be added. 

To select the location, use the dropdown list containing the locations that are already available in the sec-
uTrial® system. If a new location needs to be added, it must be created first (see chapter 11).

When entering a country you may as well use the dropdown list containing the locations that are already
available in the secuTrial® system. If a new location needs to be added, it must be created first (see
chapter 12.).

If automatic consecutive numbering of the Add-ID based on centres has been configured for the project,
you must also define a centre prefix.

Under the general information a list is displayed with all of participants in a centre. The overview contains
the surname, first name, title, user ID, role and the status of the participant in that centre (a participant
can be assigned different roles in different centres). Use the REMOVE button to remove a participant from
the centre. 

To add a participant to a centre, select the participant from the dropdown list containing all of the available
participants in secuTrial®. Click on the ADD button to add the selected participant to the centre. Select the
participant's role from the dropdown list to assign one of defined roles. If a participant has been directly
assigned to a project, that participant will not be contained in the list of available participants. Select ALL

PARTICIPANTS FROM CENTRE and the required centre to import all participants of a centre into the centre you are
editing. The assigned roles will be retained and the active status for all new participants in the centre will
be set to “active”.

If a participant no longer works in a centre, you can set the participant's status to “ inactive”. In this case,
the inactive status exclusively relates to the specified centre (centre level) and the participant will  no
longer be able to view or edit data for this particular centre. However, the participant will retain an active
status in the rest of the system. 

If you set the participant's status to “inactive” on the participant page (and not on the centre page), the
participant will be set to deactivated in all of the centres within the secuTrial® database.

Use the SAVE button to save all of the changes on the page and remain on the editing page. This is helpful
when creating a new centre: only after you save the page for the first time is it possible to add a new par -
ticipant. If you save changes with the SAVE AND BACK button, you will automatically return to the previous
page. Use the CANCEL button to return to the previous page without saving any of the changes you have
made.

By clicking  SHOW LOG ARCHIVE the  selective  log  archive  for  this  centre  is  shown  (see:  Selective  log
archive).
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Deleting centres

If  the deletion of  centres has been enabled for a customer area in the CustomerAdminTool,  then all
centres can be deleted which do not have any patients or participants assigned to them and in which no
patient has ever been created or assigned.

A centre can no longer be deleted if at least one saved centre form exists for the centre.

Unfreezing centre forms

If there is at least one frozen form in a centre, an UNFREEZE button will be displayed on the editing page of
the centre. 

Fig. 19: Excerpt from the editing page of a centre with frozen centre forms (highlighted).

All frozen forms will then be listed on the unfreeze page. The forms can be selected and then unfrozen by
entering the login data of an authorised participant. The participant must be active, assigned to the centre
and have the "freeze" right for the frozen forms. Furthermore, data entry for the project must not have
been closed in the AdminTool.

If unfreezing was not possible either wholly or in part, e.g. because the dataset is currently being edited in
DataCapture, a list of forms that were unable to be unfrozen will be displayed as the outcome of this
action.

Centre Specific Project Versioning (CPV)

If centre-specific project version (CPV) has been configured for the project of the centre, you can also
select the project version which is to be used.
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Fig. 20: Link to the version editing page on the centre editing page.

For each centre, either the current (productive) project version or any previous, archived version can be assigned. In
the drop-down list on the version editing page, the current and all archived versions are listed by label for the assign-
ment (see Fig. 21).

Fig. 21: Version editing page with Audit Trail.

A new centre will automatically be assigned the current project version. After the release of a new project
version in the FormBuilder, the previous productive version is saved as an archive version during the
transfer to the productive mode. When starting the AdminTool after the release, all centres having used
the current version will get the now archived, previous project version assigned, so that the release itself
will not change the used project versions for any centre.

To use the latest, current (productive) project version, the new version must be assigned manually for
each centre. In exceptional cases, older archived versions can be assigned The assignment of an older
archived version is no longer possible if the DDE function has been used in the current assigned version.
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Note:

The subsequent usage of an older project version is not recommended because this could prevent the
display of already collected data!

When assigning a new version to a centre, a reason must be given. 

To log the manual change of the project version as well as the automatic change because of a release, a
new additional audit trail has been implemented for this feature (see Fig. 20). In the Audit Trail, the date,
the change of version, the reason and the performing administrator (or the system, in the case of auto-
matic changes) are listed.
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7. Projects

In terms of content, a project is an interrelated collection of medical data, e.g. within the framework of a
study. In secuTrial® a project is also the highest administrative unit for the centres. The medical data from
a project is saved in a separately designated area of the database. The data from a project can be collect-
ively searched and exported. 

Participants can either be directly assigned to a project, in which case they have the same role in every
centre, or they can be assigned to individual centres, in which case a different role is assigned for each
individual centre. By assigning participants to individual centres, it is also possible to enable a participant
to work on multiple projects.

7.1 Projects Overview

Fig. 22:  Projects overview.

The overview lists the main information about the individual projects, e.g. name, prefix , version number
or participants. A missing prefix will be indicated in red with the word ‘missing’. In projects where the use
of project prefixes has not been configured (or without using Add-IDs), the prefix is not displayed even if it
was entered before a configuration change.

The list can be sorted in ascending and descending order by clicking on the corresponding column head-
ing.

The names of the participants, roles and projects are all linked to the respective editing pages. 

Tick the checkbox DISPLAY INACTIVE PROJECTS to display the data of currently inactive projects.
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7.2 Editing projects

Fig. 23:  Edit project.

Information about the project version is listed at the top of the editing page. This information cannot be
edited. 

Click on EDIT DESIGN or CREATE NEW DESIGN to edit the project design (see chapter 13). The design details
for this project will then be used in the secuTrial® tools instead of the general design when the respective
project is selected.

Pseudonymisation

If the paper-based pseudonymisation of secuTrial® is not used to create patients (configuration in the
FormBuilder) you can configure in this section the linking with the respective external patient lists.

Different patient lists can be used for different projects. Especially for the setup- and productive-area dif-
ferent lists should be used to avoid the mixing of test data with productive data.

Configuration PIDDispatcher

If an external patient list using the PIDDispatcher has been configured in FormBuilder, under “Pseud-
onymisation” enter the required URL for the PIDDispatcher. Click on the CHECK CONTACT button to check if
the URL has been entered correctly.

Configuration external patient list direct (e.g. Mainzelliste) 

If the direct usage of an external patient list has been configured in the FormBuilder, the linking to an
external list for pseudonymisation and saving the identifying patient data like the Mainzelliste developed
at the University Medical Center of the Johannes Gutenberg University Mainz  (see:http://www.unimediz-
in-mainz.de/imbei/informatik/opensource.html)  is  possible.  The  URL of  the  patient  list  server  and  the
authentication key have to be entered under  “pseudonymisation”.  However, for this pseudonymisation
option there is no possibility to test the URL via a CONTACT button.
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Fig. 24:  Entry of the authentication key with name and value on the project editing page in AdminTool.

The name of the authentication key can be configured here too. For usage of the Mainzelliste the name
must be "mainzellisteApiKey", which is set automatically if only the key value is entered. You will find
appropriate instructions in the online help.

Via the interface e.g. the Trustee DZHK Greifswald can be used too for the creation of new patient. In that
case the authentication key has to be configured as agreed with the operator of the trustee. The following
information will then be transferred as JSON objects to the patient list:

1. Session creation:
  {"data": 
    {"fields": 
        {"user_firstname":"[firstname of current participant]", 
         "user_name":"[User-ID (login) of current participant]", 
         "user_lastname":"[surname of current participant]", 
         "user_id":[database ID of current participant], 
         "user_title":"[title of current participant]", 
         "user_role":"[displayed role name of current participant in selected 
centre]" 
        } 
     } 
  } 

2. Fetching a token for the creation of a new patient:
 {"data": 
 {"redirect":"[URL of DataCapture+instance number]/wa/pidReturn?wosid=[session 
ID]&pid={pid}",
     "fields": 
        {"study_shortname":"[database scheme of selected project]", 
         "study_name":"[name of selected project]", 
         "study_id":[database ID of selected project], 
         "location_id":[database ID of selected centre], 
         "location.name":"[name of selected centre]", 
         "entrydate":"[entry date of patient]", 
         "group":"[name of selected centre]", 
         "user":"[title + firstname + surname of current participant]" 
 "add_id": "[Add-ID, when used in the project]"
        } 
     }, 
   "type":"addPatient" 
  } 

Note:

When linking a patient list without the PIDDispatcher a direct connection between the secuTrial® server
and the patient list server will be build (see above) before the the user interface of the patient list is
shown in the browser. Depending on the configuration of the firewall of the secuTrial® server the patient
list server must be unlocked in the settings of the firewall.
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Configuration project prefix

If the use of the project prefix has been configured for a project, a prefix must be entered for each project
on the project editing page.

Fig. 25: Entering the project prefix on the project editing page with a description of the Add-ID configur-
ation.

If the Add-ID is being used in a project, the exact configuration will be displayed on the project editing
page. This information will also be displayed if no prefix needs to be entered. If a format for the Add-ID (in
this example ‘NNNN’) has been defined, an explanation will be displayed as a tool tip when the mouse
pointer passes over the format.

Configuration automatic message dispatch

If automatic message dispatch has been configured in FormBuilder, a starting time and interval must be
set. A grey clock indicates that the time still needs to be configured. As soon as this information has been
entered, a black and white clock will be displayed. 

Fig. 26:  Bundled message dispatch before saving the time interval.

The e-mail reply-to address is used for automatic e-mails. In this case the notification text for automatic-
ally generated messages is not required. Please note that a valid e-mail address must be used! Only the
formal validity can be checked when saving.
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Closing a project

To set the project status to closed, click on the corresponding link on the right of the window. You will be
asked to provide your login data (user name and password) to confirm that you wish close the project.
The project will be given a lock icon. From now on, the data can still be viewed, exported and evaluated,
but it can no longer be modified (it is still possible for currently logged in users to enter data in DataCap-
ture until they log out from their current session).

Closing a project can be reversed at any time by clicking on the link OPEN PROJECT. You will then be asked
to re-enter your login details to reopen the project.

Fig. 27:  Closed project: all properties can still be edited. The status is marked with a lock icon.

Assigning participants

The list of the participants that are directly assigned to the project can also be edited. 

To assign a participant to a project, select the participant from the dropdown list and click on ADD. If a par-
ticipant has been assigned to the project, he or she is automatically a participant in all of the centres
belonging to that project. In these centres the participant will have the role that was assigned for this pro-
ject. Click on the REMOVE button to remove a participant from the project. 

If a participant has already been directly assigned to a centre that belongs to the project or to another pro-
ject, he/she will not appear in the dropdown list of available participants and cannot be assigned.

Under CENTRES all the centres in a project will be listed with their name, number of assigned participants
and any centre prefix. You can also duplicate centres of a project which already exist. Select the project
and then select the centres to be duplicated with a tick. All of the properties of the selected centres will be
duplicated except for the name. To ensure clarity, the name of the original centre will be  given a pre-
defined suffix. The suffix can also be user defined. Click on  NAME APPENDIX to extend the name of the
centre by up to 10 characters.

Click on the CANCEL button to return to the previous page without saving any data changes. Use the SAVE

button to save the changes in the database and remain on the editing page. Click on SAVE AND BACK to
save all of the changes and return to the previous page.
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8. Roles

Roles enable you to manage the access rights of participants and patients (if patient  reported outcome
has been configured) to the patient data of a centre. In secuTrial®  you can freely combine the permitted
views and functions to create as many different roles as required.

A patient role gives patients access to only their own data and forms. Unlike participants, patients are only
permitted to read and edit forms. They have no other form rights (apart from displaying different pseud-
onyms).

Roles can either be used for all projects or an individual set of roles can be created for each project. In
the case of project-specific roles, it is possible to change the role rights during the course of a project, for
example to stop patient recruitment. 

8.1 Roles Overview

Fig. 28: Roles overview.

Click on the ROLES button to access an overview of all the created roles which can be assigned to parti-
cipants or patients in secuTrial®. The title headings in the overview can be sorted in ascending or des-
cending order.

A series of default participant roles which are commonly required in studies are provided in secuTrial®. To
use these participant roles, the necessary form rights must be assigned (see below). 

Monitoring rights which have been generally assigned for an entire role are shown without brackets. Mon-
itoring rights which have only been assigned on a form by form basis are shown in brackets.

Click on the NEW PARTICIPANT ROLE button to create a new role for a participant. Click on the name of an
existing role to edit it. 

Click on the NEW PATIENT ROLE button to create new role for a patient. Click on the name of an existing role
to edit it.

With the  SHOW ASSIGNMENTS button you can open the overview of the roles assigned to participants or
patients (see Fig. 29). Here the information can be filtered by roles, projects and centres.

All assignments of this role will be displayed to you below according to the selected filter options. When
this page is accessed from the editing view of an individual role, this is accordingly selected in the filter at
the top.
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The participants, patients, centres, projects and roles can be accessed by clicking on them in the over -
view of the main window of the corresponding editing pages.

This list can be sorted by user, centres and project within a role in descending and ascending order. The
selected sorting order is indicated by a black triangle next to the sort criterion.

The list can be printed or downloaded as an Excel file.

Fig. 29: Example overview of all assigned roles in the customer area.

The button OVERVIEW ROLE RIGHTS opens a table overview of all assigned role rights in a new browser win-
dow (see Fig. 30).

The overview can be filtered at the top of the page by role, project or right type. If the overview is opened
via the role editing page, the overview is initially filtered according to the role which is being edited. When
it is opened from the role overview, it is initially filtered by project.

The "Overview of role rights" lists the following information for each role:

 General rights

 per project:

 Form rights

 Reports

 Statistics

 Documents
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 Messages

 Documents without project

For each role, all resources are listed that have either explicitly received a right for this role or that have
been released for all roles.

Fig. 30 Example  overview of  all  role  rights  assigned  to  a  role  in  a  project.  Filtering  according  to
resource type is performed via the button "Apply", all other filters are directly performed upon
selection.

The overview page can be printed or downloaded as an Excel file as it is displayed. In the Excel file, a
separate worksheet is created for each project when filtering by role, for each role when filtering by pro -
ject. When filtering by role, in addition to the selected filter options, the first worksheet contains the gen -
eral role rights and - if applicable - the rights for (AdminTool) documents without a project.
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8.2 Creating, editing and deleting participant roles

Fig. 31:  Edit participant roles.

On the page for editing roles you can edit and enter the listed information. Mandatory fields are marked
with an asterisk *. 

The name is displayed in the status area of DataCapture. The internal name is only displayed here in the
AdminTool when assigning roles and managing role rights (resources).  In this way, different participant
roles can be named simultaneously. Please use a clear internal name to avoid confusion when assigning
roles.

Roles can be used independent of a project. This means they can still be edited even if they are used in
an inactive project. However, this should be avoided because this could also change the access rights
which may prevent the data from being viewed! A message will appear to warn you of this problem.

Role changes also directly affect  closed projects. This is relevant for export rights, message rights and
displaying pseudonyms. 

Click the DISPLAY INACTIVE PROJECTS checkbox to view data which belongs to inactive projects. 

Direct rights

Via the checkboxes, all roles can be assigned the following general rights, the rights are structured at first
by tools (on the left DataCapture, on the right FormBuilder and ExportSearchTool) and then by functional
areas:

Messages:

 Read messages: The participant is authorised to read internal messages sent to centres or pro-
jects.  Even if this right has not been assigned, the participant can always view any automatically
sent messages that he/she has sent.
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 Send messages: The participant is authorised write and send his or her own messages using the
messaging function. Even without this right, the participant is always able to send and view auto-
matically generated messages (as a form action). 

Functions:

 Mass import:  For using the mass import function in the DataCapture the role right “mass import”
must be given. To conduct the mass import a participant requires in addition the editing right for the
respective form.

 Mass action: To carry out the simplified monitoring actions (e.g. to carry out a review in one step
for  all  patients  of  a  project),  the  role  right  for  performing  mass  actions  is  necessary.  This  is
assigned as a direct role right. Which precise actions can be performed is determined by additional
role rights for Review A, revoke Review A, Review B, freeze forms and revalidation.

Note: 

The link for carrying out monitoring actions is only displayed on the DataCapture welcome page if the
current participant has the right to perform mass actions in at least one of his or her active roles.

 Discrepancies Transfer Module: (DTM) (only if configured by the customer) This module is avail-
able to the participant in DataCapture if it has been activated for the respective in project in Form-
Builder. In the DTM, queries based on discrepancies can be created without assigning an explicit
query right for the respective form.

Patient:
 Enter new patient: The participant is authorised to enter new patients and/or add patients to a pro-

ject.

 Edit patient (external):  This role rights has only an effect  with the project  configuration "edit
patient in external patient list".   It  allows the subsequent editing of patients. The edits possible
depend on the features of the external patient list.

 Display unblinded: (only with corresponding configuration in the customer or project) The random
number as well as the (unblinded), related random group will be visible for the participant in the
single display of a patient.  Such an unblinded display will be documented in the participant's and
patient's eventlog. The display will be listed only once per project. The role right can be assigned
independent of any unblinding function that is used in a project. When assigning the right a con-
firmation message will appear once.

 Emergency unblinding: (only with corresponding configuration in the customer or project) With
that role right the patient can be unblinded permanently and visible for all participants. The role
right  can be assigned independent  of  any unblinding function that  is  used in  a  project.  When
assigning the right a confirmation message will appear once.

 Edit patient login: The participant is authorised to assign all patient roles or only a certain patient
role for Patient Reported Outcome (PRO).

 Display Pseudonym: (only if configured accordingly by the customer in the CustomerAdminTool).
The selection of Pat-ID, Add-ID and/or Lab-ID determines which patient pseudonym is displayed in
DataCapture. At least one pseudonym must be selected. The Pat-ID and Add-ID are only displayed
in DataCapture if this has been configured in FormBuilder.

Note: 

Because the Pat-ID and Add-ID display can also be set on a project basis in FormBuilder, unsuitable
combinations may result in no pseudonyms being displayed at all to the participant in DataCapture.

 Display real name: This right allows to view identifying patient data in DataCapture, if the patients
have been created using the Mainzelliste. In addition to the pseudonyms, the patient’s first name
and surname will then be displayed. The display only occurs  in the browser: the names will be
retrieved from the Mainzelliste directly and not be processed on the secuTrial®  server.
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Note:

After selecting the right to “Display real name”, it is not possible to use this role for a participant in two
different centres of the same project. The following error will otherwise be displayed in the AdminTool
and when assigning the right:

“The changes could not be saved. To allow real names to be displayed, the role 'Clinical Investigator'
must not be assigned to participants in multiple centres of the same project.”

Using the same role or the same role right in a centre of another project is permitted.

Visits:
 Create and edit visits: A participant can create new visits on the respective project forms either

always or never or depending on their assigned editing rights. 

 Hide visit edit option: You can also configure whether the link for subsequent editing of visits is
displayed on the visit form overview page of the patient. If a participant should only be able to cre-
ate new visits according to his form rights, the participant must be assigned editing rights under the
form-related rights in at least one visit form of the respective project.

Adverse Event

 Subsequent editing of event dates: The participant can subsequently edit the dates entered for
the creation of an AE / SAE or a follow-up examination. It can be assigned in the form of three dif -
ferent options:

 Display history: The participant cannot edit  the data.  However,  if  the data has been
edited by another participant for a patient, the participant can view these changes.

 Allow editing: The participant can edit the data for all adverse events and also view all
changes made by other participants. This right also includes viewing the history.

 Hide edit option: The participant is not permitted to edit the data or view any existing
editing history. On the adverse event form overview, the participant will not be shown the
menu option for editing or viewing the editing history.

Superordinate form rights:
 Review A: The participant is authorised to view all forms and perform a review either on an indi -

vidual or a per visit basis. When a review is performed the form data can no longer be edited. A
Review A can be revoked with the respective right (see below).

 Revoke review A: The participant is automatically permitted to view all forms and revoke a review
A for individual forms.

 Review B: The participant is automatically permitted to view all forms and perform reviews individu-
ally or for the entire case node (all visit, status and AE forms within a project). After a review B, the
form data can no longer be edited. A Review B can be revoked by creating a query.

 Freeze form: The participant is automatically authorised to view all forms and to freeze them either
individually or on a per visit basis. If the participant freezes a form, it can no longer be edited in any
way (no data, no comments, no queries and no reviews). Depending on the project configuration,
prerequisites for freezing are a Review A, Review B or A+B.

 Source Data Verification: (SDV): (only with the corresponding customer configuration). After activ-
ating this option, the participant is permitted to perform SDV in DataCapture if the corresponding
option has also been activated in FormBuilder for the respective project.

Note:

The right for performing SDV excludes the form edit right. During the creation of a new role it is now no
longer  possible  to assign both  rights.  For  roles already stored this  will  not  be checked to  enable
backwards compatibility.
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FormBuilder
 Edit project setup: The participant is authorised to edit the project setup (configuration and forms)

in FormBuilder. This is independent from the participant-related rights to create and edit projects
(see chapter: Create and edit participants).This right can only be assigned in the setup  AdminTool.

 Release project setup: A participant can release the project setup in the FormBuilder for product-
ive mode. Independently of the assignment of this right, the participant with the participant right
“Create and edit projects” can always release all projects. This right can only be assigned in the
setup AdminTool.

ExportSearchTool

 Export:  The  participant  is  authorised  to  export  the  data  of  the  project  or  centre  using  the
ExportSearchTool.

 Delete exports and schedules: The participant with this right is also permitted to delete exports
created by others via the export history. Exports initiated by the respective participant are still per -
mitted to be deleted by this person, even without this additional role right.

 Unblind with export:  The participant is permitted to unblind the patients with exports in projects
with blinded randomization.

 Search:  The  participant  is  authorised  to  search  the  data  of  the  project  or  centre  using  the
ExportSearchTool. 

Form-related rights

Fig. 32: Display all  forms: all of the form families can be viewed at once in a dropdown list via the
double triangle above the form list. A single triangle opens single form families or grouped role
rights.

Via SELECT FORMS you can specify the role rights for every form. 

Click on the double triangle beside SHOW ALL to view all forms and the rights assigned to the role. To view
only specific forms, click on the triangle next to the corresponding form family.

To assign or revoke identical rights to all forms, select ALL or NONE from the dropdown menu below the
rights and click on SAVE. The rights will even be assigned or removed when the form view is not opened. 

Fig. 33:  Assigning rights for all forms.

 Show: Participants can view the form status as an icon on the form overview.

 Read: Participants are authorised to display the form and read the form data. 

 Edit: Participants are authorised to enter and edit the form data.
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 DEC: If Workflow Data Entry Complete (DEC) has been activated in the CustomerAdminTool, the
right to declare that the data entry of a form is complete will be assigned. The DEC rights includes
the right to edit a form and will automatically be added if necessary.

 Modify entries: This option is also only available if DEC has been activated in the CustomerAd-
minTool. If this right is enabled, the participant will be able to edit the entered data in a completed
form after asking a query.

 Corrections: The right to correct can only be assigned if the form itself or the project configuration
has been set to “always” or “scalable” for corrections. In the case of non-correctable forms, no edit-
able checkbox will be offered for this right.

108. The "Corrections” right cannot be assigned for a form in combination with the "Modify entries"
right (for modifying data after a query in the DEC workflow), as it would be almost impossible to
distinguish between these editing steps in the user interface.

109. When the "Corrections" right is assigned in a form, the "Show" and "Read" rights are also auto-
matically set when saving.

 DDE1: Data entry 1 for double data entry (DDE). This right can only be set if the form is a DDE
form. If only one DDE right is assigned, then all extended form rights, such as query and comment
rights, and all higher form rights, such as review or freeze, are excluded. A role with only the DDE1
right on an Adverse Event form can create new Adverse Events. Roles with both DDE rights can
view the individual DDE forms and have the possibility to correct data and carry out a comparison
of the DDE forms once they have been completed.

 DDE2: Data entry 2 for double entry (DDE). This right can only be set if the form is a DDE form. If
only one DDE right is assigned, then all extended form rights, such as query and comment rights,
and all higher form rights, such as review or freeze, are excluded. A role with only the DDE2 right to
all Adverse Event forms cannot create new Adverse Events. When entering Adverse Events, this
should prevent the two data entry participants from creating the same AE independently from each
other as a new event and therefore creating it twice. Roles with both DDE rights can view individual
DDE forms and have the possibility to correct data and carry out a comparison of the DDE forms
once they have been completed

 Revalidation: A revalidation can be carried out for an individual form or as a mass action (see sec-
tion revalidation in the user manual DataCapture). Revalidation on an individual form is only pos-
sible if the participant is currently not permitted to edit the data (either due to missing rights or form
status). The right revalidation always includes the right to view and read forms. These rights are
automatically extended as required.

 Ask queries: Participants are authorised to create item-related queries and reopen queries.

 Answer queries: Participants are authorised to answer item-related queries in the displayed form.

 Resolve queries: Participants are permitted to resolve item-related queries in the displayed form.

 Comments: Participants are authorised to enter item-related comments in the displayed form. 

In addition to the general, role-based monitoring rights these rights can now be assigned per form altern-
atively. Therefore new form rights have been introduced for:

 Review A: (in the form overview of a patient in the DataCapture the button beneath a visit for per -
forming review A is only displayed if either the role based review A right has been given or the form
based review A right has been assigned to at least one visible, stored form of the visit.)

 Revoke (review ) A

 Review B

 Freeze

 Source Data Verification (SDV)

The form based monitoring rights include the view rights for the respective form and will  be added if
necessary.
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Note:  

If a right has already been assigned per role (see Direct rights), it will automatically apply for all forms,
regardless if it has been set for a single form.

For every form the access rights must be individually defined in the project setup. Form-related rights
which are assigned to a role constitute the access requirements for accessing patient data. After selecting
a form family via the triangle next to the name, the corresponding rights can be defined with the check-
boxes and confirmed with the SAVE button. To view all of the forms at once, click on SHOW ALL. 

All changes are saved in the database when confirmed with the SAVE or SAVE AND BACK button. With SAVE

AND BACK the application will return to the previous page.

When using double data entry (DDE) there are limited combination options for the form and role rights.
Before saving you will be notified of any problems with a message. In this case, you must first correct the
role assignments before you can save the role.

Roles can be deleted from the database with the DELETE button providing they have not been assigned to
an active or inactive participant.

By clicking SHOW LOG ARCHIVE the selective log archive for this role is shown (see: Selective log archive).

The button  OVERVIEW ROLE RIGHTS Button opens a new browser window with  a table  overview of  all
assigned role rights (see Fig. 30 in the section Roles Overview).

In inactive projects the form-related rights can no longer be changed. In closed projects they can be
changed at any time. They are applied as soon as the project is reopened (except the rights to show/read
which also apply in a closed project). 

8.3 Creating, editing and deleting patient roles

Fig. 34: Editing patient roles.
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On the page for editing a patient role the listed information can be entered and edited. Mandatory fields
are marked with an asterisk*. 

The name is displayed in the status area of DataCapture. The internal name is only displayed here in the
AdminTool when assigning roles and managing role rights (resources). In this way it is possible to give
the same name to different roles for the patients. Please ensure a unique internal name so that there is
no risk of confusion or mix ups when assigning roles.

Roles can be used independent of projects. This means they can still be edited even if they are being
used in an inactive project. It is important to note that this situation should be avoided otherwise access
rights could be changed that would make it impossible to view the data! A warning message will appear to
notify you of this problem.

Role changes also directly affect closed projects. This is relevant for export rights, message rights and
displaying pseudonyms. 

The following direct role rights can be assigned to patient roles:

Display Pseudonym: (only if configured accordingly by the customer in the CustomerAdminTool) The
selection of Pat-ID, Add-ID and/or Lab-ID determines which pseudonym is displayed for the patient in
DataCapture. At least one pseudonym must be selected. The Pat-ID and Add-ID are only displayed in
DataCapture if this has been released in the configuration settings in FormBuilder.

Visits
 Create and edit visits: The patient can create new visits on the respective project forms either

always or never or depending on their assigned form edit right 

 Hide visit edit option: You can also configure whether the link for subsequent editing of visits is
displayed on the visit form overview page of the patient. If the patient should only be able to create
new visits according to his form rights, the patient must be assigned editing rights under the form-
related rights in at least one visit form of the respective project.

Adverse Event

 Subsequent editing of event dates: The patient can subsequently edit the dates entered for the
creation of an AE / SAE or a follow-up examination. It can be assigned in the form of three different
options:

 Display history: The patient cannot edit the data. However, if the data has been edited
by another participant for a patient, the participant can view these changes.

 Allow editing: The patient can edit  the data for all  adverse events and also view all
changes made by other participants. This right also includes viewing the history.

 Hide edit option: The patient is not permitted to edit the data or view any existing editing
history.  On the adverse event form overview, the patient  will  not be shown the menu
option for editing or viewing the editing history.

Note:  Because the Pat-ID and Add-ID display can also be set on a project basis in FormBuilder, unsuitable
combinations may cause no pseudonyms to be displayed at all to the patient in DataCapture.
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Form-related rights 

Fig. 35: Assigning rights for all forms.

 Show: Patients can view the form status as an icon on the form overview.

 Read: Patients are permitted to show and read the form data.

 Edit / Edit + DEC Patients are permitted to edit the form data. If Workflow Data Entry Complete
(DEC) has been activated in the CustomerAdminTool, the right to declare that the data entry of a
form is complete will be assigned. 

For every form the access rights must be individually defined in the project setup. Form-related rights
which are assigned to a role constitute the access requirements for accessing patient data. After selecting
a form family via the triangle next to the name, the corresponding rights can be defined with the check-
boxes and confirmed with the SAVE button. To view all of the forms at once, click on SHOW ALL.

All changes are saved in the database when confirmed with the SAVE or SAVE AND BACK button. With SAVE

AND BACK the application will return to the previous page.

Roles can be deleted form the database with the DELETE button providing they have not been assigned to
an active or inactive patient.

By clicking SHOW LOG ARCHIVE the selective log archive for this role is shown (see: Selective log archive).

In inactive projects the form-related rights can no longer be changed. In closed projects they can be
changed at any time. They are applied as soon as the project is reopened (except the rights to show/read
which also apply in a closed project). 
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9. Resources

The resources in secuTrial® summarize the elements which, together with the forms, belong to the project
setup and for which access rights must also be assigned. For reasons of clarity, these are summarized
separately and not under the roles.

Resource messages are templates which can be triggered by certain form actions (i.e. saving with a
defined status, fulfilling a condition, editing a query). Depending on the definition, these can include form
data and can be used for example for sending a notification message about an adverse event. 

9.1 Resources overview

Fig. 36: Resources overview.

Click on the RESOURCES button to access the overview of the resources that have been created specific-
ally for the project in FormBuilder, such as reports, statistics, messages and documents.  which have
been applied project specific. Access can be managed and enabled here.

It is not possible to create resources using  the AdminTool. An exception are documents, which can be
uploaded to a single or to all projects (see section: Documents).

To open the resource view, click on the triangle next to the respective resource. Select a resource to edit
by clicking on the corresponding name. 

Tick the checkbox DISPLAY INACTIVE PROJECTS to display all data that belongs to currently inactive projects.
The note “(inactive projects)” will otherwise be displayed in certain places to indicate that information is
not displayed.

9.2 Editing resources 

Reports and statistics

With simple resources (reports, statistics) only the type of release must be entered. 

Select "Resources not released yet“ / "Released for all roles“ / "Released for selected roles only“  (selec-
tion of the defined roles).

In the resource overview multiple resources of the same type can now be selected simultaneously for
editing via the checkboxes. All selected resources will then be listed at the top of the editing page. The
performed change in rights will be conducted for all of these resources.

Patient roles can only be released to show/read documents. Reports and statistics can only be viewed by
persons with a participant role.

Click on the SAVE AND BACK button to save your entries and return to the resources overview. 

Resources in inactive projects cannot be edited. You can change the rights of resources in closed pro-
jects at any time.
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Documents

Documents can be uploaded either in the FormBuilder or in the AdminTool.

Note:

Documents uploaded in the AdminTool are independent from the version management of the projects;
they will not be transferred from the setup to the productive area even if the project is released and set
to productive mode!

FormBuilder Documents

For documents, that were uploaded in the FormBuilder, only the type of release can be entered. Select
"Resources not released yet“ / "Released for all roles“ / "Released for selected roles only“ (selection of
the defined roles).

Click on the SAVE AND BACK button to save your entries and return to the resources overview. 

AdminTool Documents

To upload documents to the AdminTool, click on the button UPLOAD DOCUMENT below the documents listed.

Fig. 37: All  documents in the resource overview. Documents that  have been uploaded and can be
edited in the AdminTool are indicated with a pencil symbol. Clicking on this button (highlighted)
opens the editing page for a new document.

On the document editing page you can then select whether the uploaded file should be available only for
one project or for all projects. The displayed name and additional description can likewise be entered
here (both entries can be formatted with HTML).

Fig. 38:  Editing page for a document uploaded in the AdminTool.

Documents assigned to inactive projects can no longer be edited and no new documents can be directly
assigned to these projects. When a project is archived, all documents uploaded in the AdminTool that are
directly assigned to the project or to all projects will also be archived.
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The assignment of rights to these documents is performed in exactly the same way as for the documents
linked to the project version in the FormBuilder.

In the resource overview multiple resources of the same type can now be selected simultaneously for
editing via the checkboxes. All selected resources will then be listed at the top of the editing page. The
performed change in rights will be conducted for all of these resources.

Messages

Fig. 39: Editing resources – edit rights for internal messages. The clock indicates that this is a 
message in a bundled message dispatch. 

For messages you need to specify the type of message and the recipient(s) within or outside of sec-
uTrial®. A recipient can be sent a message via different media simultaneously.

In the resource overview multiple resources of the same type can now be selected simultaneously for
editing via the checkboxes. All selected resources will then be listed at the top of the editing page. The
performed change in rights will be conducted for all of these resources.

As the release type, select either "not send" or "send as".

If  “send as“ is selected, you can choose between “internal message”, “e-mail” and/or “fax” (only if a fax
server has been installed). It is also possible to use the different media types simultaneously to send the
message. 

For “internal messages” additional information is required:

 Please select the type of address: "current centres" / "all centres of current patient" / "project xy"  or
“centre xy"

 Define the type of message: 

 “internal message" (in this case the internal messaging system will be used) or 

 "email to address of centre"(here the e-mail addresses of centres will be used as the mes-
sage recipients) or 

 "email to all  participants of centres"  (here the e-mail addresses of the participants will  be
used as the message recipients)

 Limit the number of recipients by selecting roles (only for " internal messages" or "email to all parti-
cipants of centre"). Click on the ADD button to specify an entry or click on the link REMOVE to remove
an entry.

Note:

A message cannot be simultaneously sent to "all roles" and to a special role. This is checked when the
next  recipient  is  added.  Where  necessary,  the  role  selection  will  be  replaced  in  the  address
configuration and note will be provided accordingly.
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Under "external e-mail" please manually enter one or more e-mail addresses (click on the ADD button to
specify an entry or click on the link REMOVE to remove an entry).

Under  "Fax" (only if a  fax server  has been installed) please manually enter one or more fax numbers
(click on the ADD button to specify an entry or click on the link REMOVE to remove an entry). 

Click on the SAVE AND BACK button to save entries and return to the resources overview.
127.
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10. Patients

Patients are natural persons from whom medical data is gathered within the framework of a project. Per-
sonal and identification data is not saved in secuTrial® and is not sent to the server. This data is only prin-
ted in a form or sent to a central patient list via the PIDDispatcher.

For identification purposes patients are assigned a pseudonym (= Pat-ID). If configured in the Custom-
erAdminTool,  an additional pseudonym (= Lab-ID) will  also be displayed. In the case of paper-based
pseudonymisation, this is generated by a random algorithm in secuTrial®. If a project is linked to a central
patient list, a pseudonym is assigned based on the patient's personal data. It is also possible to configure
a freely chosen ID or an ID that is entered according to a template (= Add-ID) for a project. 

Patients are created in the system by participants and then assigned to a centre and a project. Patients
can be involved in multiple projects. They are only entered once into a register and can then be included
in  further  sub-projects  as  additional  case  nodes  (=  Patient  in  a  project).  The  patients  can  then  be
accessed with the same pseudonym in all projects. 

If configured, patients can be assigned a role that enables them to enter their own data. They will receive
access to DataCapture via e-mail and can log in using their ID and a self-chosen password (see below).

10.1 Patient overview

Fig. 40:  Patient overview.

Click on the PATIENTS button to access the patient overview page. This page lists all of the patients that
are currently in the database. In most columns the overview can be sorted in ascending or descending
order.

The overview can be filtered by project, participant or centre. From the dropdown list, select a centre, pro -
ject or participant and click on SELECT. Only patients of the selected centre / participant / project will be
displayed. Use the “centre since“ / “project since“ entry to specify the relevant time period. Only patients
who were created within the specified time period will  be displayed. You can also directly search for
pseudonyms using the text field “Pseudonym”.

In the patient overview and on the editing page for the individual patient, all of the centres to which the
patient is assigned are listed, sorted according to project. The corresponding project information is only
listed for the home centre.
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To assign a patient to another centre or to remove the patient, click on the respective pseudonym (= Pat
ID, Add ID or Lab ID).

Tick the checkbox DISPLAY INACTIVE PROJECTS to display all data belonging to currently inactive projects.
The note “(inactive projects)” will otherwise be displayed in certain places to indicate that information is
not displayed. 

10.2 Editing patients

Fig. 41: Editing patients.

The editing page of a patient displays all of the patient's administrative information. This includes the
identification properties Pat-ID (pseudonym), Add-ID and Lab-ID, any summarized pseudonyms, status
and assignments to centres and projects.

Here you have the facility to edit subsequently the Add-ID, the patient status and access to patient repor-
ted outcome, to perform a centre change and to partially or fully delete patient data depending on the
patient status. There is also the option to unfreeze forms.

Furthermore the preferred language and the "AutoTab" navigation for the patient can be edited here.

In addition the time of the last login and the number of failed login attempts since the last successful login
are displayed here.

Tick the checkbox DISPLAY INACTIVE PROJECTS to display all data belonging to currently inactive projects.
The note “(inactive projects)” will otherwise be displayed in certain places to indicate that information is
not displayed. 

By clicking  SHOW LOG ARCHIVE the selective  log archive for  this  patient  is  shown (see:  Selective  log
archive).

Event log

If the right to view the patients event log has been given to you in the CustomerAdminTool, the button
DISPLAY EVENTLOG will be shown. Clicking the button opens the event log.

In the log it is possible to change the displayed patient or to display all patients. The log is displayed page
by page, the number of entries per page can be configured via the page number display for each session.
The display can also be filtered by event and/or type. The log also can be downloaded as an Excel file.
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All patients events that involve entering a password or are related to the activity status of a patient are
displayed and are saved as events in a new table in the database. A number of activities are only per-
formed by the patients themselves, others can also be performed by the administrator in the AdminTool.
The triggering user is therefore listed separately in the log.

For a detailed description of the displayed events see Description of events for event log for participants
and patients

Editing Add-ID

If the subsequently editing of the Add-ID has been configured in the CustomerAdminTool, the button EDIT

will appear on the editing page for individual patients next to the Add-ID (see Fig. 41).

By clicking the button you will be directed to the editing page of the Add-ID.

When editing the Add-ID, you may find that centres or project prefixes for the Add-ID have already been
set and cannot be edited. If the patient is assigned to multiple centres, the prefix of the home centre
(centre entered in the casenode) is used.

Fig. 42:  Editing page for the Add-ID.

When saving, a check will be performed to ensure that the Add-ID is unique and the format defined for the
project will also be checked.

If the patient is participating in various part projects in addition to his or her registry project, the Add-ID is
checked according to the format of the registry. If the Add-ID is not used in the registry but only in one or
more part projects, the Add-ID is checked against the format of the part project in which the patient was
first entered.

Therefore, next to the entry field for the Add-ID, the project and centre are stated from which the format is
used for checking the Add-ID.

Edit patient status

Fig. 43:  Patient status editing page 
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Click on the EDIT STATUS button on the patient page to edit the general status of a patient or the status in
individual projects. Depending on the project setup, the status can also be set via form rules, e.g. in a
patient exit form. If in addition the patient status is set manually in the AdminTool, inconsistencies may
occur in the form data!

The following status options can be selected:

 active: normal status, the patient's data can be edited.

 To be anonymized, not shown (only patients): patient can no longer be edited or displayed. The
pseudonym is to be deleted, the data can be evaluated anonymously.

 frozen: patient can no longer be edited but can be displayed

 deceased (only patients): patient can no longer be edited but can be displayed

 to be deleted, not shown: patient can no longer be edited or displayed. The patient data is to be
completely deleted or deleted from the respective project.

 Visit plan closed: (only case node): no new visits can be created. 

If the patient is involved in multiple projects, a different status can be set for each project. 

Click on SET STATUS to access a confirmation page displaying all of the old and new status changes that
you have been made for that patient. This page can be printed for documentation. 

Only once this page is confirmed by clicking on SAVE will the patient's status be set generally and respect-
ively for all projects. Afterwards the application will return to the edit patient page.

If you set the status to “to be deleted” or “to be an anonymized, not shown”, you then need to carry out
the corresponding actions with the patient (see Deleting patients (partially or completely))

Note:

Applies to both inactive and closed projects: it is possible to edit the general status of a patient, but the
individual status for the respective project cannot be changed. Changing the general status of a patient
in a closed or inactive project is not recommended.

Access to patient reported outcome 

This button is only displayed if patient reported outcome (PRO) has been configured for the project in the
CustomerAdminTool and in FormBuilder.

To enable a patient to access DataCapture or to send new login data to a patient, click on the EDIT LOGIN

button. On the following page you can assign a role to the patient and set up access to DataCapture.

If you have selected a patient for whom access has not yet been set up, select a role that has been previ -
ously  defined for  patients  and click  on  SAVE. Without a role,  patients cannot view or  edit  their  data.
Patients cannot be assigned participant roles. Only patient roles can be selected.
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Fig. 44:  Setting up access for patient reported outcome.

Next, click on ENABLE NEW PASSWORD ENTRY and afterwards on SAVE again. Two links are created, each of
which generates an e-mail to the patient with your standard e-mail programme. 

The first e-mail contains a link to DataCapture with the patient's user ID. The second e-mail contains a
link to DataCapture where the patient can create a password. The link remains valid until the patient has
chosen a password.

To ensure that personal data is protected, the patient's e-mail address is not saved in secuTrial®. For this
reason, it is only possible to manually send e-mail notification messages. The same function also exists in
DataCapture so that the patient's login can also be managed by the supervising participant.

Above the e-mail link you will find a link to open the print preview for the information that has been sent.

As an alternative you can create a new password via the button CREATE PASSWORD. The patient then has
to change the password on his first attempt to login. Therefore he needs the link for the patient DataCap-
ture login.

The login status of the patient will now change from “no access” to “New password can be entered”.

As soon as a patient has set up his or her login and logged in to DataCapture for the first time, “Access
enabled” will be displayed in the overview.

From time to time a patient may forget the password and request a new one. In this case, the centre will
send the patient an e-mail to the defined e-mail address (see Chapter  6). The patient's status will then
change to “Requesting new password” in the participant overview.

Changing centres 

A patient in a project can be  moved to another centre via the page for editing patient data. Select the
centre from the dropdown list at the end of the line and click on MOVE TO.

Confirm the change of centre by clicking on SAVE AND BACK. Afterwards the application will return to the
patient overview page.

Please note that patients in inactive projects cannot be moved to other centres.

If the centre specific project versioning (CPV) has been configured for the project, patients can be moved
to projects with older versions. But here applies the rule that a patient from a centre with activated double
data entry (DDE) can only be moved to another centre with DDE activated.
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If  “patient  in  multiple  centres”  has been configured  for  the project,  a  patient  who has already been
assigned to multiple centres can only be moved to a centre to which he/her have not yet been assigned.
By moving a patient, the home centre will also be changed. This will accordingly change the casenode
entry and all visits of the original centre.

Fig. 45: Editing page for a patient in multiple centres. Moving centres is only possible in the (part) pro -
ject below because the patient is already assigned to all existing centres in the registry.

Deleting patients (partially or completely)

Fig. 46:  Selecting a patient to delete.

Patients can be partially or completely deleted from a project, for example if the patient has withdrawn
their consent. To perform this procedure, the patient's status must be displayed as “ to be deleted” or “to
be anonymized” either generally or for the respective project.
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If the pseudonym is to be deleted, click on the DELETE PSEUDONYM button. You will then be asked to con-
firm whether you really wish to perform this action. After confirming, the pseudonym will be deleted. After
this the patient's data is anonymized and can no longer be attributed to anyone!  The data can still
be anonymously exported and evaluated.

To delete the patient completely, click on the DELETE button next to the entry “The complete data of the
patient has  to be deleted.” You will  then be asked to confirm whether you really wish to perform this
action. After confirmation the patient's data will be completely and irretrievably deleted! 

To delete the patient from multiple projects as a case node, you have the option to select and delete the
patient  for  each individual  project  using the dropdown list.  Again,  you will  then be asked to confirm
whether you really wish to perform this action.  After confirmation the data from this project will be
irretrievably deleted!

Note:

If  a patient's status has been set to "to be deleted" but the delete function is not permitted in the
patient's project (configurable in the CustomerAdminTool and the FormBuilder), this delete option will
not  appear  on  the  patient  editing  page  in  the  productive  AdminTool.  Instead,  a  message  will  be
displayed.

Fig. 47:  Message on the patient editing page stating that the patient is not allowed to be deleted.

Cleanup patients (only setup)

In the setup area patients can now be deleted regardless of their set patient status. A new page exists for
this procedure entitled "Cleanup patients". It is accessed via the button CLEANUP on the patient overview
page.

At the top of  this page the project  and/or  centre can be selected.  You can also select  whether only
"orphaned" patients should be listed. "Orphaned" patients are created when importing a complete project
setup in FormBuilder if patients have already be created in this project or if all project entries (casenodes)
for a patient have been deleted.

All patients matching the selected filter will then be listed in the column on the left. You can select either
all of the patients or just individual patients and use the arrow buttons to move them between the list on
the left (remaining patients) and the list on the right (patients to be deleted).

Click on the DELETE button to delete all patients in the list on the right. Before the deletion is performed,
you will be asked to confirm this action. During deletion a progress page will be displayed in the form of
an overlay.

The mass deletion process and the deletion of individual patients are both recorded in the log archive.
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Fig. 48: Selection page for mass deletions of patients in the setup AdminTool.

Forms that have been manually frozen (i.e. locked) in Datacapture can be unfrozen on a project by pro-
ject basis in the AdminTool. This function makes it possible to reverse the freezing of a form in exceptional
cases. With this procedure only the “manual freeze” form status is reset. In order to edit the form data,
any existing reviews must be revoked in the usual manner.

Unfreezing forms

Fig. 49:  Unfreezing forms.

If there are any existing frozen forms, these can be found in a list of all projects under “Unfreeze forms”.
To unfreeze a form, select the relevant project and click on UNFREEZE. 

The following window provides a list of all project forms which can be unfrozen. To perform the unfreeze
procedure, you must first log in with a valid participant account (user ID and password) for the selected
patient.

Stand: 27/05/2019 – 57 – © interActive Systems



AdminTool secuTrial® 5.3 User manual

If the login was correct, the form will be unfrozen in DataCapture and in the patient overview the option to
unfreeze forms will no longer be displayed. The unfreezing procedure will be logged in the Audit Trail for
forms. 

It is not possible to unfreeze closed or inactive forms.

10.3 Importing patients

It is possible to import basic CSV lists with already created patient pseudonyms by clicking on the IMPORT

PATIENTS button. 

Fig. 50: Import patients window.

Enter the project into which you wish to import the list. If  you also want import the visit plans for the
patients, tick the iMPORT VISIT PLAN checkbox as well.

Note: 

When importing patients in projects with treatment arms, only visits which have not been assigned to a
treatment arm can be created. This also applies to the explicit import of predefined visits The visits are
then created in the order they were defined in the project. Repetition groups are only created once.

The datasets must be in CSV format and contain the following details in the specified order:

 The Pat-ID of the imported patient

 The Add-ID of the imported patient

 The Lab-ID of the imported patient

 The name of the centre to which the patient belongs. If this has not yet been provided, it will be cre-
ated (mandatory)

 The participant's user ID (mandatory)

 The participant's surname (mandatory)

 The participant's first name

 The participant's title

 The date of entry (even if identical to the date of the first visit) in the format DD.MM.YYYY (mandat -
ory)

 The date of subsequent visits, each in curly brackets { } with any visit labels or numbers separated
by colons (only if you select the option to create a visit plan). It should be noted, that you have to
begin with the date of the first visit, even if this date is already given as the date of entry in the pre-
vious line.
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 If the use of centre prefixes has been selected for the project, the centre prefix for the Add-ID must
also be entered here.

The details marked as “(mandatory)” must be contained in the file. All other information can be left out. It
is important that an empty column delimiter is then present for these entries.

When importing patient lists and creating new patients, the Pat-IDs will be automatically assigned if e.g.
only the Add-IDs are entered in the import (empty Pat-ID column). If no Pat-ID has been entered but a
patient already exists with the entered Add-ID, the patient will be rejected in the analysis as already cre-
ated.

For example, the imported file could appear as follows:

Fig. 51: Example of a CSV file without column delimiters with semicolons as a column separators

After uploading the file a preview will be displayed. Here you can define the column separator and column
delimiter. You can also specify in which line the analysis should begin. The imported contents will be dis-
played in the preview according to your settings. 

Fig. 52: File preview after uploading the patient list.

After making the necessary adjustments, click on the  ANALYSE button. If  another file is to be imported
instead of this import, click on UPLOAD FILE AGAIN.

The analysis window will then display which patients were imported with which details. If the file contains
incorrect details, these will be displayed together with the line number. 
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Fig. 53:  Analysis result.

Do not forget to click on the SAVE button to add the patient(s). 

When importing patients, the data which is to be imported will be compared with the already existing data.
If, for example, the centre of an imported patient does not exist, it will be newly created. Otherwise the
patient will  be directly assigned to an existing centre. The data of the participant who is  creating  the
patient will be treated similarly. The uniqueness of the newly created centre name and the participant's
user ID are guaranteed. 

If centre specific project versioning (CPV) has been activated for the project, the respectively used project
version used for the centre will be taken into account. The specifications of the respective project versions
will apply for the validation (e.g. Add-ID). When importing, newly created centres will be created in the
current (=productive) project version.

In cases where the details of the participant do not correspond exactly with those of an already existing
participant, a new participant will be created and a unique user ID will be generated - if necessary. 

For each imported patient, a case node will be created in the selected project. Providing the visit plan
checkbox was selected, a visit plan will also be created in accordance with the specifications of the pro -
ject visit plan. The respective visit plan will otherwise be added according to the imported visit data. 

If you want to import visit plans, you can simply enter the visits which are to be created as a date list.
These will then be created as planned visits in the order defined for the project. If you want to create cer-
tain  visit  types,  you  can  enter  the  visit  label  as  a  prefix  to  the  visit  date,  for  example:
"{Screening:02.05.2011}". With visit labels with a replaced number label, the visit number can also be
entered as a prefix to the label, for example: "{1:1.Visit:}". In this way you can also import unplanned vis -
its. If the visit cannot be correctly identified by the label, the patient import will be rejected.

Note:

When importing visit plans, they will not be checked against the time and type order of the project plan.
They will always be imported as entered!

Patients cannot be imported into inactive or closed projects.

When importing patients into projects with patient reported outcome, centres can be created without the
normally mandatory e-mail addresses. After the import has been completed, all centres of the project
without an e-mail address will be listed accordingly to inform you of this fact.
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When importing patients in a project with a centre prefix, the prefix must be entered in the import file. In
addition, prior to importing, you can select whether the entered Add-IDs are already set with the prefix in
the file or whether they should be extended accordingly when importing.
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11. Locations

Locations describe a medical institution (clinic or practice) and constitute an additional level of contact
information to which multiple centres or participants can be assigned, for example if a group of doctors at
a clinic take part in a project. 

In secuTrial®  locations do not have any other structural meaning beyond this. They can be deleted or
ignored without further consequences. 

11.1 Locations overview

Click on the LOCATIONS button to access the “Locations overview” page where the main contact data and
appointed contact person for each location are listed. The overview can be displayed according to the
column headings in ascending or descending order. 

Click on the NEW LOCATION button to add a new location. To edit a location, select the name of an existing
location.

On the overview page the displayed locations can be exported as a csv.file using the EXPORT button.

11.2 Creating, editing and deleting locations

Fig. 54:  Creating a new location.

On the location editing page you can enter and edit  all  of  the location details.  Mandatory fields are
marked with an asterisk *.

Click on the CANCEL button to cancel all changes that have been made. Click on the SAVE AND BACK button
to save the changes in the database. Click on DELETE to delete the entire location. If you delete the loca-
tion, all references in participants and centres will be reset. After each of these actions the application will
automatically return to the previous page.

By clicking  SHOW LOG ARCHIVE the selective log archive for  this location is  shown (see:  Selective log
archive).
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12. Countries

Countries can be used as additional information in international projects (configuration in FormBuilder).
The country of a centre will then be displayed in the DataCapture status header.

Statistics can be generated on a country basis. All patient data from the centres assigned to a particular
country will then be displayed. 

In secuTrial® a (non-representative) selection of European countries has been created as a default. 

12.1 Countries overview

Fig. 55:  Countries overview.

Click on the COUNTRIES button to access the "Countries overview” page which lists all the created coun-
tries together with the continent, the number of assigned centres, participants and locations. The overview
can be sorted according to the column headings in ascending or descending order.

Click on the NEW COUNTRY button to add a new country. To edit a country, select the name of an existing
country. Click on the NEW CONTINENT button to add a new continent. To edit a continent, select the name of
an existing continent.

12.2 Adding, editing and deleting countries 

Enter a name and select a continent from the dropdown list. Mandatory fields are marked with an asterisk
*.

Click on the CANCEL button to cancel all changes that have been made. Click on the SAVE AND BACK button
to save the changes in the database. If you click on DELETE, the country will be deleted from the database
and all references to participants, centres or locations will be reset. After all of these actions the applica -
tion will return to the countries overview page.

By clicking  SHOW LOG ARCHIVE the  selective  log  archive  for  this  county  is  shown  (see:  Selective  log
archive).
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12.3 Creating, editing and deleting continents 

Enter the name of the continent. Mandatory fields are marked with an asterisk *.

Click on the CANCEL button to cancel all changes that have been made. Click on the SAVE AND BACK button
to save the changes in the database. If you click on DELETE, the continent will be deleted from the data-
base and all references in the countries will be reset. After all of these actions the application will return to
the countries overview page.

By clicking  SHOW LOG ARCHIVE the selective log archive for this continent is shown (see:  Selective log
archive).
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13. Design

The design determines the appearance of secuTrial®, enabling the tools to be customized to suit your cor-
porate design.

These customizations must be performed both in the setup test area as well as for the productive collec-
tion of data. It is recommended that both areas are easily recognizable at a glance to reduce the possibil-
ity of accidentally entering data in the wrong area.

The design can be changed in active and closed projects, but not in inactive projects. 

13.1 Editing the design

Click on the DESIGN button to edit the standard design for all projects. To specify the design for a specific
project, click on EDIT DESIGN on the respective project page (see chapter  Editing projects)  and proceed
accordingly.

On the Design page the external appearance from secuTrial® can be customized as required. There are
three design areas: colour scheme, text and logos. 

Changes can be previewed in a separate window by clicking on the  PAGE PREVIEW button.  Unsaved
changes can be shown in this preview window by clicking on the PREVIEW button. Click on the SAVE button
to save and apply the design. Click on CANCEL to cancel all changes and return to the original settings.

In secuTrial® version 3.3 the layout has been changed in some places. If customers have been created in
an older version, the navigation layout can be selected as either “modern” or “as before”. If no customers
have been previously created or if you are creating a new customer in the current version, this option is
not available and the modern layout will be displayed.

Customer-specific user interface

With the function REPLACEMENT OF TERMS it is possible to replace the terms “Patient”, “Pat-ID”, “Add-ID”
and “Lab-ID” with a word of your choice in all secuTrial® standard texts.

Fig. 56: Replacement of terms for the customer-specific user interface.

As the words are not only used as short label texts but also appear in various error and status messages
in different grammatical contexts, all necessary declensions (grammatical word agreements) must also be
entered in German and English. Example sentences explain the context.

In order to use the chosen term as a design property in all areas, the term must be entered in both the
setup areas and productive areas.
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Configuration

The substitute terms are entered under “replacement of terms”. These can be entered in the customer
design and in the project  design.  If  the term is  only replaced in the project  design,  the replacement
applies for this specific project as soon as a new patient is created in DataCapture. In all of the other tools
and on the welcome page in DataCapture, the term from the  customer  design will continue to be dis-
played when accessing multiple projects. 

Click on the EDIT button to specify on the following page which term should be used to replace the term
“patient”. As soon as these changes have been saved, the data entry page for the different flections will
be displayed.

Fig. 57: Entering the flections for substitute terms in the customer-specific user interface.
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Colour scheme

Fig. 58:  Design overview for colour schemes.

In general,  all  colour  entries are to be made as  hexadecimal RGB values.  The RGB values can be
entered directly or selected from the provided colour palette. It is possible to select the text colours and
background colours for the three areas “Login”,  “General colours” and  “Status, buttons, markups”. The
colours for “Headlines” also determine the colours for the form buttons for images, catalogues and repeti-
tion groups and a few other smaller button icons. 

Next to each entry field is a small colour palette symbol. If you click on the symbol, a pop-up window for
selecting the colour for the respective area will appear. If no colour is defined, the secuTrial® default colour
will be used for this field. Click on the  EXPORT CSS button to export your settings as a cascading style
sheet file. The current colour settings can be seen in the small preview fields. 

You can select a special colour palette from the top dropdown list of the colour selection window. Choose
between the options  “Web-Safe Palette,  “Greyscale  Palette”,  “Windows System Palette” or  “Mac OS
Palette”.

If you move the mouse over the individual colour fields, the current colour and its hexadecimal represent-
ation will be displayed in the bar below the dropdown list.

Click on one of the colour fields in the colour table to select this colour for the current area. The pop-up
window will close and the selected colour will be displayed in the preview window next to the entry field. 

Click on the HELP button for further information about the individual colour schemes.
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Texts

Fig. 59:  Design overview – language selection and all changeable texts.

Tool language: By changing the chosen language module you can set the language of the text used by
the system for the general user guidance. At the present time either English, German, French or Polish
can be displayed. The selected language will be the default setting for all projects. This selection can be
overruled for every project (see chapter Editing projects). Additionally, a different selection can be made
for each participant or participants can make their own selection in DataCapture under MY ACCOUNT. The
labelling of the form setup for a project, however, can only be created in one language.

The integration of French and Polish is optional. It can be activated via expending the configuration para-
meter "available_languages=de, en, fr, pl" in the installation's configuration file. Only then is it possible to
select French or Polish in the configuration settings for the customer, customer design or project design,
and participant selection. 

Until now only the DataCapture and all universally applicable terms and  labels have been translated into
French and Polish. If certain items of information are missing in the language file the labels in the other
Tools will be displayed in German (use of the default installation language).

The language setting “Polish”  is  even more limited.  In that  language no term replacements (e.g.  for
"patient") can be done. Coloured and labelled buttons, e.g. "More" for adding new repetition groups in a
form, also will  be shown only in the default installation language but not in Polish.
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'AutoTab' enabled: The navigation from one form input element to the next is done in browsers by using
the tabulator key. In secuTrial® some items consist of multiple input elements within the item. These items
are number items with post decimal digits as well as date and time items (in the DataCapture, AdminTool,
as well as in the ExportSearchTool).

It is possible for these items to configure per project or customer design that within them the cursor auto -
matically moves to the next  input  element if  the last possible value (e.g.  complete month) has been
entered. This 'AutoTab' feature is explained in a short online help.

Fig. 60: Configuration of the 'AutoTab' on the design editing page.

DataCapture texts for participants: It is also possible to enter a login title and a login text as well as a
welcome text. The login text has a limited number of characters and will be displayed on the login page
and/or on the welcome page in DataCapture directly after logging in. Longer texts can be formatted with
HTML tags. Note that login pages are freely accessible on the internet!

If a qualification test has been created, under “Welcome test” you can enter a welcome test for candid-
ates. The labelling of the test button can also be chosen as required.

DataCapture texts for patients: If the project has been configured for patient reported outcome, it is
possible to configure separate login and welcome texts for the patient login. You can also define the sub-
ject line and contents of patient e-mails.

Emails for patient login: When a new patient password is requested in the patient reported outcome, an
e-mail is sent to the e-mail address that has been entered for the centre. The title (=subject) and content
of this e-mail can now been edited under the menu item Design in the section "E-mails for patient login".

The placeholder "<USER-ID>" can be used in the texts. This will be replaced with the patient pseudonym
when the e-mail is sent. The pseudonym will be used in the order Pat-ID, Add-ID or Lab-ID which is dis -
playable according to the customer, project and role configuration of the patient.

The language of patient will be used in the e-mail if a separate language has been configured for the
patient. Otherwise the currently used language of the page will be used (usually the language of the cus-
tomer area).

Emails for participant (password): The Email text for the participant for the automated password cre-
ation and the Email text for the administrator notification can be configured in this section.

Note:

If a text has been defined instead of the default in a previous installation, this will continue to be used
for all languages. In this case different texts can be defined for the individual languages.

If separate texts are not defined for all languages, the texts will be used in this order:

 defined text for the currently used language (new)

 defined text for all other languages (older, design-specific value)

 default text from the general language file

In cases where no text is to be displayed at all, this can be achieved by entering an empty space (to be
done for each language).

After saving changes, each of the defaults can be reset by clicking on the subsequently displayed DEFAULT

button.
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Fig. 61:  Language-specific editing of the design texts.

Logos

In this section two logos can be defined which will be used in the system instead of the default logos.

The larger logo is displayed on the login page of the secuTrial® tool. Please note that this page is freely
accessible on the internet!

The smaller logo is displayed in the header area of most pages in secuTrial®. The maximum height of the
small logo is 70 pixels. If you wish to use a graphic image for the smaller logo that does not comply with
the required size, it will be scaled to size and may no longer be correctly displayed. If this problem occurs,
edit the logo externally to the correct size.

If no special adjustments are made here, the default secuTrial® logos will be used. These are displayed in
different colours in the test and productive areas (“setup” is green and “productive” is blue).

The logo can be optionally linked to a website. Please enter the URL of the website under “Website for
logo link”. The corresponding website with then immediately open in a separate browser window when
the logo is clicked on.

13.2 Preview pages

Click on the PAGE PREVIEW button at the bottom of the page to preview the effects of your selected design
settings. An additional window will then open for you to check the overall effect of the colours, texts and
logos on typical pages.

Before you can view the setting changes, you may have to click on the PREVIEW button. This sends the
changes to the server and then enables them to be displayed the preview window. 

Use the navigation button at the top left of the screen to view the various different pages. You can also
print or close the preview page by clicking on the PRINT or CLOSE buttons.
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Fig. 62: Example of a login page preview. In this example the colour of the login panel has been cus-
tomised and a different logo has been imported. The typical page displays can be previewed
using the buttons at the top left of the screen.
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14. Randomization

For the randomization blinding process, blinding lists can be imported and block lists can be generated in
a separate administrative area per randomization The area can be accessed via the respective menu but-
ton. The button is only visible if the administrator has been given the “Randomization management (RM)”
right (see Fig. 63), which is assigned in the CustomerAdminTool.

Fig. 63: Overview of all randomization lists under the menu item “Randomization”.

Import

Randomization lists are imported by clicking on the IMPORT button. Data can also be imported for already
existing lists. In this case only new randomization numbers will be imported, existing entries (tested by the
randomization number) will be rejected. To import randomization lists, you must first select the randomiza -
tion item for which the list is to be imported.

To enable randomization lists to be imported for stratified randomization, for each stratification factor an
import identifier must be defined in advance in FormBuilder. This identifier is then the column heading for
the respective factor. The different levels of each factor must then be entered into this column in the same
form as defined in FormBuilder.

Example of a stratified randomization list
3. No, Group, Factor1, Factor2

1001, A, value=1, value<2000
1002, A, value=1, value<2000
1003, B, value=2, value<2000
1004, B, value=2, value<2000
1005, A, value=1, value>=2000
1006, B, value=1, value>=2000
1007, A, value=1, value>=2000
1008, B, value=2, value>=2000
1009, B, value=2, value>=2000
1010, A, value=2, value>=2000

The column names for the randomization number and randomization group can be freely chosen. How-
ever, these two columns must be the first in the file and appear in exactly this order.

When using the centre as the stratification factor, it can also be imported as a column in the randomiza -
tion list. The entered centre names must already exist in secuTrial®. However, an assignment to a centre
can also be carried out retroactively.

The centre  assignment is  the only property of  randomization lists  that  can be changed retroactively,
provided the entry has not yet been assigned to a patient.
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Generation

For the block algorithms (4, 5 and 6) the block lists in the AdminTool are newly created for the respective
randomization button (you find a precise description for the block algorithms 4, 5 and 6 in the product
specification II “FormEngine“).

Depending on the configuration of the algorithm (see above) the number of patients per stratum is addi -
tionally required. Click on the  GENERATE RANDOMIZATION LIST button to generate and save the block list
together with any referenced stratification factors. If a centre assignment is to be used, this can be carried
out afterwards

14.1 Displayed information

The information content in the randomization list overview and the displayed view for an individual list has
been extended to additionally include the following information:

 Centre assignment (yes / no)

 Stratification (yes / no)

 Number of entries in the list

 Number of used (assigned patients) entries in the list

The number of contained and used entries is also listed above the individual view of each randomization
list. To update the view, a refresh button as been introduced (see Fig. 64).

Fig. 64: Individual view of a randomization list.

14.2 Access log 

Randomization list imports and assignments of randomization numbers to centres are recorded in the
Audit Trail log archive as normal.
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All access to the individual randomization lists is also logged as this could enable the user to link the ran-
domization numbers to the randomization groups. Clicking on the button SHOW LOG ARCHIVE displays who
has made changes with a random administration right, what those changes are and when they were
made. The entries regarding the randomization groups are masked in the log archive and displayed as
asterisks, just like passwords.

14.3 Assignment of randomization numbers to centres

For all randomization lists with the selected randomization button option “Assign entries to a centre”, the
randomization numbers must be assigned before being used in the respective centres. This requires the
administration right “random number assignment per centre (RC)”  (see Fig. 65).

The assignment can be made either in the random administration page or from the editing page of the
respective centre. 

On the page of the respective centre, the assigned randomization numbers are listed as additional inform-
ation below the assigned participants.

Fig. 65: Assignment of randomization numbers to centres.

14.4 Download

Every randomization list can be exported again as a CSV file with a character set specified from a selec -
tion. The export is recorded via the access logs to the randomization list. 
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15. Appendix

15.1 Description of events for event log for participants and patients

Event Description Type

Created The participant or patient was newly created. Status

Deactivation The participant has been completely deactivated or only in-
activated in a centre (manually in the AdminTool or by en-
tering an incorrect password multiple times). 

The patient login status of the patient was set to "Pass-
word frozen" (incorrect password multiple times).

Status

Activation The participant was activated globally or in a centre. In the 
case of an event change in the centre, all centres are listed
as an object.
Patient has created a password and can login.

Status

Candidate The participant was assigned to a project with a qualifica-
tion test directly or indirectly via centres or the status was 
directly set to "Candidate" (only for participants).

Status

Deletion The participant or patient was set to the status "to be de-
leted". 
Note: If the deletion is actually carried out, the related 
event log will also be deleted!

Status

Login The participant or patient successfully logged in to Data-
Capture (patient, participant), the FormBuilder (participant)
or the ExportSearchTool (participant).

Login

Logout The participant or patient logged out (via the menu button). Login

Login rejected Despite entering the correct password, the login was rejec-
ted either because insufficient role rights or the wrong login
status.

Login

Login incorrect password The participant or patient entered an incorrect password 
when logging in. After multiple (number configurable) incor-
rect password entries the participant or patient was inactiv-
ated.

Login

Session expired The session ended because the time had expired without 
the participant or patient logging out.

Login

Session ended due to double 
login

If a participant or patient logs in to the same tool again in 
the same browser during an ongoing session, the old ses-
sion will be automatically ended.

Login

Password reset The participant or patient has reset his or her password via
a password URL (old password unknown).

Password

New password requested The participant or patient requested a new password. Password

Password reset activated Only for patients: the patient login status was set to "New 
password can be entered". This is done either through ac-

Password
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Event Description Type

tivation when setting up a new login or by clicking on the  
"create password" button after a new password has been 
requested by the patient.

Password changed The participant or patient has reset his or her password 
(old password known).

Password

E-signature The e-signature was implemented through entry of the cor-
rect password.

E-signature

E-signature incorrect pass-
word

An incorrect password was entered for the e-signature 
(save not possible). After multiple (number configurable) 
incorrect password entries, the participant or patient was 
inactivated.

E-signature
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1. Introduction

1.1 Structure of this manual

The user manual follows the concept "from the general to the specific". The first chapters explain the
basics including a few notes on the study setup. The second half deals in detail with software operation
on the basis of examples.

A more detailed explanation of the individual question and item components plus report and statistics
types can be found in Product Description II "FormEngine". This can be used as a reference when creat-
ing a study.

Client system requirements

The secuTrial®  FormBuilder can run under different operating systems (e.g. Windows, MacOS or Linux).

In order to work with the secuTrial®  FormBuilder no special software needs to be installed on your com-
puter. A PC with internet connection (or intranet connection when developing in a company network)
serves as the client.

The software required to run this tool is installed on a central server and can be accessed simply by using
one of the common browsers (Microsoft Internet Explorer, Google Chrome, Mozilla Firefox, Safari etc.).
We recommend using the most recent version of the browser available.

JavaScript and SSL encryption need to be activated in your browser and the MetaRefresh should be
allowed. Java and ActiveX can be deactivated.

For security and data safety reasons the cache should be set to zero.

If the browser offers a popup suppression it should be deactivated. If you need support for the correct
browser configuration please contact your local system administrator.

Access prerequisite

Further prerequisites:

 Known address (customer-specific URL) of the FormBuilder,

 A participant account (user name and password) and the right to edit the setup for a project

Access right administration is carried out in the secuTrial® AdminTool. You require a participant or role
right for editing projects in order to log on. Only those projects for which you have a corresponding right
can be viewed and edited.

General User Information

FormBuilder is accessed via the Internet. Slow, unstable or unsecured Internet connections will inevitably
limit the system's performance.

Never use the browser functions “Reload current page”, “Back” or “Forward”. Only use the buttons within
secuTrial®:

 Click on the CANCEL button to return to the previous page. You can also use the “breadcrumb trail”
in the navigation bar to return to previous pages.

 Clicking on the CLOSE button will close the pop-up window and take you back to the main window.
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 Click on the LOGOUT button to exit the application. To reopen the application, you must log in again
with your user name and password.

Within secuTrial® it is not possible to access the browser context menu by right clicking. This is designed
to restrict navigation to the buttons and links provided in secuTrial®.

If you have not had contact with the server for a longer period of time, you will be automatically logged out
of the system. This ensures that unauthorised persons cannot access the database or alter your data
entries (contact with the server means saving, changing pages, reloading pages, but not simply entering
data into a form). The exact period of time before the timeout (automatic logout) is configured on the sec-
uTrial®  server and is usually 20 minutes.

The time remaining until the automatic logout is displayed in both the title line of the browser window as
well as in red on the page in the upper status bar.

If you have been automatically logged out, any data which has not been saved may be lost. For this
reason, you should always save the page you are working on whenever you stop working for any period
of time.

When you click on save, the data you have entered will be checked. If there is a problem, an error mes-
sage will be displayed in red, usually at the top of the page. If the saving process was successful, a blue
notification message will be displayed next to the  SAVE button or you will return to the previous page,
depending on whether you clicked the SAVE button or the SAVE AND BACK button.

Many areas in the FormBuilder have an online help facility which can be accessed via the small, circled
question mark. Click on the icon and a small pop-up window with the respective help text will open.

The FormBuilder within secuTrial®

The FormBuilder is able to generate a data model and the underlying database in parallel with the cre -
ation of the form setup. Both the initial creation of a project and subsequent changes are therefore pos-
sible without installing a new version of the tool.

The FormBuilder is therefore the most important tool for creating projects. Due to the complexity of the
task,  the structure of  the FormBuilder  is  not  entirely  self-explanatory.  This user  manual and  Product
Description II "FormEngine" are intended to help you to operate the tool.

1.2 Explanation regarding project versioning

Version status

Within the FormBuilder, there are four possible project version statuses:

1. Development version (in processing) ("Development")
2. Released development version prior to becoming productive ("Released")
3. Productive version ("Productive")
4. Archive version ("Archive")

The different versions of a project can all be seen in the FormBuilder. They are completely listed on the
welcome page and are distinguished by colour. You may only edit the development version.

Editability

On initially creating a setup, you are editing a development version of the project, for which no productive
version is available yet. In this status, you can essentially do as you please: Forms and items can be cre-
ated or deleted, tables and column names or data types can be changed. The FormBuilder ensures that
the necessary adaptations are carried out in the data model and database. 
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However, this also means that any test data which have already been entered are lost or can simply no
longer be displayed. 

Important:

The consistency of the test data is not guaranteed! 

Previously entered test data for deleted items will also be deleted. If you have opened the test DataCap-
ture at the point in time at which the setup is changed, in order to test there, errors may occur due to the
deviating data model. The model can be reloaded again in the DataCapture by logging off and on again.

As soon as a project has been released and a productive version of your project therefore exists, the
behaviour of the FormBuilder changes: To assure that no productive data are lost, no further deletions
may be carried out in the structure from then on. Further versions can only be extended in the structure,
not reduced. The DELETE button is then no longer  available. However, deletion may also be impossible
due to plausibility checks. A corresponding note is then provided.

Test area

The test area can and should be used to check forms and any rules for consistency before these are set
to productive mode. Once a project has been set to productive mode, nothing further can be deleted from
it or e.g. no incorrect rules can be edited. The rules can only be corrected by releasing a revised version. 

Once created, form families, forms, questions and items can no longer be deleted after being set to pro -
ductive mode! Only new form families, forms, questions and items can be added. In case of necessity ,
productive items, questions or forms can be "hidden in the DataCapture". The data are retained, but are
merely no longer displayed during data capture in the DataCapture.

Synchronised transfer to productive mode

Released projects are jointly transferred to the productive version at the next possible point in time (con-
figured on the server).

At this point in time, all secuTrial® tools are first stopped and set to standby mode. The FormBuilder then
versions the released projects. Logging in to all tools is impossible throughout the duration of versioning;
a corresponding notice appears instead of the login page.

All tools are then restarted in normal mode. The previously released development version of the project
can then be edited as normal again.

This synchronised transfer to productive mode ensures that all productive data capture tools always work
with the same data model and project version.
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2. Login

2.1 Standard Login

To log in to the FormBuilder, please enter your user ID and password. Your user ID will be assigned to
you together with your password.

The login procedure for the database involves three steps:

1. Enter your user ID exactly as it was assigned to you. Make sure to use exactly the same capital and
lower case letters.

2. Enter your assigned password.

3. Click on the LOGIN button.

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the login page

For security reasons your password must comply with the following criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default:  8)  and include  a non-alphabetical  character  (number,  dot,  slash,  etc.).  It  must  not  be
identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 If you enter your password incorrectly three times, your account will be locked. Should this happen,
please contact your participant administrator who will assign a new password to you.

 When choosing your password, please be aware of any SOPs that may apply to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.

After  you  have  logged in,  the  Welcome page  of  the  secuTrial® FormBuilder  will  open.   (see  Layer:
Welcome).

If  in the CustomerAdminTool a timeout message has been configured for the customer, it is checked
whether the last session was properly ended by logging out or whether it was ended due to a timeout and
a timeout message has been configured for the customer. In the latter case, the user will be informed of
this with a Javascript pop-up window and asked to logout properly the next time. After confirming the
Javascript message, the normal welcome page will be displayed.

2.2 Logging in using the 2-factor authentication with TAN 

After a user ID and password have been entered, the TAN is sent to the specified email address. Instead
of the password field, the entry field for the TAN and instructions will then be displayed on the login page  

After changing the user password from the login page, it is also necessary to enter the TAN in order to log
in.
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Fig. 1: Login page in the FormBuilder for entering the TAN.

In addition to the TAN, the email contains the URL of the application as well as the customer area and
validity duration of the TAN.

Fig. 2: Example of an email containing the TAN.

Note:

The URL is only provided as a reminder. To make sure the URL cannot be accessed directly, it is
intentionally left incomplete (the protocol and customer area suffix are missing). Calling up the URL
would terminate the login process.

If the TAN has expired or the permitted number of incorrectly entered passwords has been exceeded, the
login process will be terminated. The user will then be redirected to the logout page and an error message
will be displayed. This will also happen if no email address has been specified for the user. The login
process can then be started again from the beginning. 
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2.3 Logout

Fig. 1: Information page after logging out.

Each time you have finished your work and when leaving your work station you must manually log out
(LOGOUT in the header) to ensure that no unauthorised persons can use your participant account.

After logging out, an information page will be displayed. Use the provided link to return to the Login page.

It  may happen that  you  will  be logged out  automatically,  if  the server  does not  register  any activity
(=server contact) for a longer period of time (=session timeout). The exact time until timeout will be shown
in both in the browser title bar of the main browser window as well as in the upper status bar.

2.4 Change password

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the Login page

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default:  8)  and include  a non-alphabetical  character  (number,  dot,  slash,  etc.).  It  must  not  be
identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 When choosing your password, please be aware of any SOPs that may apply to you.

If  you enter  your password incorrectly three times,  your account will  be locked. Should this happen,
please contact your secuTrial® administrator who will assign a new password to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.

After you have logged in, the Welcome page of the secuTrial® FormBuilder will open.

2.5 Request new password

If the "Participant password reset" function has been activated in the CustomerAdminTool, an additional
"Password lost" button will appear for participants on the login page. Clicking on this button opens the
page for requesting a new password.
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Fig. 2: Page for requesting a new password. If you already entered the user ID on the login page, this
field will be filled accordingly.

If an e-mail address has been saved for you, you will receive an e-mail containing a reset URL after click -
ing on the "Request new password" button. Via this URL you can create a new password. The URL is
valid for 4 hours.

If no e-mail address has been registered, an e-mail will be sent to the e-mail address for the project to
which you are assigned, either directly or via centres. In the case of multiple projects, all projects will be
notified. If no address has been entered for any of the projects or if you aren't assigned to a project, the e-
mail address registered for the customer will be used. If no address can be determined, no e-mail will be
sent.

After clicking on the request password button, you will be informed of the respectively performed action.
The e-mail will be sent in the language used by you if a language has been configured. Otherwise the lan-
guage displayed on the request password page will be used.

After creating a password, on the next page a link will be displayed to the login page of the tool from
which the request was made.

Fig. 3: Page for creating a new password (accessed via the e-mailed link).
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3. The form concept

3.1 The FormEngine - translator between database and HTML form

Fig. 4: Schematic depiction of eCRF generation.

secuTrial® only generates forms (=eCRF) dynamically from the database contents on request. Two central
functions are therefore required for the presentation of forms:

1. A module which generates a rule-based HTML page containing the form (see below) in the
centre part from the database contents. In secuTrial®, this module is called FormEngine, and is
integrated into the DataCapture (not visible to the user).

2. A module with which the database fields which define the appearance of the forms can be filled
and  changed.  This  module  is  the  FormBuilder,  which  enables  the  eCRF  design  within
secuTrial®. The FormEngine is used to preview the form here.

3.2 Page structure of an eCRF in the DataCapture

Fig. 5: Page structure of an eCRF in the DataCapture.

The secuTrial® eCRF pages always have the same structure, consisting of the header (1), main part (2)
and footer (3). Formal data on the participant, patient and project plus menu buttons for general naviga -
tion are displayed in the header. The footer contains the buttons for saving or cancelling the form plus the
short version of the formal data for printouts.
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The main part encompasses the form fields, in which the data are recorded. The FormBuilder defines the
structure of the centre part with its fields, whilst it  has no influence on the window structure with the
header and footer. The centre part is therefore the form in the stricter sense, which again has a typical
structure.

3.3 Form structure

A secuTrial® form has typical elements, some of which are present in each form or which can be used
optionally. The way in which these elements appear in the DataCapture and how they are designated in
the FormBuilder nomenclature is described here. A good knowledge of these standard elements and their
positioning plus the related field in the FormBuilder is important, in order to

1. compile the data records sensibly,

2. fill in the correct fields on creation in the FormBuilder. 

The elements can be reflected in the following breakdown:

Form number, form name, plus form description
Intermediate number, intermediate header

Question number, questions, plus description and help text
Item number, item
Possible answers (e.g. labels for radio button)

Fig. 6 Nomenclature and localisation of the various form elements on an eCRF.

This clearly shows that a content breakdown with a maximum of three layers can be portrayed within sec-
uTrial® forms. The location of the specified elements in the HTML form is shown in the above figure.

Underlying DB hierarchy

Project<>> Formfamily<>> Form<>> Formgroup<>> Formfield<>> Formfieldrule<>> Formfieldruleparam

(Formgroup = question, Formfield = item, Formfieldrule = rule, Formfieldruleparam = condition)
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The hierarchy of the form elements is also reflected by a hierarchy of the tables in the database. The val-
ues entered in the FormBuilder for describing the structure of an eCRF and the applied set of rules are
saved in these tables.
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4. Operation

Fig. 7: Schematic depiction of navigation in the FormBuilder. The blue sequence shows the hierarchy
of the element layers; the yellow boxes show the editing of these elements. Additional options
on a layer have orange backgrounds; the general menu items are grey.

4.1 Window structure and navigation elements

Fig. 8: Subdivision of the FormBuilder window into the various page areas.

The FormBuilder will be displayed in a normal browser window. Nevertheless you should never use the
browser back or forward buttons to navigate between the FormBuilder pages. Use the navigation links
and buttons directly on the FormBuilder pages instead.

The FormBuilder pages consist of various areas which occur on the majority of individual pages.
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Header

Contains certain formal data by analogy with the DataCapture (user, date) and the general navigation but-
tons LOGOUT, PRINT and PREVIEW.  

 PREVIEW: On all saved pages in the hierarchy under the form family, this button can be used to open
an additional window with a preview of the form according to the later view in the DataCapture.

 IMPLEMENTATION: Like the preview  this button can be used to open an additional window with a
implementation view with all specification details (component types, database-information and rule
definitions).

 Annotated eCRF: Via that link you can open a reduced implementation view with only the compon-
ent type and database columns but without rule definitions.

 PRINT: Print display to document the current working area.

 LOGOUT: Cancel editing and exit the FormBuilder.

In the form preview popup you can also switch between the the different views.

Navigation line

Shows the hierarchy path, i.e. the layers above the current area, with the option of clicking on each one in
order to return to this layer (without saving).

Path

Specifies the names of all upper elements in the form hierarchy (e.g. the form family or the rule currently
being edited).

Main area

Main part of the window in which data is entered in the various fields. Sometimes with navigation ele-
ments, which then offer extensions to the individual properties. Fields with red asterisks must be filled in,
others are optional.

Option area

(Not contained in Fig. 8.) These have pink backgrounds and lead to further property pages within the cur-
rent layer (also see Fig. 7). For example, project option areas include the configuration of statistics and
reports.

Next layer

In the same manner in which the contents of the upper layers are displayed, the elements contained in
the next lower layer are shown here. You can select an entry for editing by clicking on the listed element.
The option of deleting an existing entry from this layer (DELETE)  and creating a new one (NEW) also
usually exists.

An entry marked with a "+" contains elements from the next but one layer. These can be shown and hid-
den in the DataCapture by clicking onto the "+" or "-" symbol. Folding up or down can be carried out too
using the triangles at the start of the line

Button line

Contains CANCEL, SAVE AND BACK and SAVE plus TOP in order to return to the start of the page in the case of
longer pages.

There are also the two buttons PREVIOUS ENTRY and NEXT ENTRY, if multiple elements exist on the respect-
ive level (form family, form-, question- or itemlevel), between switching is possible. Before leaving the
page, a confirmation dialogue box will appear if entries on the page have been edited but not saved.
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Display of rule references

If a project has not yet been set to productive mode, a specific item can often no longer be deleted, as
another item's rule refers to this item.

To display the corresponding reference, click onto the "not deletable because of references" link next to
the item which cannot be deleted.

A pop-up window now opens. The question with the corresponding rule is displayed in this. By clicking
onto the question, this opens in the main the FormBuilder window.

Fig. 9: Rule reference display in the pop-up window.

The link to rule references is also displayed for elements that cannot be deleted because the project has
already been set to productive mode. As a result, the performance when displaying the setup of these
projects may be slightly diminished.

This information text is displayed in all project versions (also in the productive and archive versions). Via
the pop-up you can jump directly to the respective editing pages. It is then obviously only possible to edit
the references in the development version.

In all projects you can now activate the display of rule references by clicking on the checkbox located
above the links. In contrast, the deletion check is always performed – even without the activated refer-
ence check.

4.2 Basic operation notes

Attention: With the exception of the DELETE function, no change is accepted without finally clicking onto
SAVE! This means that all other ways of exiting a page may lead to data loss. The programme never
warns of this. However, only the layer in which changes have been made has to be saved; the layers
above can be skipped if not necessary.

CANCEL always returns the user to the next highest layer without any save.

DELETE always leads to the immediate  deletion of the relevant element and all contents following one
prompt. 
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Note:

The deletion of elements cannot be undone!

Editing areas have been set up in the FormBuilder to prevent the occurrence of conflicts when editing the
same point of the setup. These are each "entered" from the project page. Such an area is formed e.g.
from the project configuration page, the page for editing the visit plan or each individual form family. An
area can only be edited by one user at any one time. All others can only view these areas; all fields are
frozen for editing.

In this case, a user is a logged-on participant. If the same participant therefore logs on twice, the Form -
Builder regards him as  two different users. The resulting freezing ends after twenty minutes  (timeout)
unless it is cancelled beforehand by exiting the area as normal or by logging out from the FormBuilder.

Certain fields, e.g. the help texts, can be formatted with HTML control characters (=tags); this is men-
tioned in the explanation for the individual fields. Some of the possible HTML tags are described in the
Annex under HTML formatting. In the FormBuilder, these fields are marked "(HTML)".
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5. Walk through: Layers, properties and options

In this chapter, the creation of a new form with all details is described on the basis of examples. This pro-
cedure is essentially based on the hierarchy presented above, which is also followed by the FormBuilder
navigation.

5.1 Layer: Welcome

On the welcome page of the FormBuilder you will first see an overview of the existing active projects
including all versions, the release date, the version label and the version number for which you have the
editing rights.  In the title row there is a checkbox for displaying all other inactive projects. Selecting the
checkbox will display all versions of inactive projects and they can still be completely viewed. Inactive pro-
jects cannot be edited.

The archive projects are initially hidden beneath the productive version. The triangle at the start of the line
can be used to display or hide these versions again.

A new study or a new registry can be created in the FormBuilder using the NEW PROJECT button after a
corresponding project  scheme has been prepared by the secuTrial® customer administrator in the Cus-
tomerAdminTool and if you have the "May create and edit projects" right. 

A project which has been closed (in the AdminTool) or deactivated is provided with a corresponding icon.
Inactive projects can be viewed in the FormBuilder but no longer edited; closed project setups can still be
edited in the FormBuilder, and new project versions can be released.

Fig. 10: Welcome page - overview of existing projects (lock icon for closed and red icon for inactive pro-
jects).
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5.2 Layer: Catalogs

From the welcome page, the CATALOG LIST button takes you to the overview of all catalogs accessible
for this customer.

Only the current catalogs are initially displayed. The archived versions of a generic catalog (see below)
can be shown using the triangle at the start of the page. Archived catalogs are listed in grey. They can still
be viewed and exported, but no longer edited.

The list lists the catalog with the number of layers, the number of elements in the last layer, the number of
forms used and data of release (area, date, participant). If a catalog has only been created incomplete
(no  tables  or  no  contents)  due  to  a  problem,  this  is  indicated  by  a  red  exclamation  mark.  Via  the
CATALOG button, the catalog can be viewed in a separate pop-up, as from within a form.

Unused catalogs can be deleted again.

Fig. 11: Overview of all available catalogs (general and customer-specific). The fold out catalog in the
upper part shows the archived catalog versions (for description see below).

Importing generic catalogs

Generic catalogs can be autonomously generated by uploading a catalog CSV file and can then be used
in all projects (for the same customer). These catalogs must be available in a specific format which can
be found in the Annex.
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If you click onto the NEW CATALOG button, you can upload a new catalog.

Fig. 12: Selection of the catalog file to be imported.

Search through your  file  system for  the catalog to  be uploaded and select  a  character  code before
uploading the catalog. On creation of a new catalog (and also subsequently), the designation of the cata-
log, the layers and the individual entries can be edited. The internal table names are derived from the
catalog name.  A waiting page is  displayed  whilst  saving  and creating  the  catalog.  After  saving,  the
uploaded catalog can be used in all forms for this customer.

Fig. 13: Editing the layers and entries after uploading a catalog CSV file.

Editing generic catalogs

An existing catalog can be edited by selecting it from the catalog list.
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Fig. 14: Editing a saved catalog. The forms which are used and the relevant project version are shown
beneath the catalog description. The form name can be used to call up the corresponding form
editing page.

The catalog description, but not the  catalog contents, can be edited here. To change the content, the
catalog must be reloaded by importing it again.

The database tables and columns plus the number of entries per layer are displayed behind the catalog
description for the individual layers and information per layer.

Catalog export

Select a character code on the catalog editing page and click onto the EXPORT CATALOG button. Now select
a location where the catalog is to be stored.

For export purposes, the catalog is again written into the csv format in which it was imported. For down-
load purposes, the csv file is compressed as a zip file. Both the zip file and the decompressed csv file can
be imported into secuTrial® again.

When exporting catalogs, entries with semicolons or quotation marks will always be enclosed in quotation
marks. Quotation marks within this will be masked by doubling.  For exports, next to the character set
selection there is also the option “Always add delimiter (")”. If this option is selected, all entries will always
be enclosed in quotation marks. 
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Fig. 15: Selection of the exported catalog file.

Modify catalogs

You have the option of changing an existing, generic catalog, to which the release rule "only this cus -
tomer" applies, in the current project. To do this, a new catalog file is imported; the previous current cata -
log is archived and the catalog references are adapted accordingly in the development projects.

Modifying immediately takes effect in the development project version. To use the modified catalog ver-
sion in the productive area, the project must again be released and then migrated to productive mode. 

The changed catalog values only take effect in the DataCapture if the form is saved again after reloading.
The corresponding catalog version is displayed in the form and in the Audit Trail.

To modify an existing catalog, click on to the MODIFY CATALOG button on the catalog editing page.

As soon as the new catalog file has been uploaded, you are requested to reassign the catalog layers and
information. Mandatory fields are marked with a red asterisk.

As of 27/05/2019 - 22 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

Fig. 16: Assignment of layers on modifying a catalog.

The relevant modified version is displayed in the catalog list and can be viewed or exported at any time. A
preview of the catalog can be called up using the CATALOG button next to the designation.

Note:

Catalogs are not included when exporting the setup of a project or form. If  you want to reimport a
project setup which uses a catalog, you must first make sure that the corresponding catalog already
exists in the secuTrial® installation.

5.3 Layer: Project 

Fig. 17: Creation of a new project.

One important decision is first to define whether the project is to be created as a registry (entry of new
patients) or as a part project (take-over of patients from registries). Subsequently changing the type is not
possible! Several registries or part projects can be edited in parallel in one secuTrial® installation. A cus-
tomer's first project is automatically a registry. During the further course of the user manual, only the des-
ignation "project" will be used.
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Fig. 18: Overview page of a project which has already been created. Editing is not possible on the over-
view page. Proceed to the "Edit configuration" page to edit project properties.

Properties

In the main area

You cannot edit anything yourself. However different types of project documentation are available:

Fig. 19: Different project documentation in the download area.

However, you have the option of switching to various pages on which you may edit simple or more com-
plex project properties. Here, you can:

 Via the button  DOSSIER you can  compile the  "documentation dossier" for the project. All selected
project parameters - project configuration, visit plan, reports, statistics, form implementation, form
annotated eCRFs, form preview, patient letter preview, lookup tables, DB scheme (default: All) can
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be compiled and accordingly downloaded as a .zip file. The files in this zip file are stored in .html
format. The background for documentation dossier selection is colour coded and differs depending
on the project version (grey: Archive, blue: Productive, green: Development, red: Released). 

 All implementation views can additionally be opened on-line via the FORM IMPLEMENTATIONS button.
These are linked to the editing pages for the individual elements. 

 Download the data record table in Excel format (see below).

 Download all implementation views

 Click on the PRINT CRF button to print all of the forms so they can be used as hard copy templates.
The forms optionally contain a header for entering patient ID, centre, date, participants, visits and
optionally footnote entries location, date and signature. Displaying these options and separately
displaying dropdown list entries, logos, help and catalog contents as well as language and charac-
ter set can be selected before printing. In addition the size of the included empty fields for text,
number and date items can be selected between normal, medium and wide.

 Repetition groups are displayed with at least one repetition, even if the repetition group has been
configured for display in DataCapture with an initial repetition of '0'.

 Via the button DATA RECORD TABLE you can download the data record table in the excel format.

In addition you can switch to different subpages to edit simple or more complex project properties:

Fig. 20: Find different subpages under properties and resources.

 in EDIT CONFIGURATION you can make general settings for the project (settings for region, Audit Trail,
e-signature, patient ID, patient-self documentation (PSD), double data entry (DDE), centre-specific
project versioning (CPV) etc.) 

 Create an additional PATIENT LETTER which reads items out of multiple forms.

 Upload PROJECT DOCUMENTS which can then be downloaded from the DataCapture welcome page.

 Edit and delete REPORTS or create new ones.

 Edit and delete STATISTICS or create new ones

 Create or delete a QUALIFICATION TEST.

 Define and edit LOOKUP TABLES

A fold-down list of all catalogs used in this project can be found here. The catalog can be selected for edit-
ing via the name, or the catalog content can be viewed in a separate pop-up via the CATALOG button.

In the content overview

Here you are provided with a list of the form families contained in this project. Clicking onto the name of a
family opens it, clicking onto  NEW FORM FAMILY creates a new one and clicking onto  DELETE deletes an
existing one. 

The ORGANIZE VISIT FAMILIES button enables forms to be shifted between (visit) form families of the same
type within a project and changes to the sequence of families and forms.

Patient forms and centre forms are listed separately from each other.
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Export/import setup

Export

This function is used to export project data in the form of XML formatted data. The entire project setup
(forms and all configurations), selected forms or single SQL-reports can be exported. Clicking onto the
FORM FAMILIES link on the export page takes you to the selection of single forms to be exported, clicking
onto the REPORT link to the selection of the SQL-reports to be exported. 

Three different options are available for formatting the exported data:

 ZIP file (compact XML) Exports the data compressed as a ZIP file (without indentation).

 ZIP file (formatted XML) Exports the data as formatted XML, compressed as a ZIP file
(with indentation for better legibility).

 Gzip file (formatted XML) Also exports the data as formatted XML, compressed as a Gzip
file.

For import purposes, it is normally irrelevant whether the XML data are formatted or not. If you wish to
read the data in XML format for any reason, you should select the formatted variant. However, compact
XML without indentation is up to six times smaller than formatted XML. For a simple back-up or if you
export in order to actually import the project into another project, you should select one of the other vari -
ants.

Fig. 21 Selecting the SQL report for export. The number of defined columns is given as a brief charac-
terisation of the reports.

Once you have selected the appropriate export format, click onto the EXPORT SETUP button to start export.
You are now requested to specify a location for saving the exported file.

During export the general export information, the version status, the version label and the database iden-
tifier for the customer area of the exported project are exported and accordingly displayed below the pro-
ject information during import.

Both closed and inactive projects can be exported.
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Import

If you wish to import a complete project, a non-productive version of a project must be available. Indi-
vidual forms or SQL-Reports can be imported into projects which are already productive, as these do not
delete existing contents but are merely added.

Fig. 22: View of the import/export function in the FormBuilder for project import.

The error status of the report is reset when importing. During the import, it is not checked whether all of
the tables used within the import project are actually present. If necessary, this can be manually corrected
after the report status check.

For import purposes, first determine the file to be imported. This must be available in one of the formats
available for export. Once you have found the file, click onto UPLOAD AND PREVIEW. You are now provided
with a brief overview of the project which you wish to import. The following informations are displayed:

 Project name: Contains the name of the project to be imported. Here you have the possibilty to
specify another name for the new project  (project  names must be unique within one customer
area).

 Uploaded file: Name of the file to be imported.

 was exported at: Date of export and time of export of the file to be imported.

 by: Here you find the name of the participant, who exported the file to be imported.

 from project: Contains the name of the project to be imported.

 DB schema: Here you find the schema name of the project to be imported, as it was specified in
the CustomerAdminTool.

 Vers. status: Here it is specified, if the exported project is a development, productive or archive
version.
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 Vers. label: Here you find the version label of the exported project, if it was a productive or archive
version. If the exported project was a development version the date of the last change is shown
instead.

 Vers. no.: The version number of the exported project is displayed here.

 Productive Vers. no.: Here the version number of the productive version belonging to the project
to be imported is displayed if the project was released at least once.

 DB prefix customer: The database identifier of the customer area of the exported project is dis-
played here.

 with application: The name of the FormBuilder which was used to export the project is displayed
here.

 version: The version of secuTrial® which generated the setup export..

 DB version: This refers to the internal database version of secuTrial®  which generated the setup
export.

 on server: The name of the server on which the appropriate application was running which gener-
ated the setup export.

 Contains: The amount of forms, questions, items, reports, documents etc. contained in the project
are listed here.

 Form to catalogue assignments: Catalogues are not included when exporting the setup of a pro-
ject or form. If you want to reimport a project setup which uses a catalogue, you must first make
sure that the corresponding catalogue already exists in the secuTrial® installation. On import, you
are then requested to assign the appropriate catalogues from the existing installation to the impor-
ted setup.

To import an entire project, all data for the existing project must first be deleted. To do this, click onto the
ERASE EXISTING PROJECT SETUP button. The button with which import is actually carried out is now also
activated. Press this to import the data.

Data can also be imported into a closed project.  However, this option is no longer available for inactive
projects.

Note:

Please note that no references from imported forms to non-imported forms are accepted, as these
would lead to inconsistencies. Once individual forms have been imported, you must therefore check
the consistency of the configuration and rules yourself!

Compare project setup

With the menu option „Compare project setup“ it is possible to compare two project versions with each
other, providing the  project has been set to productive mode at least once.

In a new browser window you can select the two project versions to be compared (older version on the
left, newer version on the right). By clicking COMPARE the version comparison will be executed in the back-
ground.

Once the comparison has been completed, the differences will be listed below the respective versions
(see Fig. 23). The older version is used as the starting point, the differences in the new version are classi-
fied as follows:

 Blue: Modified. If objects have been modified, the modified properties will be listed on both sides.

 Green: Added. Newly added objects will be listed on the right only by name (or a characterising
property). For these objects there is no counterpart in the older version, therefore the left-hand side
is empty.
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 Red: Deleted. Deleted objects will be listed on the left only by name (or a characterising property).
For these objects there is no counterpart in the newer version, therefore the right-hand side is
empty.

Fig. 23 Example results page from a comparison between the productive and the development version
of project.

The number of differences is determined from the number of modified objects (=blocks), not by the num-
ber of modified properties. If further objects have been created or deleted under new or deleted objects,
e.g. new items in a new form, these will not be separately listed.

The objects are listed under the following sections:

 Configuration

 Visit plan

 Qualification test

 Patient letter

 Import configuration

 Reports

 Statistics

 Documents

 Lookup tables

 Form families

 Forms

 Questions

 Question rules

 Items

 Item rules

 Labels

The individual sections of the comparison results can be expanded by clicking on the triangles, the indi-
vidual objects via the plus and minus symbols (the icons at the top apply for the entire list). The corres-
ponding editing pages in the respective project version can be accessed by clicking on the name of each
object. The results page can be printed as displayed via the button in the menu bar.
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Comparison limitations

Most objects can be directly compared with the corresponding object in another project version. However,
with certain objects this is unfortunately not possible, as no relationships exist between the respective
objects  in  the  different  project  versions  (the  relationships  are  not  necessary  for  the  function  of  the
objects). 

These objects are compared based on the entered order. If the order is restructured, e.g. if an object is
subsequently inserted in the middle, this can therefore lead to certain differences being identified that do
not actually exist. 

This limitation applies for the following objects:

 Treatment arms in a visit plan

 Sub-objects of reports (e.g. columns in SQL reports, status fields in status reports)

 Value ranges in data statistics

 Import format parsers, mappings and options mappings

 Import configurations

 ODM alias (questions and items)

Release / Validation of a project before release / Undo project release

Release

Fig. 24: Release of a project.

Once you have ascertained in the test area that the project contains no further errors, it can be released
respective transferred to productive mode. This means that you can no longer change the existing config-
uration but can only add forms or components.
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Specify a version label for this.  The following characters are permissible:  A-Z,  a-z,  0-9,  blank,  point,
hyphen, underscore. The first character of the label must be A-Z, a-z or 0-9. The assigned labels must be
unique for all project versions. The reason for release must then be entered. Both data subsequently
appear on the project overview. Then click onto RELEASE. The release must be confirmed once. You are
then returned to the project overview. 

Following release, the project can no longer be edited until it is actually transferred to productive mode.
Setting to productive mode is not carried out immediately, but only when synchronised transfer to product-
ive mode next takes place (see section Synchronised transfer to productive mode).

Closed projects can still be released; this is no longer possible for inactive projects.

Validation of a project before release 

Before releasing a project, it is now possible to perform a plausibility check by clicking the button VALIDATE

PROJECT in order to validate the entire project setup, including all configurations and form definitions (see
fig. 24).

This includes checking that orders are unique within a level and rule definitions are complete. Errors in
the project setup can particularly occur when importing individual forms or copying elements for which
rule references were unable to be fully adopted.

Fig. 25: Example list of errors found during the validation check.

The check can be performed on the release page of the project. If plausibility errors are found during the
check, the validation status will be shown as "invalid". The identified errors can be listed in an additional
window. (see fig. 25).

From this list, you can open the respective editing pages of the problematic elements in order to correct
the errors. If no errors are found, the validation status will be displayed as "valid". If you continue to edit
the project setup, the validation status will be reset to "not checked".

Note:

It is possible to release projects regardless of the validation result. However, it is recommended that
only error-free projects should be released!
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Undo project release

The release of a project to productive mode can be undone if there are more than two hours until the next
transfer into productive mode or the next synchronised restart (displayed on the release page of the
project).

The  undo process is  performed on the release page.  The link  on the  page overview page will   be
renamed to „Undo release“ if the project has been released before. Both the release and the undo com-
mand must be confirmed once. After the release has been undone, the project can be edited as normal in
FormBuilder. The undo procedure itself is not recorded.

Fig. 26: The release of a project can be undone on the release page (markup).

Revert project setup to productive version

After a project has been set to productive mode, it is still possible to make changes to the project setup.
These are applied with the next release of the productive version of the project.

It is possible to undo all changes that have been made since the last productive version in a single step.
The respective REVERT link is only available if the project has already been set to productive mode and
the logged in participant either has the participant right to create new projects or the Release role right for
the displayed project.

On the revert page, only an active link for opening the project version comparison is initially displayed. To
perform the revert procedure, the comparison window must first be opened.

Fig. 27: Initial link for reverting a project.
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Note:

Before reverting to the previous productive version, you should always perform a version comparison
between  the  productive  version  and  the  development  version  of  the  project  so  you  know  which
changes will be deleted!

Only after performing the comparison can the development project be reverted back to the productive
project. After clicking on the active button, an overlay will be displayed with a confirmation prompt. Only
after confirming will the project then be reverted. 

Important:

It is not possible to undo the revert procedure!

Fig. 28: Before reverting the project setup.

A progress window will be displayed while the project is being reverted.

Data record tables

Using the DATA RECORD TABLE button will open a popup window with which the data record tables used in
the project can be exported in Excel format. 

Fig. 29: Select the distribution of the data record table via a popup.
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Before downloading, you can select , if the file is to be created in the format EXCEL 97 or EXCEL 2007. If
the format is EXCEL 97 you can further choose whether all of the table sheets are created in one file or
whether they are to be distributed into different files. This may be necessary because in the old version of
Microsoft Excel tables with a lot of content cannot be displayed in the correct format. When the docu-
mentation is distributed to multiple files, a table of contents is also created as a text file. In the form over -
view of the project, the corresponding file number is then listed for each form.

In this pop-up window you can also select whether the HTML tags which can be entered for various labels
and help texts within the CRFs should be included in the data record table. If this option is not selected,
only the unformatted text will be included.

Note:

We recommend using the OpenOffice calculator! Saving once with OpenOffice can also help to ensure
that the data record table will open in MS Excel.

The generated data record table can then be downloaded via a link in this pop-up window.

Configuration 

The first table sheet lists the direct project properties as they can be edited on the configuration page.
Information on the patient entry form and messages from the bundled message dispatch are also listed
here.

Form Overview

This table sheet contains a list of the form families, ordered by family type. The various types are symbol -
ised with different colours. 

 Blue is for visit forms

 Pink is for adverse events forms

 Purple is for casenode forms

 Green is for image forms

 Yellow is for test sub-forms

Sub-forms are not additionally described. Instead, the used sub-form tables are listed with the tables of
the main form, as the individual sub-form displays are integrated into the documentation of the respective
main form. Only sub-forms for the qualification test are additionally listed.

Under visit forms, the form assignment to the individual visits and the general configuration of the visits
are listed simultaneously.

Forms

All of the forms are described in their own table sheet. Direct form properties and configurations are listed
row by row in a section at the beginning. Only the properties which have actually been configured are lis-
ted.

The questions and items are listed below each other row by row in the same order as in the form. The
information on the properties of the questions and items is listed in columns for each row. 

The listed properties are:

 No. of the question

 Question text (italic text = search text)

 Description (first row 1. Description 2 Row 2 Description)
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 Question type (incl. configuration)

 SDTM domain

 No. of item

 item type (incl. configuration)

 Database column (or unique name within the form)

 SDSVarName

 Options (separated by semicolons), lookup table

 Unit / format

 Rules (messages are displayed below the form)

 Rule conditions

 Validation type (explicit output of the use "hard rule" (saving only possible after deselected “Check
data" checkbox, form status "with errors") or "soft rule" (saving after confirmation, form status "with
warnings"))

 Error messages

 Help text

 Display query menu 

 Display comment menu 

 Notes (always empty, intended for subsequent editing of the file)

Subforms are indicated by an interim row inserted below the repetition group and are highlighted in col -
our. In addition, questions and items are displayed in the same way as questions and items in the main
form. The subform is summarised by the highlighted colour of the first column before the subform ques-
tions and the final double line beneath the last subform question.

Messages which were configured for a rule are listed below the form description. For rule descriptions the
messages are referenced by corresponding number.

If no label is displayed in the form at all because the normal item label is hidden and no HTML label is
specified than the hidden label will be included in the data record table in italic font. This presentation is
similar to that of the unique question label if no question label is displayed in the form itself.

Items

The item label can be configured as hidden in form display, e.g. to display only the alternative HTML
label.

If no label is displayed in the form at all because the item label is hidden and no HTML label is specified
than the hidden label will be included in the data record table in italic font. This presentation is similar to
that of the unique question label if no question label is displayed in the form itself.

Lookup tables

All lookup tables created in a project are documented in a separate table sheet. The general entries are
listed in the upper area and all other entries are listed below.
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Project configuration

Fig. 30: Project configuration page

An entire range of further additional functions which can be used to influence the DataCapture tool's dis-
plays and work flows is available on the project layer. These functions will be explained here.

On this page, you have the option of  setting simple and complex project properties. In this case, as a
simple property, you can

 Rename the project.

 Distinguish between a national and international project (the country is additionally displayed in the
DataCapture).

Extended functions

Once  the  corresponding  options  per  customer  have  been  activated  in  the  CustomerAdminTool,  the
Source Data Verification (SDV), Data Correction (DC), Discrepancies Transfer Module (DTM), Data Entry
Complete (DEC) Patient Reported Outcome  (PRO), Double Data Entry (DDE),  Centre Specific Project
Versioning (CPV), Patient deletion (productive area) and the function Deviations (DV) are visible in the
configuration view.

For the Data Correction (DC) it is also possible to configure whether corrections should reset the item
SDV status if the item has already been set to "verified”.
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Fig. 31 Link to download an Excel file of all correctable items of a project.

In addition a list of all items released for correction can be downloaded as an Excel file from the project
editing page in FormBuilder (see Fig. 32).

The file contains a table with a list of the forms together with the labels for the questions and items as well
as the table and column names. Items from sub-forms are displayed within the main form according to the
item configuration in the sub-form and the overall configuration of the main form.

Below the list are two text fields for signatures that can be submitted for approval by the clinical investig-
ators if the correction workflow has been agreed in advance.

Fig. 32 Example list of correctable items in a project.

If the Double Data Entry (DDE) function is used for a form, this function cannot be deselected for the pro -
ject, even if this function has been deactivated for the customer.

The workflows SDV, DEC and DC can be set to:

 never

 always 

 scalable

If "scalable" is selected, the workflows can then be additionally selected per form. This can be helpful
when differentiating between patient forms and centre forms.

If you activate one of the extended functions, this is switched on for the current project. However, you
must have assigned the right to use a function in the AdminTool in order to be able to use this in the Data-
Capture.

If you have activated one of the three options, the additional points called SDV, DEC or DC appear under
E-Signature  scalable. Activate these options so that an E-signature is demanded by the system each
time one of the actions is done.

When using CPV, this setting must first be activated in the FormBuilder before this function can be used
when editing projects in the AdminTool or capturing data in DataCapture. If this function has been deactiv-
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ated for the current productive project after being previously used, when the project is set to productive
mode again all centres will automatically work with the most recent project version.

Note:

Wherever possible, these functions should not be changed during productive data capture for a project.
Whilst creating a project, you can test which functions are appropriate and sensible for your project in
the setup area prior to initial release.

Three options are available for the Deviations (DV) workflow:

 none

 2 steps 

 3 steps

In addition, two more functions can be activated via checkboxes:

 use notification to authorities

 reason is mandatory

Patient in multiple centres

For projects it can be defined as usual whether patients can participate in only one centre of this project
or whether they can be entered into multiple centres. In this case, patients are created in a centre as nor -
mal. This is also stored as the "home centre” in the casenode entry. These patients can then be sub-
sequently assigned to other centres. Depending on the role rights of the centre participant, the patient can
be viewed and edited in all of his or her centres.

If the patient pseudonymisation is conducted via an external patient list (either using a PIDDispatcher or
directly, see above), that the patients can only be included in other centres if this is done via the external
list. If this is selected, when creating a patient in DataCapture there will be no option to select between
creating a new patient or including an existing patient. After filling out the entry form, the patient will be
automatically assigned to the selected centre if the patient has already been created in another centre. If
the pseudonymisation in FormBuilder is changed to "paper based" after selecting this centre option, the
centre assignment will be automatically changed to "single centre".

Note:

The function  "Patient  in multiple centres" cannot  be used together  with the centre specific  project
version (CPV) function! If necessary, the centre assignment configuration will be automatically reset.

If this function is switched off again even though patients have already been assigned to multiple centres,
the existing patients will remain assigned to all of their centres and can continue to be edited there. How-
ever, in centre-oriented reports they will only be listed under their home centre.

Additional patient-ID

On entry in secuTrial®,  patients are assigned a pseudonym as identification (=Pat-ID). In the case of
paper-based pseudonymisation, this is generated using a secuTrial® database randomisation function or
is generated from the identifying data in the external patient list (=PIDGenerator) via the PIDDispatcher
(see below).

A further ID (=Add-ID), which must also uniquely identify the patient,  may also be input by the parti-
cipants. In this case, the Add-ID can be either

 Input only for the AdminTool ("Only for AdminTool"). After entry, this then no longer appears in the
DataCapture. However, it is displayed in the AdminTool, and can be used for administration there.
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 Additionally displayed ("Additional to Pat-ID"). This is displayed in  the DataCapture in addition to
the Pat-ID.

 Displayed alone (“Instead of Pat-ID”).

Note: 

The pseudonym display can be configured in the CustomerAdminTool.  Then there is  an option to
display an additional pseudonym, the Laboratory ID (=Lab-ID). Just like the  Pat-ID, it  is  generated
using  a  randomization  function  (see  the  manual  for  the  CustomerAdminTool).  The  display  for  all
pseudonyms can  then  be  role-specifically  defined  in  the  AdminTool.  You  also  need  to  select  the
pseudonym to be used for all messages defined in the FormBuilder.

Add-ID: Specify format

A format can be specified for the Add-ID. The format defines how long an Add-ID may be and how it is
compiled from capital or small letters and numbers. The format of the Add-ID is specified via individual
characters. In this case, the characters stand for the following (list can also be viewed via the on-line
help): 

Character     Meaning

Letters and numbers:

C 1 arbitrary letter

L 1 small letter

U 1 capital letter

N 1 individual number

A 1 letter or a number

As before, but optional:

c 0-1 letters

l 0-1 small letters

u 0-1 capital letters

n 0-1 individual numbers

a 0-1 letters or numbers

Place holder:

# 1 or more arbitrary characters

Special characters:

- 1 hyphen

. 1 point

_ 1 underscore

: 1 colon

(...) (and other special characters...)

Examples of formats:

CCCCCC 6 arbitrary letters 

LLLLLL 6 small letters 

LLLNNN 3 small letters followed by 3 numbers

CAAAAA 6 letters or numbers; no number is permitted at the beginning

UNNnnn 1 capital letter followed by 2-5 numbers

UU-Nnn 2 capital letters followed by 1 hyphen, followed by 1-3 numbers

C# 1 letter followed by arbitrary characters 

After setting, the format can be tested in a small pop-up.
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The pseudonym display can be configured in the CustomerAdminTool. There is also the option of display-
ing a further pseudonym, the Lab-ID (=laboratory-ID). Like the Pat-ID, this is generated using a random
function (see CustomerAdminTool user manual). The display of all pseudonyms can then be defined for
the specific roles in the AdminTool. Which pseudonym is to be included in the message must then be
selected for all messages predefined in the FormBuilder.

Zus-ID: Generative consecutively

As an alternative configuration for the Add-ID, you can select automatic generation of consecutive num-
bering by secuTrial® instead of numbering entered by the user. You can select either the complete project
or the respective centre as the basis for the numbering. 

If you select the centre as the base of numbering, a centre prefix must be defined in the AdminTool.

If you select the project as the base of numbering a project prefix must be defined accordingly in the
AdminTool.  Because patient pseudonyms must be unique across all projects in a customer area, this
enables the automatic consecutive numbering to be restricted to the respective project.

Using a project- or centre prefix is optional if using Add-IDs without consecutive numbering for each pro-
ject/ centre. 

For automatic numbering a (number) format must be entered. Please note that if a format is specified, the
number of patients which can be created is automatically limited.

Fig. 33: Configuration options for automatically generating the Add-ID as a project property.

Audit Trail

Each time a form is saved in the DataCapture, a complete copy of the medical data record is always cre-
ated in the Audit Trail.

The following options for displaying the Audit Trail are available:

 complete Audit Trail: shows changes per question, shows all editing processes (also without data
change), lists all repetitions per editing process for repetition groups

 History (changed questions only): shows changes per question, only displays editing processes
in which at least one item was changed in the question. Lists all repetitions per editing process for
repetition groups.

 History (changed items only):  shows the changes per item, only displays editing process in
which the item value was changed. Displays the changed items per repetition for repetition groups.

This configuration only determines the initial display of the Audit Trail in the form. The participant can then
independently switch between the different representation options in the Audit Trail window in DataCap-
ture. The configuration is also used for displaying the Audit Trail in the patients file, if the Audit Trail is
included when generating the file.

If display checkbox column names has been activated, the column names of items will also be displayed
in the Audit Trail. This can be helpful if you have multiple similar items in questions which do not have
their own item texts.
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Form freezing

The prerequisites for  manually  freezing the  forms can be defined  here (the  right  to  freeze forms is
assigned in the AdminTool), therefore enabling the work flow for study completion to be defined. One or
both review statuses (A / B) can be selected as the prerequisite.

Queries

Automatic query answer: The automatic query answer can be activated here with "yes". An open query
in the form is then answered automatically as soon as the value for which the query has been submitted
is changed. However, this is only carried out if the participant has the right to answer queries. This func -
tion also applies to imported form values. 

The default answer text is: "Query answered automatically due to value change". If the DEC work flow is
also configured, the explanation specified by the participant for the value modification is attached to the
automatic text.

On use of the E-signature for form modification or answering queries, a corresponding note is displayed
prior to saving if a query is automatically answered and the E-signature will be requested.

Withdrawing Queries:  You can activate the withdrawal  of  existing queries here.  The query remains
intact,  but  it  can no longer be edited.  Queries which have been withdrawn are no longer taken into
account when calculating the query form status (see DataCapture). When this option is selected, the pop-
up window for query editing in DataCapture will feature an additional withdrawal option for all participants
with the right to ask or resolve queries.

Query menu / comment menu: Here the display of queries and comments can configured at the project
level. The available configuration options are "always", "never" and "scalable". If "scalable" is selected,
then a configuration can be performed on the next level below.

E-signature

The input of an E-signature for saving forms can be: 

 Generally excluded (never)

 Generally made necessary (always)

 Made dependent on the corresponding form or a specific action (scalable).

The action which necessitates an E-signature for comments, reviews, etc. is configured in the project con-
figuration. For data input in single forms the E-Signature is specified under processing in the form config -
uration.

Randomization

If you conduct a study in which the volunteers are to be subdivided into different groups according to the
random principle, the randomization function can be used. Here you have the option to select between 2
different randomization variations. 

With "Simple randomization" the randomisation button is available to you as a form component. But here
the naming of the groups takes place and applies for the entire project. The randomisation algorithm is
described in Product Description II "FormEngine". This algorithm is only available for historical reasons.
For new randomizations it is recommended to use the configurable randomization.

In contrast, with "Configurable randomization" multiple randomizations are possible. A “configurable ran-
domization button” will be available to you as a form component which can then be individually configured
with regard to randomization algorithm, randomization groups and randomization stratification The vari-
ous randomization algorithms are described in Product Description II "FormEngine".
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As an additional option, with  "Configurable randomization" blinding can be set up. Blinding is the only
option which is generally set for each project and is used for all randomizations. A blinding list must be
imported for  every randomization.  The import  is  carried out  in  the AdminTool  of  the respective area
(setup / productive).

If unblinding has been activated in the customer and "Blinded" has also been selected here in the Form-
Builder, the emergency unblind function can be additionally configured here. The "Emergency unblinding"
function can also be deselected again  after  the project  has been set  to  productive mode. However,
patients that have already been unblinded via this function will remain unblinded.

For faster access to the related randomization buttons in a project all randomization buttons are listed
with item text and column names after the general configuration. By clicking on the link the item editing
page is shown in the main window.

Missing Values

Here you can configure, if the option „Missing Values“ is used never, always or scalable. In addition, it is
also specified whether an item marked as "missing" should be considered as complete for the completion
status of the form.

The following options are pre-defined for this function:

Icon Label MV-Status

Value exists (default) --

Value not collected 2

Value not collected due to rule 3

Other reason for missing value (with manual text field) 4

The labels can be edited for all languages configured in the installation (see Fig. 34). 

The value option „Other reason for missing value“ is optional. It can be configured for the project (check-
box "add reason text field") whether this option should be offered in the MV editing window.

Fig. 34: Configuration options for missing values at the project level.

Pseudonymisation

A patient  can be either pseudonymised on a paper basis,  in which case the personal data are only
entered in a print form which is not sent to the secuTrial® server, in order to guarantee data privacy, or the
patient can be entered in an external patient list (additional database outside of secuTrial ®, also see psx-
manual-1.1.pdf ) and receives a pseudonym from the patient list.

For paper-based pseudonymisation, a form can be compiled from a list of individual entities; this must be
filled in accordingly on creation of a new patient. The data are printed out via Javascript in the client
browser.

Connection to an external patient list is carried out either via the selection of the PIDDispatcher, which
processes communication between the DataCapture and the patient list. The PIDDispatcher is integrated
into the DataCapture user interface so that patient entry barely differs for the participant. The URL for the
PIDDispatcher is entered for the relevant project in the AdminTool.
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Another option for the pseudonymisation is the “external patient list direct", which enables the linking to
an  external  list  for  pseudonymisation  and  saving  the  identifying  patient  data  like  the  Mainzelliste
developed  at  the  University  Medical  Center  of  the  Johannes  Gutenberg  University  Mainz
(see:http://www.unimedizin-mainz.de/imbei/informatik/opensource.html). The URL of the patient list server
and the authentication key have to be entered under “pseudonymisation” in the AdminTool. The patient
entry form of the Mainzelliste is then integrated in DataCapture and will show up after the login.

The patient list Mainzelliste offers the option to create study specific pseudonyms, comparable to the PID-
Dispatcher "SIC" function. In order to achieve this a specific "idtype" has to be included into the commu-
nication. If no separate "idtype" is given, a default pseudonym type will be generated.

Therefore and additional selection can be include with the pseudonymisation option "external patient list
direct" to generate study specific pseudonyms per project. In order to achieve this the operator of the
Mainzelliste has to configure the database scheme of the respective project beforehand as a possible
"idtype". A short help text in the FormBuilder explains this condition.

Note:

The function "idtype" is only supported by the Mainzelliste like described. Extensions of the interface
must be coordinated between secuTrial® and other patient list software.

Message dispatch

Messages which are generated when processing queries, on automatic reset of a SDV status, at empty
visits or when a new patient is created can be defined here. These are not dispatched directly (except
messages generated at the creation of new patients) , but are initially collected and dispatched at the
defined point in time and interval. The point in time and interval are set in the AdminTool, whereas the
message content is set in the FormBuilder. In this case, message with the same content are summarised:
If e.g. 10 queries are submitted when monitoring a single patient and the content sent doesn't differ, these
are summarised to form one message. 

For empty visit messages and the reminder-messages of the query workflow, you can additionally config-
ure the time period for the messages. To do this, enter the start and end time of the message and the
interval in days with regard to the planned visit date. This makes possible to generate warnings for over -
due visits or queries as well as reminders for upcoming visits.

For further informations on this type of message refer to product specification II „FormEngine“, chapter
"messages".

Visit plan

Patienten  sollen  meist  in  regelmäßigen  Abständen  untersucht  werden.  Die  Abstände  dieser  Unter-
suchungen werden im Visitenplan in Tagen bestimmt. Es wird unterschieden zwischen dem Visitenplan
als Template für das Projekt und dem darauf aufbauenden Patienten-Visitenplan, welcher individuell für
einen Patienten Anzahl und genaue Zeitpunkte der Visiten beschreibt.

Der Patienten-Visitenplan ergibt die horizontale Achse der Formularübersicht im DataCapture, während
die Visit-Formularfamilien die vertikale Achse bilden.
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General configuration visit plan

Fig. 35: General properties are defined in the upper part of the visit plan editing page.

Fig. 36: Creation of treatment arms and visits are defined in the middle part of the visit plan editing
page.
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Fig. 37: Specification of individual visits are defined on the lower part of the visit plan editing page.

Patients should usually be examined at regular intervals. These examinations' intervals are determined in
days in the visit plan. A distinction is made between the visit plan as a template for the project and the
patient visit plan based on this, which describes the number and precise points in time of the visits for an
individual patient.

The patient visit plan results in the horizontal axis of the form overview in the DataCapture, whilst the visit
form families form the vertical axis.

General visit plan configuration

The initial number refers to the number of visits displayed in the DataCapture on creation of a patient in
this project. The number which is input here must not be greater than the number of defined visits. A
change in this value is not respected for patients already existing in this project.

The maximum number of visits for each patients can also be defined here. If the number of existing visits
has reached this value, it is no longer possible to create new visits for this patient.

You additionally have the  option of defining the following rules by activating the corresponding check
boxes:

 Further visits can only be created after completing all forms for the last existing visit.

 Visits can not only be entered in chronological sequence, but can also be created at an earlier point
in time.

 Unscheduled visits can be created in any sequence, including non-chronological.

 The period of time in which the entry date may deviate from the relevant, current point in time may
be defined in days. If a specification is missing, any deviation in the direction is permissible. By
specifying "0", for example, you can subsequently prevent an entry date in the future from being
specified, whilst any dates in the past are permissible.

 A patient's entry date should be set to the particular, current date as default.

 Free and unscheduled visits should be preset with the current date.

 It can be specified, if visits in the visit plan view aren't displayed, if the current participant has no
display rights for at least one form in the visit. The options are  „Visits always visible (default)“,
„display with placeholder“, „hide“.

Configuration of "handling of forms"

With the settings for the handling of forms, further configuration options are available by marking the cor-
responding check boxes:
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 After the participant has created a new visit, the first form is opened for data entry.

 A  "check  data" check  box  is  displayed  in  each  form.  If  this  check  box  is  deactivated  in  the
DataCapture,  the  participant  is  able  to  save  forms  even  if  these  contain  incorrect  data  (rule
violation). In addition to displaying the check-box, it can now be defined whether the check-box
should be preselected when displayed in the form or not. With the option 'unchecked' the form can
always be saved in DataCapture the first time round, even if errors (hard rule) or warnings (soft
rule) are triggered by rules.

 After completing a form, the participant is shown a navigation selection on the confirmation page
with which he can directly continue to edit the next form (if there is a further form in the visit).

 A warning message before form exit (e.g. by closing the browser or using the browser navigation)
is displayed to the participant. An own message can be integrated in the pop-up which can be con-
figured in secuTrial® per form. The confirmation is only displayed if the participant has the editing or
modify right for the form and the form is at least partly (with an non-closed query after DEC) edit -
able.

Note: 

Because the implementation of the feature is based on a JavaScript function the display of the warning
is browser dependent. There are known limitations with these browsers:

 Firefox since version 4

Only browser defined text is displayed in the confirmation pop-up. The text configured per form in
secuTrial is ignored.

 Opera

This browser does not support the necessary confirmation function at all. As a minimal replacement
the secuTrial defined warning is displayed as a simple alert pop-up before form leave. This alert
has to be confirmed but the action cannot be cancelled.

Configuration of adverse events

If an Adverse events type form family has been created, a further configuration option for adverse events
appears in the visit plan.

Here, you have to decide whether the decision between AE and SAE is made by converting from AE to
SAE via rules or according to preselection (see below).

You additionally have the  option of defining the following rules by activating the corresponding check
boxes: 

 The AE tab of a patient's overview is supposed to be shown first when displaying the patient if the
patient has a created Serious Adverse Event (=SAE). When deselecting this configuration the first
display of the patient will  show the first displayable tab (in normal sequence).

 A query regarding adverse events should be displayed on the (form) saving confirmation page. This
must then be answered by the participant. On specification of "yes", the participant is immediately
forwarded to create a new AE.

 The interim page for entering patient entry and examination data should no longer be displayed.
With  this  configuration  the  data  is  assigned the  current  date  and  this  data  will  no  longer  be
displayed in DataCapture. It is then no longer possible for AdverseEvents to be created in non-
chronological  order.  After selecting this option,  the two options “Preset event date with current
date” and “Adverse events can be added in random (even non-chronological) order” will no longer
be offered.

 The adverse events are set to the current date as default. This can be changed manually.

 Adverse events can be created in any sequence (including non-chronological). 
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Configuration of "overview layout"

Various settings which affect the layout of the form overview and, in particular, the visit plan can be car -
ried out in this section.

 Specify which symbol for form families with just one form is to be used in the form overview. 

 Normally, the planned visit date (= calculated according to the project plan) is displayed in the form
overview above each visit. If you do not require this date, the display can be hidden here.

 Visit plan first displays only last visit and a link to show the previous visits. This may be helpful to
increase the clarity of the form overview if a high number of visits can be created in a project.

Configuration of "project-specific labels"

All texts for patient entry and creating visits that are defined on the visit plan editing page for a project can
now be separately edited for all of the languages configured in the installation.

The default value is first shown for all configurable texts, indicated via the label  "(Default)" behind the
texts. If you have saved changes to the texts, the label is transformed into a button with which you can
restore the default value.

 Title when entering the Add-ID: If the additional patient ID has been configured for the project,
the respective text on the page for creating new patients can be changed here.

 „Entry“: Here the label "Entry" on the page for creating new patients can be changed.

 Information on creating a patient: Here, you can specify a text which is to be used to create a
patient. (The entry date specified there is used as the basis of calculation for a casenode's entire
visit plan.)

 Label for the overview tab: In the DataCapture, the visit tab label is displayed above the form
overview of the visits, and is used for navigation between the various registry cards in the patient
overview.

 Row label before label from item (optional): As soon as you have selected a "Label from item" in
the visit plan, you can define the row label before the label from an item. In the DataCapture, this
text is displayed above the form family name. As soon as you have defined and saved the selected
item in the form, its contents are displayed above the form overview of the corresponding visit. One
item can be defined per visit (see section Configuration of visits).

 New visit: This text is displayed as a button for creating a new visit and as the title on the following
page.

 Information on creating a new visit:  Here,  you can specify a text  which is  to  be shown on
creating the next visit for a patient. 

 New visit: Text before repeatable visit group: This text will be displayed in front of the name of
the next repeatable visit group. By entering empty spaces, no additional text will be displayed.

 New visit:  Text before next,  scheduled visit: This text will  be displayed in front  of  the next,
scheduled visit. By entering empty spaces, no additional text will be displayed.

 New visit: Text before possible, unscheduled visit(s): This text will be displayed in front of the
respective names in the list of unscheduled visits. By entering empty spaces, no additional text will
be displayed.

 "New adverse event": The name of  the link "New Adverse Event",  which is  displayed in the
DataCapture under the adverse event tab of the form overview, can  be configured here.

 "New follow-up": The name of the link "New follow-up", which is displayed in the DataCapture
under the adverse event tab of the form overview, can  be configured here.

 "Value developments" (button for value-development reports in the patient): The name for the
buttonin the DataCapture for opening the report window can be configured here.
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In cases where no text shall be displayed at all, this can be achieved by entering an empty space (to be
done for each language).

Note:

If a text has been defined instead of the default in a previous secuTrial® version, this will continue to be
used for all languages. In this case different texts can be defined for the individual languages.

Fig. 38: Treatment arms and specification  of single visits.

Treatment Arms

In this area you can configure the treatment arms. This is only possible if the rule "Display treatment arm,
if..." has been applied to an item in a visit form. A new treatment arm can be set up by clicking on the but -
ton NEW TREATMENT ARM .

Treatment arms are initially defined independently from the visits. An existing treatment arm rule is then
selected as a condition and the visits are assigned to the various arms. Each treatment arm rule can only
be assigned to just one arm.

For each treatment arm, you can specify the maximum number of visits which can be created in that
treatment arm.

Treatment arms are always alternative sequenced visits. Normally a patient can only be assigned to just
one treatment arm. In order for arms to follow each other in sequence (e.g. to enable changing between
different arms), it is possible to select a previously defined arm as the predecessor of an arm. For each
arm, all previous and following arms are listed in the FormBuilder.

The visit arm conditions are checked during the creation of every new visit even if the previous visit has
already been created for the same visit plan arm. If it shall be possible to leave a visit plan arm via a dis -
continuity criteria prematurely and change into another visit plan arm, the negated discontinuity criteria
has to be included into the precondition for the premordial arm. If the discontinuity criteria is true the visits
for the premordial arms can no longer be created whereas the visits for the next arm can.
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Example:

– regular arm A, with condition 'critera1 = a' and 'discontinuity criteria ≠ yes', following arm S

– regular arm B, with condition 'critera1 = b' und 'discontinuity criteria ≠ yes', folllowing arm S

– special arm S, with condition 'discontinuity criteria = yes', previous arms A und B

– definition of visits in FormBuilder in the sequence A-B-S or B-A-S

In an initial visit without arm the criteria1 is checked and the distinction between arm A or B is made. After
that the visits for arm A or B are created. Either the discontinuity criteria is checked in every visit or it is
possible  to  use an unplanned visit  (without  arm)  to  check  this  criteria.  If  the  discontinuity  criteria  is
reached the following, defined visits of arm A resp. arm B, cannot be created any more but the visits for
the special arm S are created instead.

Via the triangle button you can change back and forth between the visit plan editing page and the treat-
ment arm rule definition page. You will be asked to confirm whether you really wish to change pages.

Treatment arms can be subsequently deleted, even if visits have been assigned and created in DataCap-
ture. Similarly, arms can also be subsequently assigned to visits. This could result in conflicts in existing
patient visits if visits have already been created from contradicting arms.

Optional treatment arms

Due to content-related context it can happen that one or more arms of subsequently declared treatment
arms can be skipped. To enable the correct display of patient's visit plans with skipped arms in reports
these arms can be flagged as “optional” in the FormBuilder.

The flagging of treatment arms as “optional” does not influence the creation of visits but only corrects the
display of icon and status reports.

Fig. 39: Flagging of treatment arms as optional in FormBuilder.

Configuration of visits

This is where you configure the actual visits. You have the option to to create visits in groups which can
be repeated together or to set up individual visits.

To create a new visit group, click on the NEW VISIT GROUP button.

You can give visit groups a name which can be optionally displayed as a group heading in DataCapture.
The group name can be given a numbering symbol (#), which will then be replaced by the repetition num -
ber of the group (beginning with 1), just like the visit numbering. If the group names are displayed, the
group visits which belong together are indicated with brackets in the overview.

The maximum number of repetitions (>= 1) can be entered for groups. If no maximum number is defined,
the group can be repeated as often as desired.

For groups with multiple visits, the number of visits that should be immediately created when creating the
group (>=1) can also be entered. The time lag between the visits in a group can only be defined to the
previous scheduled visit.

All visits of a group can only be assigned to the same treatment arm.
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Visit groups can be created with one unscheduled visit each. If scheduled visits have already been cre-
ated in a visit group, no unscheduled visits can be added to the group. For visit groups with unscheduled
visits only the name can be configured. The maximum number of repetitions is entered directly with the
unscheduled visit.

In the DataCapture visit groups with unscheduled visits can also be created via the option for selecting
unscheduled visits. In this case, only the name of the visit group is additionally displayed above the visit
name in the form overview of the patient.

Visit groups can also be subsequently removed (after being set to productive mode). The contained visits
will remain in both the project template and the patients. Visits cannot be subsequently assigned to a
group.

Fig. 40: Creating visit groups

A new single visit can be set up by clicking onto the NEW VISIT button.

A number must be specified for each visit. The visits are created in the specified sequence. The sequence
of the project's visit plan is now only oriented according to the numbering, not according to the interval in
days.

A text can be defined for each visit. The default value in this case is "#. visit", whereby the character "#" is
replaced by the relevant visit number (starting with 1). You may also calculate the visit number for the
label different (see online help). The default value can also be restored following changes in this case.
Due to reasons of space, this text / button is merely called "(D)".

An individual item, whose value is displayed as an additional "heading" above the visit, can be selected
for each visit. Apart from that, a separate text, in which the automatically generated number can be inser-
ted via a place holder, can be specified for each visit (see on-line help). If no text is specified for a visit,
the text is omitted completely from the form overview. At other points (e.g. in the reports), the default
"Visit" is used instead.

You must specify for each visit whether it is fixed, flexible, free or unscheduled (see Product Description I
for definition).

The interval from a specific event in days can or must be specified depending on the visit type. In the
case of flexible, free and unscheduled visits, you may choose between the entry date or the previous,
planned visit. In the case of fixed visits, the interval from any scheduled, previously defined visit can addi-
tionally be specified.

For each flexible, free or unscheduled visit, you may specify the interval which the visit date is to have in
the future or in the past. In the case of fixed visits, the date is already firmly defined. In the case of flexible
visits, the time frame for the calculated visit date is checked; in the case of a free visit, the current date is
the reference value. 

For each defined, unscheduled visit, you separately specify the maximum number of times this visit type
can be created. Unscheduled visits are not taken into account when determining the maximum number of
scheduled visits for a patient.

As of 27/05/2019 - 50 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

The VISIT PLAN PREVIEW button can be used to show the defined plan and check it for plausibility.  When
using treatment arms, alternative treatment arms are displayed separately. In visit groups without  max-
imum repetitions, the number of displayed repetitions can be set in an entry field in the pop-up window.

Fig. 41: Visit plan preview with different treatment arms and repetition groups.

Fig. 42: Incorrect visits are marked with an exclamation mark.

Centre specific visits

When using the function "Patient in multiple centres" you can also specify for visits that they can only be
viewed and edited from the creating centre. This limitation overrides the role rights to forms within the vis-
its.
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If the visit configuration or the function for patients in multiple centres is deactivated again, all previously
created centre specific visits will once again be accessible according to the role rights.

Fig. 43: Configuration as centre specific visits (highlighted) in a project with patients in multiple centres.

Hiding

You can hide visits which have already been set to productive mode. Hidden visits will then not be dis-
played or created in DataCapture. Data which has already been gathered in these visits will remain intact
but is no longer displayed.

Note: 

If these visits have already been created for patients, the visit numbering for these patients remains
unchanged:  the hidden but created visits will also be also counted. If visits are numbered in sequence
in the label, hiding visits may cause gaps in the numbering.

With new patients and when creating new visits, the hidden visits are ignored, also with the numbering.
When comparing patient visit plans that were created before hiding, visits with the same numbering can
no longer be directly compared.

Assigning forms

For every visit it must be determined which forms are to be displayed there. By default newly created
forms are not displayed. After creating forms, they must be adopted here in order for them to also appear
in DataCapture. Which forms are displayed in the respective visit can be selected in the next level via the
checkboxes.

When using automatic visit numbering, different positions of visits in different arms are indicated with mul-
tiple numbering.
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Fig. 44: Editing matrix for assigning visit forms.

In the visit plan matrix, a maximum of 10 visits are displayed next to each other. Further visits are dis -
played below with a new list of all visit forms. The number of visits which are displayed next to each other
for editing can be configured from 1 to 10 via an entry field. Visit groups are indicated with a blue bracket
above all contained visits.

In the visit plan matrix, all directly hidden forms and visits are marked with a dotted red box.

In the print and documentation view of the visit plan editing page, all treatment arms are also listed separ-
ately. For reasons of better printing, a maximum of 5 visits are displayed next to each other.

Import configuration

For each project, import configurations can be created that will apply for all forms. A link „Edit import con-
figurations“ exists for this on the project overview page. The import configuration of a project forms a new
editing area in FormBuilder. This area can only be edited by one participant at any given time.

On the import configuration editing page, all created configurations are listed in the upper area of the
screen. An element can be selected from this list for editing or a new configuration can be created. In the
lower area of the screen the selected or new configuration can then be edited.

An import configuration is defined in the same way as for the automatic import (edited in CustomerAdmin -
Tool). As the import configuration for the mass import is used directly in DataCapture, there is no need to
enter a URL or the executing participant.
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Fig. 45: Editing page for the import configurations of a project.

In order to analyse the file entries the following column headers must be entered. In some cases the
import format information contained in the forms will be overridden:

 Form type: Here it has to be specified, whether this is a multi mass import configuration for patient
forms or for centre forms. When defining an import configuration for a single centre form further
details for identifying the patient and the visits are no longer necessary.

 Patient  identifier: To  identify  a  patient  in  an  import  file  the  appropriate  column  headers  are
needed. It can be configured to automatically create patients, if they don't exist in the database. In
that case column headers for the patient's entry date and centre must be specified here (and the
imported file must contain the corresponding data).

 Centre identifier: For identifying the centre in which the patient has been or is to be created, the
centre has to be specified in the import file. The appropriate column headers are needed and must
be defined here. Centres will not be created during the import and must already exist.

 Visit identifier (for imports into visit forms): A column heading can be entered for each visit prop-
erty. It can also be configured to automatically create visits, if they don't exist in the database. In
that case column headers for the visit date must be specified here (and the imported file must con-
tain the corresponding data). During the import, the visits will be identified with all of the entered
columns or newly created (if allowed). This also makes it possible to import an unscheduled visit
with the visit name and number in a certain repetition
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 Identifiers for adverse events (for imports into adverse event forms): The configuration to allow
the creation of visits also allows the creation of adverse events and follow-ups. To identify or create
a follow-up and adverse event the number and / or event dates has to be supplied.

 Repetition groups: To import in repetition groups the repeated subform data can be specified in
the CSV file by columns or rows:

 Column-by-column with token: When importing by column, the dataset for the main form
will  be entered in one row. The contents for the repetition groups will  then be entered in
repeating columns. To distinguish between the columns, an extended identifier is defined for
the import  format.  This  extends the subform item column headings which  are defined as
external variables together with the repetition number.

 Row-by-row: When importing by rows, the dataset is not created from a single row, but from
the change in the identified  patient variables and, with visit  entry in the file, from the visit
column. A dataset for importing can then consist of 1-n rows of the import file.

 Maximum count: To prevent memory problems with a very large number of repetitions within
a dataset, it is possible to  permit only a maximum number of repetitions for each import. If
such a limitation is necessary can be determined by testing the respective project.

 When this limit is reached, the import will be stopped during the analysis and an error mes-
sage will be displayed. The error message contains a system element (in which the number of
contained repetitions is listed) and a configurable text (max. 1,000 characters).

 To calculate the number of repetitions in the import file, all repetitions in a dataset are added
together, regardless whether they are contained in a single repetition group or multiple repeti-
tion groups.

 Parser: Here you can specify the default settings for the CSV parser. These settings will be used
for the first parsing of the uploaded file during the import in DataCapture. The parser settings can
be corrected afterwards if necessary in the file preview.

 Format problem:  When using a CSV parser, a table-type CSV file is expected containing the
external keys as column headings in the first row and the values belonging to the keys in the rows
underneath, therefore the number of columns should correspond in all of the rows.

 In the case in which the number of columns is not the same it can be defined here whether such
format errors should be treated as an "error" or only as a "warning":

 If “error” is selected all rows are rejected and the import can not be performed. 

 In the case of a "warning", after uploading the CSV file only a warning will be displayed, the
import can still be performed. The first row containing the column headings will be used as the
basis for the table format: if there are too few columns in the data rows, these will be filled with
empty values (NULL), excess columns will be ignored.

 Separator: Here the character for separating and the character for including values are specified.
This is particularly necessary for interpreting text values.

 Text delimiter: If a text delimiter has been defined, values within the text delimiters are regarded
as text values. Blanks within text delimiters are not then interpreted as separating or end charac-
ters.

 Trim values: Here you can configure whether the data should be trimmed when parsing the CSV
file before it is analysed. During import, all leading or trailing blanks or other blank symbols (e.g.
tabs) are removed. Blanks (and empty spaces) within texts will be retained. Data that only contains
blanks or white spaces will be reduced to an empty text (this is interpreted as NULL during import).

 Data preprocessing - Merge values: Data that is separately listed within an import file can now
be merged during import and can be imported as a single value into a single item. For example,
this function can be used to import separately listed time and date values into a single time and
date item. It would also be possible to import two text values into a single, larger text field or the
separately listed digits before and after the decimal point of a number into a single number item.
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 To enable this function, one or more data preprocessing steps must be defined in the import format
or in the import configuration. The first step is to specify which external variables (=column head-
ings) contain the two separate values in the import file and under which new external name this
data should then be processed. Under format (maximum 100 characters), it must then be specified
how value {1} and value {2} are to be linked together: you can specify the order, character before
and after the new value or a character between the two values.

 You can then define the mapping with which the new merged import value is assigned to an item.

Form imports can be conducted into visit, adverse event and casenode forms. Imports are not possible
into image forms.

In order for the form to be recognised for the import, the format identifier must precede the column name
of the data, i.e. “format.column”. The data for different forms can be imported simultaneously within one
file. The data will then be sorted according to forms during the file analysis.

Note: 

When importing in DataCapture,  only the import  configuration for carrying out  the MMI has to be
selected. All entries in the project import configuration (like importing row-by-row or column-by-column
or the maximum count of repetitions) will then outvote the respective entries from the individual form
configurations for the single form mass import.

Labels

To provide an overview of all item labels created in a project, an overview page can be accessed via the
menu item "Labels" in the "Properties" section of the project overview page.

The label overview page lists all labels of the project in alphabetical order, with 50 entries displayed per
page. For the individual labels, the following properties are listed. The overview page itself  does not
provide any editing facilities.

 Text

 Return value

 Conversion factor

 Database ID

 Number of items in which the label is used

Fig. 46 Top section of the labels overview page.
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From the overview, each label can be selected for editing. When the editing page is displayed, the entire
project is then locked for editing (similar to editing an individual label from the label group of an item).

Changes to an individual label apply to all items in which this label is used. Should the editing cause prob-
lems to occur in the composition of a label group (e.g. the return value is no longer unique), an error mes-
sage will be displayed accordingly and it will not be possible to save the changes.

The editing page for individual labels is therefore the same as the one used to create new labels for the
label group of a radiobutton item or pop-up item.

Fig. 47 Editing page for an individual label, accessed here from the labels overview of the project.

Adverse events

Adverse events are critical events which occur outside of the normal visits and have to be handled separ -
ately (also see Product Description I "Definitions"). In the DataCapture, adverse events are shown on a
separate tab in parallel with the visits and the casenode forms. A special form family, which can be cre-
ated exactly once per project, is therefore available for these events. 

Within the adverse events, a further distinction is made between"simple" adverse events (AE) and Seri -
ous adverse events (SAE). Accordingly, forms within the adverse event form family can also be identified
as SAE forms. ATTENTION: If no SAE form is available, it may be impossible to create SAEs in the Data-
Capture under certain circumstances!

There are two different options for handling the occurrence of AEs and SAEs in the DataCapture:

1. Converting from AE to SAE via rules
Initially, the participant always completes the normal AE form(s). The rule "Open Serious Adverse
Event, if..." can be set on one of these forms. If this rule is fulfilled, the event initially created as an
adverse event is transformed into a serious adverse event, and the SAE forms are displayed in
addition to the "normal" AE forms. If nothing has been expressly specified for a project, this is the
default setting.

2. Preselection of AE or SAE
With this  setting,  the participant  must  decide,  when creating the adverse events,  whether  this
involves an AE or an SAE. Depending on selection, either only the AE forms or only the SAE forms
are displayed.
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As a rough schematic, the procedure is approximately as follows:

Fig. 48: Procedure and form compilation for adverse and serious adverse events depending on the pro-
ject configuration.

It must be noted that, on preselection of AE or SAE, a new event always has to be created to create a
serious adverse event, whilst an adverse event is transformed into a serious adverse event in the case of
the rule decision, i.e. no new event has to be created for this.

As a further option, you can set whether adverse events always have to be created chronologically or
whether the sequence on creation of a new event is arbitrary. You can select if the adverse event date is
preset with the current date or whether the date entry page is skipped entirely. The preset date is then the
current date, but it is no longer displayed in the overview..

Follow-up examinations, in  which the event forms can be filled in again,  can be created for adverse
events. 

Note:

If the creation of follow-up examinations is not desired, the "Close Adverse Event" rule can be set to
any  mandatory  field  in  the  first  AE  form.  On  meeting  the  rule  condition,  no  further  follow-on
examinations can be created. Completion of the event is also necessary if review B is to be carried out
on the form.
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Reports

Fig. 49: View of the report editing page in the FormBuilder: The overview of all created reports is shown
in the top part, with editing of the selected report below.

Reports enable an overview of the entire data status of projects. In the DataCapture, they can be called
up from the menu bar on the welcome page. Each participant only ever sees the data for the patients to
which he has access rights.

There are reports for displaying data from patient forms over the whole project (“Project overview), for dis-
playing data from centre forms over the whole project (“Project centres”) and a value development chart
for displaying pre-defined values as a chart per patient (“Single patient”).

There are various types of reports which can be created and edited from the reports page in the Form-
Builder. For details on the various report types, please refer to Product Description II "FormEngine".

For each report, the report overview list contains a link for printing out the relevant report (Print). Or you
can print all reports out via the menu button in the page header.

Reports which refer to  hidden forms, questions or items are handled specifically.  Single field reports
regarding hidden items are regarded as incorrectly defined and are therefore not displayed in the Data-
Capture. The single field per visit reports are filtered accordingly. Query reports display queries regarding
hidden items with a dot-dash border.

In the single field report, you may specify whether the unit is to be depicted for selected form items of the
IASNumberField (all number fields) or IASScoreField (score fields) types.

For the Excel download of the report in the DataCapture it is possibly to specify here a file name for the
download. The place holder '<TIMESTAMP>' can be used to include a time stamp in the file name. If a
name is given it will be used instead of the former, general file name. A short online help explains this fea-
ture.
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Automatic report FTP transfer

If an automatic, periodical transfer of SQL reports to an external server was configured for the project in
the CustomerAdminTool, additional configurationscan be made in the FormBuilder for all  SQL reports:

 Interval:  The export  interval  can  be individually  set  for  each  SQL report.  The interval  can be
entered in minutes (5 minimum), hours or days. It is calculated from the start time defined in the
project scheme.

 File name (CSV): This is the name of the CSV file into which the report will be exported. If no ZIP
file name has been defined in the scheme, each SQL report is exported and transferred as a single
CSV file. If a ZIP file name has been entered, the SQL reports with the CSV names will be zipped
in the ZIP file and only the ZIP file will be transferred. The placeholder "<TIMESTAMP>" will be
replaced by the generation time. Should the CSV file name not be unique for the ZIP file, the file
name will be automatically extended with a number suffix.

The file name specification can also include a relative path to a subdirectory of the export directory spe -
cified in the CustomerAdminTool scheme. The given subdirectory must exist and have to be reachable
with the given login credentials (login password) in the scheme. No zip file name must be supplied. The
SQL report will then be exported as a csv file into the specified subdirectory.

Example:

Export directory scheme: file:///C:/export/
Report name 1: teil1/report1.csv
Report name 2: teil2/report2.csv
Export report 1: file:///C:/export/teil1/report1.csv
Export report 2: file:///C:/export/teil2/report2.csv 

Fig. 50: Editing page for SQL reports with highlighted area for configuring automatic exports.

Note:

When using file names without timestamps or with non-unique names, any already existing files on the
external FTP server will  be overwritten without notification. The exports on the secuTrial server will
nevertheless  exist  separately  for  every  single  transfer.  The  automatic  reports  are  exported  to  the
respective export  directory  of  the secuTrial  area (setup/productive).  Using very short  intervals  and
many reports will result in a large number of files in a short time!

On the report editing page of the FormBuilder (see fig.  49), the general configuration for the automatic
export is displayed in the report list as an additional property under the column title "Autom. export" with
"yes" or "no".

Important:

During the execution of the automatic export of SQL reports only those exports will really be created
and transferred where the executed SQL statement has at least one entry in the result set.
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Additional settings

Here you can also set the following display settings for each report:

 Show reports of all centres immediately: By default every report is initially displayed with only
one centre expanded. The other centres are closed and can be expanded by clicking on the tri-
angle. If this option is selected, the data from all of the centres is immediately displayed.

 Display all pseudonyms:  By default for each report only the Pat ID is displayed as the identifier.
If this option is selected, the Add ID and Lab ID will also be displayed depending on the project
configuration.

 Display randomization: In projects with simple or configurable randomization, with this option you
can  select  whether  the  randomization  group  or  randomization  number  (with  blinding)  is  also
displayed with the pseudonym.

 Help: here  it  is  possible  to  specify  an  individual  help  text  for  every  report.  This  text  can  be
formatted with HTML and / or CSS. The defined help text can be opened via the link "Preview" in a
help pop-up which is similar to the display in DataCapture.

There are also various sorting settings for reports: 

 Alphabetical: Alphabetical sorting of the report by pseudonym. 

 Timestamp: Sorts the report according to the save date of the patient (the creation timestamp for
entering a new patient). 

 Patient entry date: Sorts the reports according to the entry date of the patient which was entered
when the patient was created.

To copy a report, click on the COPY link.

Configuration of reports in projects with CPV

In projects with centre-specific project versioning it is no longer possible to delete reports. Instead, the
reports can be hidden, just as with visits or forms. They will then be disregarded in centres where the ver-
sion with the hidden report is being used.

Note:

If centre-specific project versioning is deactivated for the entire project, all hidden reports will once
again become visible! They can then be deleted.

In projects with CPV changing the report type is only permitted between the ‘single field’, ‘single field per
visit’ and the ‘status’ report. This restriction is necessary because otherwise it would be possible for differ-
ent report definitions to be simultaneously displayed for a participant in multiple centres with different pro-
ject versions.
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Statistics

Fig. 51: Configuration of recruitment statistics.

The statistics can be used to visualise the course of recruitment for a project or the data for individual
form fields. To do this, there are four different recruitment types and six different data types for discrete or
numerical items.

Select the statistics type which you would like to create and click onto  ADD. You must specify a title;
wherever possible, assign unique names in this case.

A category can be defined for the statistics, in order to summarise several sets of statistics which are
related. You may e.g. assign several charts referring to hepatic values to the "Hepatic values" category.
Depending on type, the category's default setting is "Recruitment" or "Data".

Depending on the type of statistics, you must additionally specify various data regarding the time config -
uration, evaluation, evaluated status, the visit, the item or the range of values. For a precise description of
the individual data, please refer to Product Description II "FormEngine".

The statistics can be optionally generated per project, centre or country. Select the corresponding cat-
egory under generation. On generation per centre, separate statistics files are generated according to the
statistics definition for each centre existing in the project. In the AdminTool, the rights are assigned per
statistics definition; the relevant centre statistics files are then displayed to each participant according to
the role rights for each of his centres. In the case of the country statistics, the right of access to one con-
tained centre is sufficient to display the statistics.

For numerical items, the value ranges into which the saved data are to be subdivided for evaluation have
to be specified. You should specify at least two value ranges in order to obtain meaningful statistics. The
value ranges are checked  for plausibility before saving, i.e. to determine whether gaps or overlapping
ranges are present. This check can also be carried out in advance via the SORT AND CHECK button.
However, questionable value ranges (marked with a question mark) can still be saved following a warning
notice (Fig. 52).
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Fig. 52: Configuration of numerical data statistics with warning notice regarding the value ranges.

A chart type must also be selected for each statistics type. Depending on statistics type, up to five differ-
ent chart types are available for selection, whereby the various bar and pie charts each offer a 3D view.
The type which you use is dependent only on which type depicts the desired information most clearly. For
details on the possible types, please refer to Product Description II "FormEngine".

If you no longer wish to have the statistics in the project, they can be removed from the project using the
REMOVE button. For deletion to take effect, however, it must additionally be confirmed by pressing the
SAVE or the SAVE AND BACK button.

Clicking onto  the  SAVE or  the  SAVE AND BACK button accepts  all  changes.  These  are  discarded with
CANCEL.

Attention: 

All changes on the statistics editing page, i.e. the creation of  new statistics, the editing of  existing
statistics and also the removal of statistics are only effectively accepted permanently by saving the
page!
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Patient letter

Fig. 53: View of a form overview in the DataCapture. The patient letter is shown via the PRINT LETTER

button beneath each visit. This button is displayed to each participant who has the right to edit
one of the visit's forms.

This function enables the participant to create an excerpt of form data from various forms per visit and to
print these out with a fixed header text ("Prolog") and footer text ("Epilog"). For example, this enables the
participant to give the patient the essential results of a visit or to forward these to the general practitioner.

Fig. 54: Editing page for the patient letter: A general text can be input and values can be selected from
the visit forms.
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The title, start and end of the letter can be input here as HTML format text.

The form fields which the patient letter is to contain are selected here. The text which is to be displayed
before and after the item value in the letter can additionally be input.

The “Show preview” link can be used to check the design of the patient letter in a separate window. Of
course, it does not yet contain any patient data in the preview. These are indicated by the [..] place holder.

Project documents

Fig. 55: Welcome page  of  the  DataCapture  with  download  area.  Clicking  onto  the  link  opens  the
browser's download window, and the corresponding document can be downloaded from the
server onto the participant's local computer.

This function enables the upload of documents which are available to the DataCapture users for down-
loading on the welcome page. The documents can be released for all participants or in a role-related
manner in the AdminTool (they are not displayed in the DataCapture beforehand).
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Fig. 56: Editing page for project documents in the FormBuilder. The status specifies whether the docu-
ment is actually available on the server. Only available documents are available for download
in the DataCapture.

These documents can be uploaded from the FormBuilder to the server on the Project documents page.
The link text and a short description of the document can be specified in this case. Here it is also possible
to enter HTML formatting. This HTML formatting is interpreted in DataCapture and the displayed text will
be formatted accordingly.

The SEARCH... button opens a browser window which enables the user to search through the local file sys-
tem and to select a file for uploading to the server. The selected file initially appears with its complete path
in the text field. The SEND DOCUMENT button then starts the actual upload. 

Attention: 

This process should not be cancelled by another action! Please wait until the browser window reloads
and the uploaded file is listed in the lower overview. Only then has the file actually arrived on the
server.
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Qualification test

Fig. 57: When the participant logs into the DataCapture, the user has a reduced menu bar and a new
option, "Qualification test". This takes him to the test overview, in which he can see the results
of previous tests or call up the test.

In certain projects, it is desirable for the participant to first qualify for actual data capture and demonstrate
a certain basic knowledge. To do this, the FormBuilder enables the creation of a qualification test consist -
ing of simple multiple choice questions. Only after passing the test can the participant record and edit
patients. 

Fig. 58: Participant overview in the AdminTool with specification of the test status.

The status of the participants is administered in the AdminTool (candidate, active or inactive). There, it
can be seen which participant has already taken the test and whether he has passed it. Explicitly setting
the status on the participant editing page is also possible ("cheating" is therefore permitted for the admin-
istrator). No rights have to be assigned for the test form.

Welcome texts for the qualification test and the button label can be configured in the AdminTool → design
under  DataCapture texts for participants.

Test form

In the FormBuilder, the test is created as a multiple choice test in two steps. First a test form must  be
defined. This can only be created as a subform, and may only contain radio buttons, check boxes and at
least one score field for the evaluation. In this case, the form is expressly identified as a "Test form". It is
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not saved in the database,  and does not  therefore require  any specification on the DB table or DB
columns. 

A score field, which must be provided with a corresponding calculation rule, is required to evaluate the
test. In evaluating radio button items, the conversion factor can be used for score calculation if e.g. only 1
out of 5 different options is correct.

Test definition

Fig. 59: On creation, the test must be given a name, which is shown in the test overview on the tab. All
thus marked subforms can therefore be selected as test forms. The result field must be a score
field.

The actual test is then configured on the project layer. The test is only actually displayed in the DataCap-
ture by saving these data. Exactly one test can be created for each project. To do this, the – previously
created  – test  form and the result  score field must be selected.  The minimum number of  points for
passing the test must also be specified. Optionally, the maximum achievable number of points can also
be specified; in this case, the participant is not only shown the overall result (passed or failed), but also
the percentage achieved.
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Lookup tables

Fig. 60: Overview of lookup tables.

Defining lookup tables

Separate lookup tables can be defined for each project. The user of the DataCapture tool can therefore
be provided with selection options in the form of drop-down fields. As lookup tables are always defined for
an entire project, re-usability is given in the case of frequently occurring selection options (e.g. between
"never", "rarely", "frequently", etc.). There are three different types of lookup tables:

 Simple lookup tables are designed as a simple option for choosing between self-defined values.
This type of lookup table can be linked in a hierarchy, i.e. higher level tables can be defined (for
combined display in IASMultipleSelection or IASCombinedSelection question components).

 Extendable lookup tables can be extended by the participants by clicking on the corresponding
OTHERS button. Personal values can therefore be entered and transferred instead of the specified
ones. Extendable lookup tables cannot be specified as higher level tables.

The hierarchically linked lookup tables are particularly useful in the case of causally connected options.
After selecting "Pregnant" from table A, for example, it should be possible to select, in table B, the length
of time for which the relevant person has already been pregnant (">12th week", etc.). Various prerequis -
ites must then be met:

 Table A must have been specified as the higher table for table B.

 The desired selection options in table B (e.g. ">12th week") must possess the corresponding entry
from table A as the higher entry.

If you have now included these two tables in the form, table B only contains the selection options belong-
ing to the current selection in table A.

For every lookup table it is listed in how many forms and which forms (to view, click on the expand tri -
angle) it  is used and in which items. You can use this list  to directly access the editing page for the
respective form or item.
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On release of the project,  the entries of  lookup tables from the development project are transferred,
together with the entire form setup, to the productive project and are versioned. 

The entries of participants in extendable lookup tables are not taken over into the productive setup on
release or included during setup export.

For lookup tables used in productive mode, individual entries can also be hidden from use in DataCap-
ture. In the case of extendable lookup tables, only entries that have been entered in the FormBuilder can
be hidden.

In the form implementation view, hidden lookup entries are likewise documented with a red "X" next to the
entry in the list below the entry area of the form.

Import in lookup tables

When editing lookup tables, CSV files can also be imported into the table as entries. For the import you
can select whether the order is entered into the file as the first additional column and whether the existing
entries are to be overwritten. 

Fig. 61: Example: Import in lookup tables

After selecting the CSV file, in the preview window it is still possible to adjust the column divider and the
text delimiting character settings.

When performing an import into an individual lookup table, all of the entries are arranged one below the
other in a single column. If there are no deviating orders, they are imported in the same order as listed in
the file. When importing into simple or hierarchically linkable lookup tables, multiple columns with entries
can also be imported. In addition to the original table, further tables will then be created and the entries
will be linked together accordingly.

When importing a multiple-column file is made into the upper table of already hierarchical linked tables
the lower columns are imported into the existing, lower lookup tables. Only if there are no lower tables,
they will be created new.

In the case of multiple imports, the text contained in the new entries is compared with the existing entries.
Identical entries are rejected and not imported again. New entries are normally appended to the existing
ones. However, if "Overwrite entries" is selected before importing, values can be overwritten. The over-
writing process is then based on the order of the entries. In some cases it may be necessary to explicitly
specify the order in the import file.
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Organize form families

Fig. 62: Example: Organize visit families

As soon as more than two visit, centre, casenode and centre-subform or subform families have been cre -
ated in a project, the forms can be freely organised within these families by clicking the button ORGANIZE

FORM FAMILIES. Before clicking the button you can choose the form family type you want to organize from a
dropdown list.

The forms can then be shifted between the individual families, and the sequence of the families and forms
can be edited.

Under "Displayed order" the sequence of both the form families and the forms can be changed. Under
"Switch to", the form family into which the form is to be shifted can be selected.

Note:

The visit plan is not changed via this organisation. Medical data which have already been ascertained
are also retained. The view in the form overview is restructured accordingly, and the icon display may
change  under  certain  circumstances,  as  these  depict  the  currently  calculated  sum  status  of  the
contained forms.

5.4 Layer: Form family

Creation, types, copying
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Fig. 63: Creation of a form family, in this case: For visit forms.

Once you have created and edited a project, clicking onto NEW FORM FAMILY takes you to the next lowest
form family layer.

A PRINT button, above which a pop-up with an exhaustive portrayal of all data input on this page is loc -
ated, can be found on all layers of the FormBuilder. After clicking on and opening the print display, the
browser's print dialogue is automatically called up.

Preview

Fig. 64: Implementation view of a form in the preview.

The overview on the form family page contains the PREVIEW button, via which a pop-up with the form pre-
view for the selected form opens. Various form views can be selected in this preview window.

Fig. 65: Header and footer of the form preview. The header and footer will not be printed.

Preview:  The general preview shows how the open form will look like in the DataCapture.

Print display: The print display shows the form view in the DataCapture print display.

Implementation view: The implementation view (default) documents all structure and rules defined for
this form. Above the lower button bar is a list of all answer options hidden in drop-down lists.

The implementation view contains one or more clickable references for each question. Clicking onto one
of these opens the entry on the question, rule, etc. whose link you have clicked in the FormBuilder main
window. This therefore takes you very quickly to the desired element in the form, without first navigating
through the entire FormBuilder hierarchy.

In addition special or incomplete rule conditions will be marked in the implementation view. These mean:
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Rule conditions from another form or visit.

Incomplete rule conditions (e.g. if rules can't be be copied completely, because their format doesn't
correspond with the target item format)

Marks a rule's precondition.

Annotated CRF view: In this view the used secuTrial® component types, the unique question texts and
the database column names of the items are displayed. Rules and rule conditions are not displayed.

Search display: The search display depicts the layout of the form search in the ExportSearchTool.

Using the RELOAD button displays the changes, which you have carried out in the form in the meantime, in
the form view without closing the popup window.

The page can be printed out using the PRINT button on the right side of the footer. In the preview window
of a form, under the menu bar at the top you see a coloured bar which signals an appropriate printing
width in A4 portrait format for the form layout:

 green: printable

 yellow: only printable if scaled down

 red: only printable if extremely scaled down

Note:

This is only an estimation. The actual printed copy can still be influenced by selecting another paper
format or using the enlargement/reduction function in the browser.

Properties

In the main area 

Here you have the option of naming the family under Form family name. In the form overview, the differ-
ent types of form families are depicted with partially different colours via the file card tabs. In this case,
normal, clinical forms are called Visit, because they are each assigned to one visit. Casenodes are form
families on the status of a patient (in the DB patient per project = casenode); these are subsequently cre-
ated e.g. for address or centre changes and departure from the project. Adverse Events are responsible
for adverse events; the Image form family enables the clear presentation of forms with images; Subforms
are for the creation of repeated questions (RepetitionGroups, see Product Description II “FormEngine”).

If multiple casenode families are defined, the forms of the family will be displayed in separate casenode
tables in the form overview of the DataCapture. The tabs are labelled with the names of the correspond-
ing casenode family and arranged in the order of the families.

In addition there are the two form families centre and centre-subform which provide the possibility to to
enter information that applies to all patients in patient-independent forms for each centre. These forms are
displayed in the DataCapture in a centre form overview and are listed and filled out just once without
repetitions, just like casenode forms.

Image and adverse event form families can only be created once for each project.

Displayed order offers the option of sorting several form families, which impacts on their presentation in
the DataCapture.
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Note:

The required numbering for the form families means that you must subsequently define the order even
for sub-forms. However, this will only be necessary in FormBuilder.

Like the name of the casenode and the image family, the name of the adverse event families is also used
as a tab text in the form overview. In contrast, the text for the visit plan tab is configured in the editing
page for the visit plan.

If the forms of a form family are not assigned to any visits or are completely hidden in DataCapture, the
form family is marked with a grey cross in the overview under Hidden.

In the content overview

This contains the list of the forms contained in this form family. Clicking onto the name of a form opens it,
NEW creates a new one and DELETE deletes an existing one. SHOW opens a new window with the above
described form preview.

If a form is not assigned to any visits, it will be marked with a grey cross as indirectly hidden in the content
overview under Hidden.

By clicking the button ORGANIZE FAMILIES you can move the forms within a form family.

The COPY FORM FAMILY FROM button can be used to copy an existing form family, in order to save work in
the case of similar families. Only subform, casenode and visit families can be copied within a project.

Copy form family from...

Fig. 66: Copying a form family

After pressing the  COPY FORM FAMILY FROM button, you are forwarded to a new page. The input screen
available here enables you to copy a complete form family from one of the created projects and to make it
available in the current project.

The view is subdivided into two areas. The left-hand side contains the selection of the source form family,
whilst data regarding how the form family is to be copied have to be input on the right. The data do not
have to be taken over 1:1 from the source form family; instead, you can e.g. adapt the title for the new
family by hand.

 Project Is the project from which the form family is to be copied.

 Form family Is the form family to be copied. The designation of the form family
can be changed as desired.

As of 27/05/2019 - 74 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

 Sequence Designates  the  sequence for  the  new  form  family,  within  the
project, in which the form family is copied in.

By clicking onto SAVE AND BACK, your inputs are accepted and the form family is copied. CANCEL discards
everything and you are returned to the previous page.

5.5 Layer: Form

Creation, types

Fig. 67: Form with questions contained therein.
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After clicking onto NEW FORM under form family, you are taken to the next lowest Form layer. You can cre-
ate a new form in this window. You can also create a new form by using an existing form as a template for
a copy (see below). 

The User inputs radio button generates a form for inputting data: In this case, there are three parameters
which affect its processing and are therefore defined in the identically named area: Save produces a nor-
mal form for data capture. The analogue variant of this is the  Print type. This is used to create forms
which are only to be printed. They do not need any database reference, as no entries are saved. Pure
display forms, which do not permit any user inputs, can also be defined. These are not mapped on data-
base objects; instead, the fields have to be filled from other forms by means of take-over-value rules.

In the upper menu bar on all form editing pages there is a PREVIEW button and an IMPLEMENTATION button
which directly open the respective view in the preview window.

Additional processing method double data entry (DDE)

If double data entry (DDE) has been set up for a project, at the form level you can configure the pro -
cessing method for the individual forms with the additional checkbox. This is possible for the visit, the
centre and centre-subforms, as well as for adverse event and casenode form types. Image forms cannot
be captured with DDE. With subforms the data entries are determined by the configuration of the main
form.

Fig. 68: Additional checkbox for form processing with DDE configuration

DDE processing can also be set retroactively for forms that have already been set to productive mode.
This cannot be reversed and it  is therefore important to carefully consider this action! When copying
forms, DDE can be selected or deselected. This can be used as an alternative for resetting forms which
have not been set to productive mode. Users will receive a warning message when setting DDE pro-
cessing.

Fig. 69: Message when clicking the checkbox for DDE in a form.

Important:

After setting and saving form DDE processing, this cannot be reversed!
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Additional processing method randomization

If configurable randomization has been set up for a project, at the form level you can configure "Random -
ization" with the additional checkbox as the processing method for the individual forms. This is possible
for the forms of the type visit and casenode. Image- and adverse event forms as well as centre-, centre-
subforms and subforms can not be used as randomization forms. The configurable randomization button
created in the form is then no longer displayed as a button but as a notification text. In this case, the ran-
domization will take place in one step when saving the form data.

Fig. 70: Additional checkbox for Form processing with configurable randomization.

When entering stratification factors for the configurable randomization buttons of such a form, only that
form in the current visit can be selected as the sources of the values.

The randomization form is intended to be used for entering the stratification factors directly with the ran-
domization. This enables stratified randomization to be performed in one step and guarantees that the
stratification factors used for the randomization are saved exactly as they have been used.

Additional processing method e-signature

If the scalable e-signature has been set for a project, at the form level you can configure with the addi-
tional checkbox whether the e-signature is requested when saving the data or not.  This then always
applies for the entire form.

If a form is defined as a pure print form, the values input by the user are not sent to the server, but are
printed out in the client's browser using Javascript. This form of processing limits the selection of possible
and sensible types in the further definition of the form. Types which require a server contact for their func-
tion, such as e.g. scores,  are not  possible in these forms. Such forms may possibly be sensible for
enabling the documentation of patient address changes in an appropriate form for the physician. As in the
pseudonymisation form in secuTrial®, such personal data should not be processed by the server.

Once selected, the type of processing can only be changed as regards the selection and deselection of
the print property. If you select "Save" and "Print" for the processing of a form, printing will always be
immediately triggered in DataCapture when saving data entries. You can still print saved forms without
"Print" processing in DataCapture by using the print button from the form menu above the data entry. 

If the form which has already been set to productive mode shall no longer appear in the DataCapture, the
option “Hide in the DataCapture” can be used. After setting the option and saving again, the entire form is
no longer visible in the form overview in the DataCapture. On hiding, this form is also no longer included
in calculation of the completion or the SDV status of a visit or a casenode. In the implementation view,
hidden forms are shown with a red slashed border. The option “Hide in the DataCapture” is only available
for projects which have already been set to productive mode. Otherwise, you may simply delete the form.

Configuration with scaleable Data Correction (DC)

If  “scalable” is selected for this workflow in the project, the same selection can be configured for the
forms. Once “scalable” has been selected for a form, individual items can then be released for correction.
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Fig. 71: Configuration of the workflow on the form editing page.

Fig. 72: Correction configuration page of all items of a form.

The items can be set to correctable on the normal editing page for the individual items or from a selection
page for the entire form (see Fig. 71 and 72).

Complex question components

In question components where the layout and the entry type for the contained items have already been
defined by the component type of the question, it is only possible to configure all of the items within the
question in the same way. On the selection page only the checkbox for the first item can therefore be
edited; all other checkboxes will automatically be set the same way (see Fig. 72).This also applies to the
configuration on the individual editing page of the items. A short online help text is displayed for these
components. 

This applies to the following question components:

 IASCheckboxMatrix

 IASUnitGroup, IASHorizUnitGroup

 IASMutlipleSelection, IASCombinedSelection, IASHorizCombinedSelection

 IASVertRBMatrix, IASHorizRBMatrix

 IASCatalogGroup

Subforms

Subforms can be used in different main forms. For this reason the items in sub-forms can be released for
correction independently from the explicit configuration of the sub-form in which they are contained. How-
ever, the item configuration is additionally determined by the overall configuration of the main form: if the
main form is set to "always", then all of the items within the  sub-form will be correctable; if the main form
is set to "never", then none of the items can be corrected. The item configuration of the sub-form is only
actually taken into account if the main form has been set to "scalable".

Subform items are also displayed on the selection page of a main form and can be configured there (the
selection page is only displayed if the main form has been set to “scalable”).
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Copy form

Fig. 73: Input screen to copy a complete form.

After pressing the COPY FORM button, you are forwarded to a new page. The input screen available here
enables you to copy a complete form from one of the created projects and to create it in the current pro -
ject.

The view is subdivided into two areas. The left-hand side contains the selection of the source form, whilst
data regarding how the form is to be copied have to be input on the right. The data do not have to be
taken over 1:1 from the source form; instead, you can e.g. adapt the title or the description for the new
form by hand.

 Project Is the project from which the form is to be copied.

 Form family Designates the form family in which the form to be copied should 
be located.

 Form name (overview) Is the selection of the source form to be copied. In the target form, 
this designates the name of the new form on the form overview.

 Form name (title) This is the name of the new form on the form display.

 Displayed order Designates the sequence or the numbering used within the form 
family into which the form is copied.

 Description A new description can be specified for the new form, or the old one
can simply be taken over.

 Database table Requires the specification of the table name under which the form 
is to be saved. The default value for the specification simply 
consists of the (possibly extended) original name. This can be 
freely selected; the basic principles which apply are the same as 
for all table names.

By clicking onto  SAVE AND BACK,  your  inputs  are  accepted  and the  form is  copied.  CANCEL discards
everything and you are returned to the previous page.
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The property regarding whether a form, question or item is hidden or not is lost during the copying pro-
cess. As the newly created copy is not yet productive, undesired questions can simply be deleted.

If you copy a form with lookup tables from another project, the lookup tables which are used, including all
values, are copied into the current project. The tables are automatically renamed in this case. This is also
the case on repeatedly copying the same form; you then obtain multiple issues of the previously identical
lookup table.

Prerequisites and following actions

Prerequisites

When opening a form in  the DataCapture,  the defined form prerequisites are first  checked before a
decision is made as to whether the participant may and can edit the form. Exactly one prerequisite can be
defined for each form. A prerequisite may consist of a rule which has to be fulfilled in another form, or of a
saving status to be achieved for another (preceding) form.

The following rules can be selected:  "Input only possible if...", "Inputs impossible if...", "Form input only
possible if..." and "Form inputs impossible if...". The last two rules have been created specifically for use
as prerequisites, as they have no effect whatsoever in their own form. In this case, "not possible" and
"only possible" only differ in the handling of forms for which no data have yet been input because they
have not yet been saved or no data have yet been input in the field on which the rule is present. There -
fore, consider which form is appropriate.

On use of the form status as the prerequisite, it is only possible to select forms which belong to the same
type, i.e. visit forms, casenode forms or adverse event forms. When checking the prerequisite, only those
forms originating from the same row, i.e. the same visit or the same AE follow-up examination. However,
prerequisites are globally defined, and it is not possible to define a different prerequisite for each visit,
even if the defined form does not occur in a visit.

The statuses can be freely combined: On selection of "empty" status, however, all other data are ignored.
As long as the form has been saved, irrespective of how, the prerequisite is regarded as met. Otherwise,
all statuses which are adequate as prerequisites should also be selected.  "Completely filled" does not
automatically include "Partly filled".

In addition you can define an error message text for the status preconditions with max. 500 characters.
This will be displayed in the DataCapture, if the precondition for editing the form is not fulfilled. The error
message text can be formatted in HTML. Please note that the unformatted error message text will already
be displayed in red boldfaced letters on a white background.
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Following actions

Fig. 74: Creation of a message as a following action on saving a form with a specific status.

In the case of Following action, a message is sent to an e-mail address or a fax recipient in the case of a
specific triggering status for the form which are selected in the upper part of the page. The message con-
tent and title are input in the FormBuilder; the e-mail address or fax number of the addressee are entered
in the AdminTool  under resources.  (The generation of  a fax is  only possible  if  an (iAS)fax server  is
installed.)

You can mark in addition the resending of messages through an additional template text which can be
entered accordingly. This information will then be displayed before the message if the message was pre-
viously triggered with the current settings in the Audit Trail of the form. This indicates that the result has
already been reported, e.g. in the case of an automatic Adverse Event message.
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For form and rule messages that enable the inclusion of form questions in the message, changes to the
dispatched form values can be marked by configuring this in FormBuilder. The values of the current form
will then be compared with the last entry in the audit trail. Changed values are highlighted in red in mes-
sages with HTML formatting. In text messages the changes are indicated with '(changed)'. The note in
DataCapture under 'Sent messages' is saved in HTML format. It is only possible to mark changes for
questions from the respective form of the message.

For further informations on this type of message, refer to product specification II „FormEngine“, chapter
"messages".

Form import

Fig. 75: Import is defined as an optional form property. The number of previously defined formats is dis-
played on the form page. 

After clicking onto the EDIT IMPORT FORMATS link, the following page, on which you can edit the available
import formats or create new import formats, is displayed. If an import format is defined for a form, an
additional button is displayed on the form page in the DataCapture. 
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Fig. 76: On the import formats page, all previously created formats are listed in the upper part. For edit-
ing purposes, an existing format can be selected or a new format can be created. Editing is
then carried out in the lower part of the page (see below).

After clicking onto the  NEW IMPORT FORMAT button, you can edit the  properties of the new format in the
lower part.

Name: The new import format first has to be given a name e.g. the name of the device. This is displayed
in the DataCapture.

Identifier: For mass importing several different forms a identifier unique in this project has to be given.

Data record identifier

 Via patient variable: One, two or three variables which identify the patient can be specified as an
optional field for an import format. If such a field is specified, the value specified therein is com-
pared with the current patient. The two variables search for the patient via the pseudonym (Pat-ID),
the additional ID (Add-ID) or (if configured in the CustomerAdminTool) the Lab-ID. If only one vari-
able is specified, searching is only carried out in this field. However, the patient which is found must
be unique. If several variables are specified and various patients are found via this, this represents
an error.

 Via form field: One further  optional  field  is  the data  record identifier.  The value,  the variable
defined via the data record identifier (an item from a form), is compared with the values in the forms
to identify a specific form. The found value must be unique, i.e. it must refer to only one form. If
forms from several visits or patients, in which the corresponding value occurs, are found, this rep-
resents an error and import cannot be carried out. Only number or text fields are possible as data
record identifiers. As in the case of mapping, you specify an external variable name, which can take
any form, for the internal variable. The selected variable cannot additionally be used for import.

Visits

 Choose on import:  If you click on this option, when importing data in DataCapture the visits which
are to be imported will be directly selected.

 Specify in import file: If you click on this option, the visits which are to be imported must already
be entered in the import file in an additional column. You can choose from 3 different options for
naming the visits: 

 Date of the visits, name of the visits or number of the visits. 

 Additionally, you must enter a column heading which must be identical with the one in the
imported file.
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Numerical format: Here, you can specify whether the numerical values in the file to be uploaded are
available in the English or German format. The German numerical format is set as default (decimal point
is specified as a comma).

Text comparisons: By clicking on, you can specify whether you would like to ignore higher and lower
case letters in the variables or option values. 

Mass import: If the import format is to be used for mass imports, the check box must be set here. At least
one CSV parser must then be defined. If the import format for mass import is permitted, mass import in
the DataCapture is possible from the welcome page using the IMPORT button.

Parser

At least one explicit parser, which is able to process a specific data format, must be specified for each
import format. Only parsers which have already been implemented can be selected here. At present, the
user can choose between the listing parser (default) and the CSV parser. 

 The listing parser is able to process the following files:

 Each value pair (variable=value) is located individually in a line

 Variable  names contain  no  blanks,  text  limiters,  separating characters  or  assignment
characters.

 Blank  lines  or  lines  which  contain  no  equals  characters  (=allocation  character)  are
ignored.

 Assign character: Here the character for the allocation of variable and value is addition-
ally specified. The equals character is used here as the default. 

 Text delimiter: If a text delimiter has been defined, values within the text delimiters are
regarded as text values. Blanks within text delimiters are not then interpreted as separat-
ing or end characters. 

 A line break within a text value represents an error. Text values must not contain any text
delimiters. 

 Separating or allocation characters within a text are ignored.

 The CSV parser processes the following files:

 Excel file as *.csv

 The variables are specified in the first line, and the values as of the second line

 Only one patient may be defined per line

 On individual import, the CSV parser only processes the values of the second line

 Variable names contain no blanks, text delimiters, separating characters or assignment
characters.

 Format problem: When using a CSV parser,  a table-type CSV file is expected containing the
external keys as column headings in the first row and the values belonging to the keys in the rows
underneath, therefore the number of columns should correspond in all of the rows.

 In the case in which the number of columns is not the same it can be defined here whether such
format errors should be treated as an "error" or only as a "warning". 

If “error” is selected all rows are rejected and the import can not be performed.

In the case of a "warning", after uploading the CSV file only a warning will be displayed,
the import can still be performed. The first row containing the column headings will be
used as the basis for the table format: if there are too few columns in the data rows,
these will be filled with empty values (NULL), excess columns will be ignored.
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 Separator: Here the character for separating and the character for including values are specified.
This is particularly necessary for interpreting text values.

 Text delimiter: If a text delimiter has been defined, values within the text delimiters are regarded
as text values. Blanks within text delimiters are not then interpreted as separating or end charac-
ters.

 Trim values: Here you can configure whether the data should be trimmed when parsing the CSV
file before it is analysed. During import, all leading or trailing blanks or other blank symbols (e.g.
tabs) are removed. Blanks (and empty spaces) within texts will be retained. Data that only contains
blanks or white spaces will be reduced to an empty text (this is interpreted as NULL during import).

A name to identify the parser is specified for the user. If the user has access to several import formats for
one form, the user must select an explicit format and the parser on import.

Data preprocessing:

 Merge values: Data that is separately listed within an import file can now be merged during import
and can be imported as a single value into a single item. For example, this function can be used to
import separately listed time and date values into a single time and date item. It would also be pos-
sible to import two text values into a single, larger text field or the separately listed digits before and
after the decimal point of a number into a single number item.

 To enable this function, one or more data preprocessing steps must be defined in the import format
or in the import configuration. The first step is to specify which external variables (=column head-
ings) contain the two separate values in the import file and under which new external name this
data should then be processed. Under format (maximum 100 characters), it must then be specified
how value {1} and value {2} are to be linked together: you can specify the order, character before
and after the new value or a character between the two values.

 You can then define the mapping with which the new merged import value is assigned to an item.

Repetitions: Imports in repetition groups is possible by columns or rows. 

Column-by-column with  token:  When importing  by  column,  the  dataset  for  the  main  form  will  be
entered in one row. The contents for the repetition groups will then be entered in repeating columns. To
distinguish between the columns, an extended identifier is defined for the import format. This extends the
subform item column headings which are defined as external variables together with the repetition num-
ber.

Row-by-row: When importing by rows, the dataset is not created from a single row, but from the change
in the identified patient variables and, with visit entry in the file, from the visit column. A dataset for import-
ing can then consist of 1-n rows of the import file. 

Fig. 77 If the import format is configured accordingly, these two import files would import the same data

 Overwrite existing repetitions / Append to existing repetitions: In addition you can specify
whether all repetitions for a form should be overwritten or whether all imported repetitions should
be appended to already existing repetitions.
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 Maximum count: To prevent memory problems with a very large number of repetitions within a
dataset, it is possible to permit a maximum number of repetitions for each import. If such a limita-
tion is necessary can be determined by testing the respective project.

 When this limit is reached, the import will be stopped during the analysis and an error message will
be displayed. The error message contains a system element (in which the number of contained
repetitions is listed) and a configurable text (max. 1,000 characters).

 To calculate the number of  repetitions in the import  file,  all  repetitions in a dataset  are added
together, regardless whether they are contained in a single repetition group or multiple repetition
groups.

 Import filter: In the case of multiple imports of the same file, you can prevent the data from being
imported all over again by defining import filters in import formats. The filter discards all repetitions
within a dataset that do not correspond with the defined filter criterion.

 One or more items from the contained subforms can be selected as the filter criterion. The respect-
ive repetition group of the main form (for which the import format is defined) must also be specified.
When performing the import, only the repetitions in which the entry in the import file is greater than
the previously saved entries in all of the patient's datasets will be imported.

 For example, in the case of measurement values with measurement times in a repetition, this can
be used to ensure that only new measurements are imported.

Mapping

Fig. 78: The parser and general format data are defined in the centre part of the page. The individual
mapping from external to internal keys is created in the lower part of the page

Definition

The variable names within and outside of secuTrial® may deviate from each other. It is therefore neces-
sary to specify the mapping from external to internal names (variables) here. If variables for which no
mapping is entered exist on import, an attempt is made to find these variables directly in the secuTrial®
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definition (column name) of the form. Import formats without explicit mapping data may therefore also
exist (see below for limitation). 

Additional variables, which are to be ignored on import, can be specified. There include e.g. format data
(decimal characters, date formats), which are contained in the imported file as general information. As
these data cannot be interpreted as values, they are "anticipated errors". So that the participant is not
unnecessarily irritated as a result, these variables can be defined as to be "ignored".

If a mapping entry is created, an external variable name and an internal variable name must be specified.
The internal names can be selected from all item columns available in the form, with the exception of the
unit fields of UnitGroups and subform items.

Variables which are already used in the data record identifier can no longer be selected in the mapping.

Certain item types must always be mapped for importing:

 Pop-up, radio button: Assignment of the external to the individual internal options.

 Date fields: Selection of the display format in the import.

 IASUnitGroups: Selection of the import unit, i.e. the unit in which the imported value has been
measured.

 Check boxes: Specification of the external value for yes (=clicked) and no (=not clicked)

 Items from subforms: Mapping entries can also be defined for items from subforms. In addition to
the subform item, the repetition group of the main form must also be selected as the internal vari -
able to be applied for the mapping. This is necessary for clear assignment if the same subform is
used multiple times in a main form.

Instructions

 Enter the external variable in the first column as it will be specified in the file to be uploaded.

 Search for the corresponding internal variables already predefined in the form.

 Define the options accordingly for the individual types.

Date formats

When entering import mappings for date and time items, in addition to  the selection list with preset data
formats displayed according to item type, it is also possible to freely enter formats for the imported value.
To do this, select the option "other format" in order to enter the expected date or time format in a text field
as required. As date formats can also contain the names of months, if a free text entry is selected, it is
also possible to select the language with which the imported values are to be analysed (see Fig. 79).

The date formats can be specified with the following symbols (Java SimpleDateFormat, note the use of
capitals and lower case letters!). Each date/time element displayed in the item type must be entered in
the new format.

 yy, yyyy

= year. Full year dates are entered as "yyyy". If two-digit year dates "yy" are entered, these are
interpreted within the time frame of 20 years in the future and 80 years in the past calculated from
the current date. For example, if an import is performed in 2016, the year date "28" will be inter-
preted as "2028", but "66" will be interpreted as "1966".

 M, MM, MMM, MMMM

= month. For a two-digit entry, leading zeros might be expected. For the three-digit entry "MMM" an
abbreviation of the month name might be expected, for the four-digit entry "MMMM" the complete
month name. As month names are language specific, it is necessary to specify the language which
is to be used during the import.
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 d, dd

= day in month. For a two-digit entry, leading zeros are expected.

 H, HH

= hour (0-23). For a two-digit entry, leading zeros are expected.

 m, mm

= minute (0-59). For a two-digit entry, leading zeros are expected.

 s, ss

= seconds (0-59). For a two-digit entry, leading zeros are expected.

If partial entries might be missing in the file which is to be imported, either all separators must exist for the
missing entries or the missing elements must be at the end of the date text. If there are no separators in
the date, all missing elements must be replaced with placeholders. 

Fig. 79: Possible entries of date formats when mapping date items: free entry with language selection
(first row, highlight 2), selection from a preset list (second row), <as entry> (third row). Click on
the icon in the title row (highlight 1) to open a help text explaining the formats (see below).

The above information can also be found in the online help text. It is also possible to test date formats
and values against each other there (see Fig. 80).

Fig. 80: Excerpt from the help window for the date formats with examples and test option.

More Special rules

Mass imports can only be carried out  for casenodes and visit  forms. Only individual imports can be
defined for adverse events and image forms.

As import formats are not linked to form contents, these can be easily edited or deleted without influen-
cing the form contents already input in the DataCapture in any way.

The internal variables can only ever be assigned once (otherwise, they would overwrite the values during
import).

The specified format names or external variable names are not checked as regards a specific format or
uniqueness. A check is only carried out to determine that no characters defined for the parsers are con-
tained in the variable names.

Properties

In the main area 

You have the option of naming the form under Form name (overview). In the DataCapture, this name
appears in the form overview. In contrast, the Form name (title) appears in the heading of the form itself.

As of 27/05/2019 - 88 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

This enables short names to be assigned for the form overview if necessary (no line break). Processing
defines the types explained above.

Input fields are available for specifying the database table and column names (for items, see below). A
few basic aspects have to be noted in this case:

 No  distinction  is  made  between  higher  and  lower  case  letters  in  this  case  (preferably  write
everything in lower caseletters).

 Only normal letters, numbers, hyphens and underscores are permissible (no blanks, no special
characters).

 Column names must begin with a letter.

 Certain names are not permitted by the system; if in doubt, you will receive a corresponding error
message. (E.g. "alter" is a word reserved by Oracle and must not be used.) In this regard, refer to
the Annex!

 Table names must be unique within a project.

 Column names must be unique within a table.

 A corresponding name prefix is specified by the system for tables; this contains the type of table
and the project scheme. This prefix cannot be changed.

 Table and column names may only have a specific length: For tables (including the prefix), this is
24 characters and 20 characters for columns.

The  Sequence defines precisely  this,  whilst  Shown No. may be an alphanumerical  character  which
appears on the form before the form name (e.g. "A drug"). In Description, a comment on the form can be
input and formatted in HTML; this is then displayed between the form heading and the form content.

Query menu / comment menu: If the display of queries and comments has been configured at the pro-
ject level with "always" or "never" it not possible to configure this option on the form level. If "scalable" has
been selected, then a configuration can be performed here with the options "always", "never" and "scal -
able". If "scalable" is selected, then another configuration can be performed on the question level.

Under Form designation, a text field in the form can be selected; this is displayed in the form overview
instead of the normal form name. This function is particularly helpful for adverse event forms in order to
display the type of AE (input in the form in a text field e.g. as "Type of event") on the form overview.

Under Form thumbnail, an image item can be selected for image form family forms; in the form over-
view, this is displayed as a thumbnail on the form icon.

Take values from previous visit:  Values which are taken over can either be created on the individual
field layer via rules or for an entire form. If Everytime the whole form is activated, all fields are filled with
the values which were saved during the preceding visit (or in the previous examination of an adverse
event) on initially opening an unsaved form in the DataCapture. This value take-over can be limited by
selecting Whole form but only if the days are equal. 

Value take-over in RepetitionGroups only functions if the "Value take-over for whole form" option on the
main form layer is selected. 

If you create a form in the adverse event form family, you can define whether this form is to apply to seri -
ous adverse events.

Test forms can also be created in a subform form family. Test forms are required for a possible qualifica -
tion test. Not all form elements are available in such forms. (Also see chapter Qualification test for more
detailed information)
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Rules and validation

The behaviour of internal validation can be controlled here. In this case, the options can be combined as
desired.

 The Mark mandatory (rule based) fields option can be used to define whether any mandatory fields,
i.e. fields which have to be filled in by specifying a specific rule,  are to be marked with a red
asterisk  *  or  (*) in this form. Fields with the rule "Input required" are then marked with a simple
asterisk; fields with the rule "Input required, if..." are marked with a bracketed asterisk. In the latter
case the error message is displayed as a tool tip or, after clicking on the asterisk, in a small pop-up
in the DataCapture. 

 In addition to the error messages which you have explicitly defined, the Check of completion option
also contains the specification of whether a value, which is required for the form's completion, is
still  missing.  In this case,  the check takes into consideration all  rules which you have defined,
including whether a value is not required under certain circumstances. The message is displayed in
brown (colour of status messages) instead of red (colour of error messages) lettering above the
items. The check is carried out as a confirmation error; the warnings can therefore be circumvented
by saving again. However, no additional warning solely for this is written into the form status.

 In the case of the “Immediate validation (error message)” option, the form is checked for any rule
violations as soon as it is opened and is marked accordingly. The check is repeated as soon as you
carry out an action on the form (set query/comment, calculate score, select catalogue field).

 The option “Immediate validation (mark)” is identical to the option “Immediate validation (error mes-
sage)”. However, when the form is displayed after executing the rule check, instead of error and
warning messages only a red (error) or grey (warning) exclamation mark will be shown next to the
respective item. When the SAVE button is clicked, the normal validation is performed and the error
and warning messages for the rule violations will be additionally displayed in words.

 The error message, which is to be displayed to you after determining the rule violation above the
form directly beneath the form title, is defined under “Form error message” or “Form confirmation
message”.
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Fig. 81: Display of rule violations and completion check with defined error messages in the DataCap-
ture.

If the option „Confirmation of form leave during editing“ has been activated for the project, you can define
the message under  „Form leave confirmation message“. With some browsers, however, a default mes-
sage is displayed instead of the configured message.

Fig. 82: Window when trying to leave the form with warning before data loss in the DataCapture.
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In the content overview

You can see the list of the questions contained in this form, with the No. and the type in this case. Clicking
onto the type of a question opens this, NEW QUESTION creates a new one and COPY QUESTION FROM ...cop-
ies a question and DELETE deletes an existing one, as long as it hasn't been set to productive mode.

Note: 

In the case of such a copy, only the set of rules which refers to the same form or to a form in the same
project  can  be  copied.  Manually  checking  the  copied  set  of  rules  is  recommended  under  all
circumstances!

The other buttons Overview ITEMS and ORGANIZE QUESTIONS will be explained below.

Overview Items

By clicking OVERVIEW ITEMS you can call up the additional editing page „Overview Items“ for all the column
names of the form (see fig. 83). On this page you can edit all items which have not yet been set to pro-
ductive mode. When saving, a check is performed to ensure that no duplicates or reserved terms have
been used.

Note:

When changing the column names, any previously gathered test data will be lost in these items!

Fig. 83: Editing page for all column names of a form.

Organize questions

By clicking ORGANIZE QUESTIONS will get you to the subpage „Organize questions“.  You can edit here the
order of the questions and items as well as move individual items from one question to another. 
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Fig. 84: Button for organizing questions and items of a form on the form editing page.

There are some restrictions which do not permit the movement of items to or from a question. No items
can be moved into question components in which the item type is determined by the question component
(e.g. radio-button matrix, IASCatalogGroup). In other components (e.g. MultipleSelection) no items can
be moved into or out of these components because their function depends on the relationship of the con -
tained items. These limitations are controlled by either preventing the removal of items or by not listing the
question as a target in the drop-down lists.

Note:

It is possible to remove an item from a radio button matrix into e.g.. a StandardGroup. But it is not
possible to move radio button items in another radio button matrix!

The database structure is not changed by moving items within the form. This reorganization is therefore
also possible in forms which have already been set to productive mode.

Fig. 85: Excerpt from the subpage for organizing questions and items. The listed items can be moved
within the form by selecting another question under "Move to".
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5.6 Layer: Question

Creation, types, copying

Fig. 86: Editing page for a question. Questions are used as layout elements and for grouping items.
Detailed question texts and additional descriptions can be created on this layer. An IASStand-
ardGroup, which permits the majority of item types, is created in the figure.

By clicking onto NEW QUESTION or an existing question under Form, you are taken to the next lowest layer,
Question. In this window, you can define or change its properties. 

There are numerous types of questions. Please refer to Product Description II "FormEngine" for the type
definitions. The type determines how a question is composed, i.e. which elements it can contain and how
these are arranged. The most frequently used type is the IASStandardGroup, with which various combin-
ations of different items can be created.

Properties

In the main area

Type: The first field is the above mentioned type. This is followed by the question text. This is optional,
because it may also be possible to first input the question text on the item layer. This is majorly the case if
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a question only has one item. You are then free to decide whether the question text is to appear on the
Question or the Item layer. 

Unique question label (search): However, so that each question can be searched, a question text must
be entered, in any case, for searching with the ExportSearchTool. If available, the normal question text
input at the top can be simply copied to here. (On first saving, this occurs automatically if you do not spe -
cify a separate text.)

The Displayed order defines the sequence in which the questions are presented in the FormBuilder and
in the DataCapture. The Displayed No. has no influence on this; you may follow your own numbering sys-
tem in this case. This may also remain empty.

Query menu / comment menu: If the display of queries and comments has been configured at the pro-
ject or form level with "always" or "never" it not possible to configure this option here. If "scalable" has
been selected,  then a configuration can be performed here separate  for  queries and commentaries.
Exceptions include questions which are only used to accommodate description texts and do not therefore
have a database link, e.g. IASHeadline; no menu is ever displayed in this case. If  Questions and com-
ments are not contained anywhere in a form, no buttons are displayed in the form header to display the
related overviews.

Description refers to texts which provide notes or explanations on directly filling in a question. These
always appear directly beneath the question text. There are no description texts on the item layer (see
below); instead, there are two layers of descriptions which can be used freely. In the second description
text, you have the option of using separate HTML formatting.

Under Help text the text which appears in a small, additional window when HELP is clicked next to a ques-
tion in the DataCapture is stored. (This button is only visible if a text is actually stored.) The text can be
formatted with HTML tags, which enables e.g. paragraphs, bold and italic type or links to external, static
pages.

Hide in DataCapture: If the question is no longer to appear in the DataCapture, the option Hide in the
DataCapture can be used. After setting the option and saving again, the selected question is no longer
visible. On hiding, this question is no longer included on recalculation of the completion or SDV status of
a form. Hidden questions are displayed with a dashed, red border in the implementation view.

CDISC ODM Export annotations

Here, the SDTM domains can be selected either directly or after selecting the classification (two selection
lists, see Fig. 48 below). The selected domain is then taken over via the SET button. However, the domain
can also be entered manually; it must always consist of two capital letters (no umlauts or special charac-
ters). 

On saving, a check is conducted to determine whether the specified domain is contained in the specified
domains. If not, a warning message is displayed; however, the value can still be saved by clicking onto
the SAVE button again.

Fig. 87: Definition of the SDTM domain and the alias elements for a question in the folded-out CDISC
area.

The English comment texts in grey beneath the selection lists originate from the SDTM definition and
have intentionally not been translated in order to avoid misunderstandings due to formulations.
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Fig. 88: View of the CDISC area folded-in: The domain and the number of defined aliases are only dis-
played as text.

Fig. 89: Excerpt of the list of SDTM classifications and SDTM domains.

The domain can also be edited and deleted for projects which have already been set to productive mode.

Alias data can be defined as further data for CDISC export. Arbitrary data on Context and Name are pos-
sible in this case; both must always be set. The Context may be a maximum of 100 characters in length,
the Name 1000 characters.

Aliases can also be edited and deleted for projects which have already been set to productive mode.

Fig. 90: Excerpt of the implementation view of a question and item with SDTM annotation: The domain
and question alias are displayed behind the question component, SDSVarname and item alias
behind the column name of the item. 

In the content overview

You can see a list of the items contained in this question, in this case with the No., item text, item type
and related database column. Clicking onto an existing item opens it, NEW ITEM creates a new one, COPY

ITEM FROM… copies an existing item and DELETE deletes an existing one, as long as it hasn't been set to
productive mode.

In another section you find all rules listed, which are contained in the question. NEW RULE creates a new
one, COPY RULE FROM … copies an existing rule and DELETE deletes an existing one, as long as it hasn't
been set to productive mode. (On questions only “Hide, if...” rules can be created.)
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5.7 Layer: Item

Fig. 91: In this example, a horizontal radio button which offers defined answer options is created. This
item type is the simplest to input and evaluate.

Creation, types, copying

After clicking onto an existing item or  NEW ITEM beneath question, you are taken to the next lowest item
layer. In this window, you can create a new item or change its properties. A maximum of 997 items can be
created in a savable form.

There are numerous types of items. These are individually discussed in Product Description II "FormEn-
gine". The types determine which data type is actually captured and how this is displayed in the form. The
selection is context-sensitive, i.e. the types which are offered depend on which type has been specified
one layer higher under question (in a "radio button matrix" type, e.g. only the item type "horizontal radio
button" is displayed).

Individual items can be copied under COPY ITEM FROM…. Precisely as in the case of the questions, the
project, the form family, the form, the question and then the desired item must first be selected to do this. 

As it is assumed that the majority of items are to be copied from the current question, this is preselected.
However, items may also be selected from all of the projects saved throughout the entire installation, i.e.
also from other project versions.
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Note: 

In the case of such a copy, only the set of rules which refers to the same form or to a form in the same
project  can  be  copied.  Manually  checking  the  copied  set  of  rules  is  recommended  under  all
circumstances!

Properties

In the main area 

Type: Here the chosen item type is displayed (see section above). Depending on the item type there is a
limited option to change the item into another (related) one (e.g. horizontal radiobutton into a vertical radi-
obutton or Popup, 40 textfield into a 60 textfeld).

For items with reset-option it can also be configured, if and on which position the option will be displayed.

If the scalable Missing Values-function (MV) has been configured for the project, you can choose at the
item level whether MV will be used for the respective item (see Fig.  91). For item types without a user
entry a configuration of the function is not possible. The item types are the following:

 Score field

 Score date field (all intervals)

 Layout dummy

 Random field

In UnitGroups the MV configuration of the number entry field automatically also applies for the unit popup
and DB dummy. Setting the MV status for the number field also automatically sets all MV statuses for
these items.

If the scaleable Data Correction (DC) has been configured for the project, single items can here be set to
be correctable. For the special treatment of items from subforms or complex questions see: Configuration
with scaleable Data Correction (DC)

For items with a group of labels (radio buttons, popups, radio button and checkbox matrix) a new level for
creating and editing the labels can be reached via the link „Edit group of labels“   (see Layer: Group of
labels)

The Displayed order defines the sequence in which the items are presented in the FormBuilder and in
the DataCapture. The Displayed No. has no influence on this; it exclusively follows your numbering sys-
tem. It may remain empty.

Item: Here you can input the text for the item. This is optional, because the text for the (upper) question
may also be present as the question text under certain circumstances, as mentioned under Question. If
you do not input a text for either  Question or  Item, the question has no question text at all; this is not
checked! This may be desired in exceptional cases, but may be problematic during the creation and
assignment of queries/comments.

Item (HTML): Here you can input an additional label, which enables HTML formatting and permits up to
1000 characters. The label is displayed directly after (without a gap) the normal item label. This label is
not used for other listings of the item, for example query editing or exports. If the HTML label is only to be
displayed in the form, the normal label can be used as the alternative text for all other places. In addition,
the checkbox next to the entry field can be checked so that this label will be hidden in the form itself. The
online help instructions explain the use of both labels and the configuration options.

As of 27/05/2019 - 98 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

Note: 

In the implementation view, the HTML formatting of the additional label below the question description
is  once  again  listed separately  (see 1 in  fig.  92).  Entering the  column name makes a distinction
possible if multiple items of the question have defined an HTML label. A hidden normal item label is
listed after the component type (see 2 in fig. 92).

Fig. 92: Documentation of both item labels in the implementation view.

Unit/format: The data in the  Unit/format field are displayed directly behind the input area. This field is
particularly intended for numerical fields, as a size unit can be displayed here (e.g. "m2").

Database column:  Here a name must be entered for the database when the form is saved. As in the
database table, this should also reflect the meaning of the item in a relatively self-explanatory manner. In
this case, the column name is subject to the same constraints as the database table names (see Annex).

If this involves a print form without database table, a Unique name within the form must be input instead
of the database column. This is required to internally process the inputs.

For text and image items, in a DDE form the desired comparison option can be set for the DDE function
(detailed information about this can be found in Product Description II).

Hide in DataCapture: Individual items may also be hidden just as forms and questions. If an item is no
longer to be displayed in the form in the DataCapture, activate the option Hide in the DataCapture. The
item is now no longer visible in the DataCapture. The item is also no longer included on recalculation of
the completion or SDV status of a form. In the implementation view, the item is shown with a red dashed
border.

CDISC ODM export annotations

Specifying the variables for SDTM annotation was also possible in the previous secuTrial® version as
"SDSVarName" with  a maximum length of  8 letters  (no special  characters or numbers).  A selection,
enabling the variable to be selected via predefined lists in the same manner as for the SDTM domain has
now also been implemented for this.

In the current version, this configuration has been shifted to a separate item properties area correspond-
ing to the CDISC area for questions. The SET button takes the selected variable of the specified list over
into the input field.

In secuTrial®, only the SDTM variables which are sensible for data capture in forms are offered. An entire
range of variables arises from the meta information which is automatically captured and saved in sec-
uTrial®, e.g. patient-ID, centre or visit date. As the SDTM variables are input via a free text field, however,
inputting variables which are not offered is also possible. A list of the reserved SDTM variables can be
found in the Annex to Product Description II: FormEngine.
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Fig. 93: Editing the CDISC annotations for an item. When folded closed, the variable and the number of
defined aliases are specified as in the case of a question (see Fig. 88).

If a domain has been defined for the question, all variables defined for the domain are offered in the
selection list. In the case of variables with domain prefix, the prefix is replaced with the domain code in
the selection and also when taking over by means of the SET button. This addition also takes place when
the input domain is not contained in the selection lists.

Fig. 94: List of SDTM variables for the domain DM (Demographic).

Variables can additionally be selected via the SDTM classification of the variables; to do this, the check
box must be clicked in the CDISC area for the item, and the classification must then be selected via a fur -
ther list. The list of possible variables is then extended by all variables within this classification.

Fig. 95: Excerpt from the list of SDTM variables according to SDTM classification (if DM is saved as the
domain for the question).

On saving the item, comparison with the specified variables and the domain is also carried out in the case
of variables, and a corresponding warning message is output if necessary. This warning message can be
ignored by saving again.

SDTM variables (=SDSVarName) can also be edited and deleted for projects which have already been
set to productive mode.

Aliases can also be defined for the SDTM annotation in the case of items. These are described in the
questions layers.

As of 27/05/2019 - 100 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

In the content overview

You can see a list of the next lowest layer, Rules, with the No., name, type and poss. following action in
this case. Clicking onto a rule opens it, NEW RULE creates a new one and DELETE deletes an existing one.

5.8 Layer: Group of labels

Overview

For radio buttons, popups as well as for radio button matrices and check box matrices a group of labels
must be compiled in the FormBuilder. The item type and the relevant database column must be specified
first, plus a relevant question text if desired. This must be saved, and the group of labels can then be
edited.

Fig. 96: Excerpt of the editing page of a horizontal radio button.

Via the link “Edit group of labels” you have access to an subpage to create and edit labels.

Create new label / edit label

Fig. 97: View of the editing page for the group of labels for a popup.
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The sequence of the answer options, plus the label text and the DB value saved in the data record can be
defined. With the aid of NEW LABEL, it is possible to add a new label and specify a relevant DB value and
conversion factor (for unit groups and score calculation). Alternatively, one or more already existing indi-
vidual labels can be selected and added via ADD.

The DB values which are used must be unique within a group of labels. A factor may also be additionally
specified in the case of normal groups of labels for use in scores. When set, this is used to calculate the
score instead of the database value. This is particularly helpful when creating (qualification) tests.

Important:

Individual labels which are reused should only be subsequently changed with particular care, as the
changes are carried out in all usages. Unclear compilations may particularly arise with subsequently
changing the DB value! In the case of lists, the ID is always specified as the last numerical value to
identify the various individual labels.

In addition the number of item usages for all labels are listed on the item and label group editing page. On
the editing page for the single option label all forms and items are listed, where the edited label is used.

Fig. 98: Listing of all usages of the current option label.

Individual answer options for radiobuttons and popups can be hidden for items that have already been set
to productive mode. Hiding options is done in the same way as hiding the entire item by clicking on the
corresponding checkbox on the editing page of the item label group. (see Fig. 97). The label will only be
hidden in this specific item. A label hidden in one item can still be used as normal in a different item.

Hidden labels are indicated in the implementation view of the form with a red dotted box around the indi-
vidual answer option (for radiobuttons) or with a red "X" next to the entry in the label list (for popups).

5.9 Layer: Rule set

Overview

Large parts of secuTrial®'s extensive set of rules can be used and parameterised with the FormBuilder. A
set of rules (also called plausibility check, edit check, FormLogic) is the sum of all checks to which the
DataCapture subjects the incoming data. It can be subdivided into

 Format check

 Limit values
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 Plausibility in the stricter sense

 Actions

Format check

Refers to the data format, i.e. the type and composition of the values input in a field. Example: No letters
may be input in a date field, a year must be four-digit. These rules are firmly specified by the tools and
cannot be modified in the FormBuilder. Nor can they be bypassed by switching off the rule check.

Limit value

Maximum and minimum values for data. These are used exclusively in numerical fields, e.g. number and
date fields. Limit values may be defined for such fields in the FormBuilder.

Plausibility in the stricter sense

Refers to the check carried out on the logic and the probability of data which are input. In this case, com-
parisons can be defined between:

 Various items of a question

 Various items within a form

 An item and an item in another form in the same project

Above all, logic checks are rules of the type "The Other diseases field may only be answered with YES if
YES has also been specified in the  Any diseases field above." Checking the probability often requires
more specialist knowledge, e.g.: "If Never any medication has been specified in form A, Drug X reaction
positive cannot be asserted in form B." However, both types of check follow the same rules which are
defined completely via the FormBuilder. 

This type of rules should be extensively specified by the sponsor, but may be supplemented or proposed
by the eCRF designer. This check may involve extensive work for both the designer and the investigator!
This also means that the working time required to create the form essentially depends on the number and
complexity of the rules: The creation of a rule takes approximately the same amount of time as the cre-
ation of an item or a question.

A rule is always created on the layer of an item (and thus a database column). Certain rules additionally
necessitate the definition of conditions. An item may have several rules, and a rule may have several con-
ditions. Only rules within a project can be taken over on copying the form.

One further option for subdividing plausibility checks is that according to hard or soft rule conflicts. Hard
violations mean that an incorrect value has been input; this is not taken over into the database under any
circumstances or is constantly the subject of complaints that it is incorrect. Soft violations are improbable
or untypical values (e.g. outside of the standard ranges); however, these are tolerated after a warning.
This distinction cannot be portrayed in the DataCapture. Rule violations cannot be bypassed (except once
by deactivating the form check). Only the option of querying, i.e. a warning, is available for identifying soft
violations. In this procedure, a warning message appears, whereupon the value has to be saved (i.e con-
firmed) again and is then taken over. Forms with such rule violations are marked in grey ( "soft violation")
or red ("hard violation") exclamation mark next to the form icon in the DataCapture. For the majority of
plausibility rules, you can define whether a violation is to be handled as hard or soft (see Fig. 100).

Actions

This includes all rules which trigger an action on occurrence of a specific condition, e.g. the transmission
of a message, hiding of questions and items or the freezing of a casenode / patient. For details on which
actions the rules are able to trigger, please refer to Product Description II "FormEngine".
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Effects of rules

Error messages in the DataCapture

Fig. 99: Error message display in the DataCapture's eCRF. The error messages are displayed directly
above the relevant item.

Violations against rules which have been created in the FormBuilder are identified via error messages in
the DataCapture. As described in the DataCapture user manual, a form containing data which violate
rules is reloaded after sending (click onto SAVE). A red bar with a general error message, e.g. "Please
check  the  marked  entries" now appears  beneath  the  form title.  An error  message (red  text),  which
explains the error in plain text, now appears directly above the item  with a rule conflict. This error mes-
sage must be input for each rule created in the FormBuilder (see below). It is very important for usage
that this text describes the error or conflict precisely and understandably.

Completion status

The set of rules which is created in the FormBuilder interacts with the form completion status check
(empty, partly filled or completely filled). The completion status itself is determined via a check, which is
not directly configurable. In the FormBuilder, the circuitous route of rules can be used to influence the
completion status of a form after data input. 

During the check, which is carried out during the saving process, all fields (items) are regarded as man -
datory fields as standard. I.e. if a question is not answered, the form is regarded as incomplete. However,
this only occurs in the form status, and is not regarded as a rule violation. The completion check may,
however, be displayed if this has been configured centrally in the form (see: Form: Rules and validation).

If the absence (non-completion) of an answer is to be marked as an error, a separate rule must be cre -
ated for this in the FormBuilder (field must be completed). Only then is the empty field handled as an
incorrect or impossible input during the form check.
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The rules available in the FormBuilder also enable individual answers to be defined as not required or not
required under certain conditions. In this case, the answers are then ignored during the completion check:
A form is marked as completely filled even if the corresponding entries are missing. 

Incorrect or excessively strict  rules may also lead to the fact that a form is regarded as incomplete,
although all necessary and sensible entries have been made from a content point of view.

Creation, types

Fig. 100: Editing a rule. Specification of a rule type determines the effect of a rule. The name can be
used as an error message text. Here, the rule has been defined as a soft rule with the check
box "Only as confirmation".

After clicking onto NEW RULE or onto an existing rule in the content overview under item or question, you
are taken to the editing page for the next lowest layer, Rule.

Furthermore it is possible by clicking the button Copy rule from... to copy individual rules for items or
questions. All rule items can be copied regardless of the rule type (for rules on questions only the “Hide,
if...” rules), as long as the target form permits the rule type. For example, it is not possible to copy the rule
"Close adverse event if ..." into a visit form.

When copying a rule condition, an attempt is made to adjust all references to comparison items or com -
parison values to the target item. If this is not successful, the corresponding attribute of the condition will
be reset and the user will be notified that the copy is incomplete.

Note:

After  copying  rules,  the  completeness  and  correctness  of  the rule  conditions  should  be  checked!
Incomplete rules will be marked with a red number sign (#) in the implementation view.

The various rule types are described precisely in Product Description II "FormEngine".
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Properties

In the main part

Fig. 101: Editing page for a new created rule.

Type of rule offers the selection of the briefly explained rule types. 

For the rules

 Input only possible if...

 Input impossible, if...

 Input required, if...

 Input required

 Limit reached, if...

 Limit value range, if...

whether the error message is to be used only as confirmation can be configured. To do this, the check
box ONLY AS CONFIRMATION must be activated. In this way, the participant can still save the forms by clicking
the SAVE button again in the DataCapture after an error message has been displayed once. The form then
has the status "with warning".

Name of the rule is an optional, internal name which is used as an error message if nothing is specified
under Condition. This can be used to facilitate work when checking many conditions of the same type. A
short description of what the rule does is appropriate. This can also be carried out by entering the same
here as later under condition as an error message. If nothing is specified for either rule name or error
message, a default is used.

Sequence position defines the sequence in which rules are checked if several are present, but has no
influence on the effects. All rules and conditions are always checked. As rules are equivalent, specifica-
tion of the sequence is irrelevant (exception: Score rules; in this case, the score calculation rule should be
the first in the sequence). The following rule of thumb applies:

Rules whose fulfilment triggers following actions are evaluated independently of rules which restrict the
saving of  a form.  However,  the actions are only carried out  when the form is  actually  saved (either
because all saving rules are fulfilled or the result of this check is ignored via the "Check data" check box).
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Rules which prevent the saving of a form with error messages may all be unfulfilled to enable saving. This
check (if the display is configured) can be switched off via the "Check data" check box; the form is then
saved "with errors" in the event of rule violations.

A logical combination of different conditions for triggering a rule is possible. You can link conditions with
OR, then only one of the conditions must be fulfilled to trigger the rule. Alternatively, you can link the con-
dition with AND, then all of the conditions must be fulfilled. A combination of both forms of linking is pos-
sible.

Linking AND and OR conditions can also be used for the calculation of scores (linked AND conditions as
bracketed calculation). The arithmetic operator of the first AND of an AND group will then be used as the
arithmetic operator to the external OR group (see also Product description II "FormEngine").

In the content overview

A new condition can be created by clicking on NEW OR CONDITION or NEW AND CONDITION. You can then
create and save the conditions (see the next chapter). Click on DELETE to delete an existing condition.

Some rules only permit the creation of OR conditions. This includes e.g. the calculation of date scores. In
this case, only the button for creating a new OR condition will be offered.

For adopting values, dates and all score rules in addition to the execution conditions (definition of the
adopted values or the calculated value), the preconditions can also be defined (see next chapter).

5.10 Layer: Condition

Overview

Nomenclature and mathematics 

In order to create the condition, it is important to be able to categorise the terms parameter value, com-
pare value and compare operator. Here is one example rule:  "If the patient is 65 years or older, a  red
warning light flashes".

 The parameter value is the value on which the rule's applicability or not depends. In the example,
this is the age: If it  (the age, the parameter value) meets a specific condition, the rule applies.
Parameter values can be read from the following values:

 own item: This is the item on which the rule is created.

 this item: This refers to a different item than the own one.

 this meta data value: Metadata refers to information that describes the general environment of
the currently open form (see below).

 The compare value is the value with which the condition is compared, i.e. 65 (it becomes more
difficult  if  the compare value is not  firmly specified but  is located in a different field or even a
different form, but more on this later.).

 The compare operator is the mathematical procedure according to which these two values, the
parameter value and the compare value, are compared with each other. In the example case, "65
years or older",  the compare parameter  is  "greater  than or equal to" (≥).  The summary of  the
example rule:

Age ≥ 65
Parameter value Compareoperator Compare value

Condition values from other fields

The parameter value can not only be firmly specified but can also be read out from other fields. Then it is
dynamic and is only defined when the other field has been answered. One example:  "If the patient is
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younger than his disease, show a warning". In this example, the compare value would have to be read
out from a field which states the duration of the disease. Let us assume that the year of birth, not the age,
is captured in the current field, and form B Disease data contains a field "Year of the start of the disease".
Mathematically, the rule is therefore

Year of birth < Year of the start of the disease
Parameter value Compare operator Compare value (from form B)

In this case, therefore, the localisation of the compare value additionally has to be specified so that the
rule can be carried out correctly.

The source of the corresponding visits can be defined as a relative visit (first visit / previous visit or last
visit) or a specific visit. If a specific visit is selected that can be repeated, the selection of this visit can
additionally be specified via the relative reference (first visit, last visit, previous visit).

The usual reference to the current form is carried out via the data Current visit or Current examination. If
comparison via the data 1st visit / examination or last visit / examination randomly refers to the current
visit or examination form, the currently input value is compared with that in the DB. 

Subform values can be referenced within the own subform, to the previous repetition of the subform or to
the main form. "Previous repetition" relates to the previous repetition of the same sub-form in the currently
open main form.

On definition of rules of the type "Form input only possible/not possible" as the prerequisite for editing
other forms, it must be noted that evaluation of the rule is carried out from another form. The current visit
may then possibly not be that of the rule form, but that of the checking form.

Note:

If e.g. a value comparison is defined via a value from the preceding visit, it may occur that the form in
the 1st visit cannot be saved without an error message, as the 1st visit has no preceding visit and the
compare value is therefore always "NULL". In this case, "Ignore in 1st visit" can be configured for a
condition. Thus configured conditions are then skipped during rule evaluation in the 1st visit.

When defining rules of the type „Take value / date from ...“ for subforms beside „previous repetition“  as a
reference for subform values, „previous saving“ can be specified as another source. 

"Previous repetition" will not be evaluated for 'Take value from' rules when opening an unsaved main form
for the first time. This means that the values will not be taken from the previous repetition the first time
that the unsaved main form is opened. The procedure for adopting values is executed when creating a
new repetition via the 'More' button for the repetition group.

"Previous saving" can only be selected for 'Take value from' rules in the sub-form, both for defining the
adopted value and for defining preconditions. It is only evaluated when opening the unsaved main form.
When subsequently adding repetitions these values are ignored.

Parameter values from meta data

Possible meta data are (data type of the metadata value in brackets):

 Current centre (text)

 Current country (text)

When using this metadata, please note that it is not mandatory to specify the country of a centre. It
is therefore possible that this meta data value is not set during rule evaluation.

 Current visit (type)
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Every visit that has been defined in the project setup is an own data type and is used to create the
patient visits. This type determines the visit label, which treatment arm it belongs to and the dis-
played forms.

 Current visit date (date)

 Current visit number (numbers)

Visits are separated into scheduled and unscheduled visits in secuTrial® and then consecutively
numbered and saved in the database in the order of their creation for a patient. In the case of non-
chronological visits, the visit number may differ from the order of display.

 Current visit number according to type (numbers)

The number of  the current  visit  in  the patient's  visit  plan,  filtered by the current  visit  type (for
unscheduled visits this is the same number as the current visit number because unscheduled visits
are always numbered by type). This numbering reflects the chronological order of display, filtered
by type.

 Current total number of visits (numbers)

The total number of all visits for the current patient, regardless of visit type. This numbering reflects
the chronological order of display.

 Current adverse event number (numbers)

The adverse events are consecutively numbered in their order of creation.

 Current examination number (numbers)

The examination number is based on the chronological order within the adverse event.

 Current adverse event date (date)

 Current examination date (date)

 Entry date of the patient (date)

 Pat-ID of the patient (text)

 Add-ID of the patient (text)

 Lab-ID of the patient (text)

 Current role (text)

Displayed name of the current role of the logged in participant or patient.

Meta data: Example visit plan numbering

The numbering of patient visits in secuTrial® is not always obvious. Here is a tabular overview of the num-
bering used (=number) and possible other values (=number by type, total number) for the metadata com-
parison.

Let's assume the project visit plan is as follows:

Day 0: "Screening" (scheduled)

Day 1: "Randomization" (unscheduled)

Day 8: "#-2nd treatment" (scheduled, can be repeated as many times as necessary)

"interim unscheduled visit #" (unscheduled, can be repeated as many times as necessary)

If we also assume the following visit plan was created for a patient, then this would result in the different
numbering of the visits as follows:

Visit date Visit label
Number (saved

value)
Number by type Total number

02/03/2016 "Screening" 1 1 1
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03.03.2016 "Randomization" 2 1 2

10.03.2016 "1st treatment" 3 1 3

17.03.2016 "2nd treatment" 4 2 4

18.03.2016 "Interim visit 1" 1 1 5

19.03.2016 "Interim visit 2" 2 2 6

24.03.2016 "3rd treatment" 5 3 7

This  metadata  information can  now also be selected in  rule  conditions as  the parameter  value;  the
options available for selection also depend on the type of form (current visit is only valid in a visit form).

Meta data: Particularities when defining rule conditions

If "this metadata value ..." is selected, the required metadata value is based based on the data type of the
selected metadata value. If "current visit" is selected, all visits created for the project can be selected (see
Fig. 102).

Fig. 102: Definition of rule condition with a metadata value as the parameter value (highlight: extended
initial options for selection), in this case visit type.

Difference operators

Normally, as described above, two values are always compared. The compare operators "Difference less
than"/"Difference greater than"/... offer the option of initially forming the difference between two values
and then comparing the result with a third value by means of the described operator. This operator type is
only permissible for numerical fields. In this case, the second specified value is always subtracted from
the first. The third compare value can only by specified as a fixed, numerical value.

This enables e.g. the development of a value to be checked over the visits. This enables the condition to
be formed: "If the patient's blood pressure has fallen by more than 10 in comparison with the previous
visit, a warning should appear". As a condition for the rule  "Confirm input, if..." in the "Blood pressure"
field, this would appear as follows:
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Fig. 103: Definition of a condition for checking for a value difference. This enables the development of an
item to be tested.

On creation of such a condition, consideration must also be given to the fact that the difference may be
negative. If the blood pressure has therefore increased rather than fallen, the difference would be negat-
ive. The compare operator would then accordingly be "Difference less than" "–10":

Format check for alphanumerical text fields

In the case of simple free text fields as an item, however, it may be sensible to check the format of the
input text. A corresponding rule condition can be defined for this.

If you would like to carry out a format check in text fields, assign the field with a rule to which a condition
is linked (e.g.: "Input only possible if...", "Limit reached, if...")

Now create a new condition. Under "Parameter is read from" click onto "Own item" and select a Compare
or Assign Operator. Specify text format as the compare value.

You now have the option of defining the corresponding format. An explanation of the characters to be
input and their meaning (e.g. “C” for an arbitrary letter) can be obtained by clicking onto the question
mark.

Once you have defined your format, you can check it using the TEST button in a small, separate window.

Fig. 104: In this example, the input in the text field is only possible if 8 capital letters are input
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Preconditions and execution conditions

For adopting values, date-score and all score rules in addition to the execution conditions (definition of
the adopted values or the calculated value), the preconditions can now also be defined. Preconditions are
defined in the same way as other rule conditions, e.g. 'Input only possible if'. The adoption or evaluation
will only be performed if the preconditions are fulfilled.

Note: 

For a better understanding the previous conditions are called execution-conditions with these rules.

Preconditions are displayed in an additional column in the data record tables next to the execution condi-
tions. On the editing page in FormBuilder the difference between the 'Precondition' and 'Execution' condi-
tions for these rules is listed in the breadcrumb trail.

Fig. 105: List of preconditions and execution conditions for a score rule.

It is also possible to define multiple value adoptions or score rules for the same item. For example, in
order to calculate the body mass index for men and women based on the entered gender (=precondition),
two different calculation rules can be defined for the same score item.

When determining the displayed precision of number scores, the highest value from all defined score
rules will be used for the item.

Before  executing  the  actual  rule  condition  (value  adoption  or  calculation)  the  preconditions  are  first
checked. Only if these preconditions are fulfilled will the rules be actually applied. With score rules, in
addition to the now newly definable precondition, the previously existing option for entering a minimum
number of required values is treated in exactly the same way as a precondition.

Multiple rules can also be defined for one item. In this case, all of the rules will be checked in the pre -
defined sequence for the item and executed as applicable. If multiple rules are executed, the last adopted
or calculated value will be retained. If according to the preconditions no value can be calculated for score
rules, the score value will be reset to NULL.

If multiple score rules have been defined for an item, the maximum size of the minimum and maximum
precision of the calculation is calculated for the entire via all of the score rules for that item.

As of 27/05/2019 - 112 - ©  interActive Systems



FormBuilder secuTrial® 5.3 User manual

Creation, types

After clicking onto  NEW RULE or onto an existing condition in the content overview under Rule, you are
taken to the next lowest conditions layer. In this window, you can create a new condition or change its
properties. The condition types are also described in Product Description II "FormEngine".

The  condition  for  a  plausibility  rule  has  the  following structure:  (Note:  Referencing the condition  via
"Form" to the "Own item" and "Current visit" is not possible.)

The execution condition for an initialisation rule (e.g. value take-over) has the following structure:
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The execution condition for score calculation has the following structure:

Checking for entries which have not yet been saved is only possible via  Current visit and the currently
handled form. As soon as other forms or other visits are referenced, the database entries are checked.
This also applies if e.g. reference is made to First visit and the current visit is the first one.

Properties

Fig. 106: Editing a condition. This is the lowest layer of the form hierarchy. The error message text which
is displayed to the user on occurrence of the condition is marked.

In the main part

Sequence position is only relevant for the compilation of scores. 
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Error message is the field for the plain text error message which is output in the event of an error in the
DataCapture. The field is a mandatory field (if the rule requires an error message) and the formulation of
the error message should firstly refer clearly to the error and secondly be easily understandable for IT lay-
men. It is also sensible to coordinate the error message with the sponsor. The number of characters avail -
able for error message texts in item rules is 1000 characters. Special characters, for example umlauts,
are coded with multiple characters (HTML format).

Parameter is read from determines whether the crucial criterion is located in the "own" field, i.e. the
item, for which the rule is currently being created.

If not, the localisation of the parameter value must be specified here - as described above in the example
– e.g. Start of the disease in form B Disease data. After selecting From the following question..., two fur-
ther drop-down lists, in which the form and the item can be selected, are loaded for this purpose.

The rest of the main part remains identical for both cases: The compare operator and, in compare value,
the format or the type of compare value (fixed number, NULL, etc.), are specified here. The visit field can
be used to determine whether the compare value is to be taken from the current, the preceding or the first
visit.

After the compare value is localised or described in this manner, it can be defined to a value. If it has
been taken from another field which has a group of labels (e.g. radio button or drop-down list), the labels
(e.g. YES or NO) can also be selected here instead of the DB value.
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6. Annex

6.1 HTML formatting

Only pure text can be input in normal form fields in the FormBuilder. In this case, source material formats
cannot be taken over. In contrast, German umlauts are automatically accepted. 

In certain fields which more frequently demand formatting (particularly help texts), text can be formatted
with HTML tags. The fields are marked with "(HTML)" behind the field designation. However, knowledge
of these tags is required for this. The most important of these will be presented in the following.

More  precise  instructions  can  be  found  in  the  relevant  literature  or  in  the  Internet,  e.g.  under  
http://de.selfhtml.org.

Special characters:
Ä &Auml;
ä &auml;
Ö &Ouml;
ö &ouml;
Ü &Uuml;
ü &uuml;
ß &szlig;
< &lt;
> &gt;
& &amp;
" &quot;

Font markup

In the case of the following tags, it must be noted that they must usually have one tag at the beginning
(<x>) and one at the end (</x>) of the marked section, hence the notation.

<b>Bold</b>
<i>Italics</i>

Paragraphs

Break: A return is activated with <br/> at the end of the line. Attention: Contrary to the rule, a break must
never be closed with a second tag (</br>)!

Paragraph: Alternatively, enclosed paragraphs can be identified with a “p” before and after the paragraph. 

<p>It is best to compare the result in the preview at an early stage.</p>
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6.2 Reserved words

(Comparisons are done case insensitive.)

WebObjects:
DESCRIPTION
LEVEL
NAME
RELATION
RELATIONSHIP
SIZE
TYPE

secuTrial®:
ADVERSEEVENT
AEFOLLOWUP
ATCN
ATCVP
ATSDV
CASENODE
CASEVISITPLAN
CN
COMMENT
CTS
DISCREPANCY
DOCUMENT
EMNP
FS
IMG
IS
LMNP
LOCK
MNP
NEW
QACCONTENT
QAS
QS
QUERY
RANDOMIZE
SDV
SUBDOCUMENT
VP
VPFS

Oracle:
    ACCESS
    ADD
    ALL
    ALTER
    AND
    ANY
    ARRAYLEN
    AS
    ASC
    AUDIT

    BETWEEN
    BY
    CHAR
    CHECK
    CLUSTER
    COLUMN
    COMMENT
    COMPRESS
    CONNECT
    CREATE
    CURRENT
    DATE
    DECIMAL
    DEFAULT
    DELETE
    DESC
    DISTINCT
    DROP
    ELSE
    EXCLUSIVE
    EXISTS
    FILE
    FLOAT
    FOR
    FROM
    GRANT
    GROUP
    HAVING
    IDENTIFIED
    IMMEDIATE
    IN
    INCREMENT
    INDEX
    INITIAL
    INSERT
    INTEGER
    INTERSECT
    INTO
    IS
    LEVEL
    LIKE
    LOCK
    LONG
    MAXEXTENTS
    MINUS
    MLSLABEL
    MODE
    MODIFY
    NOAUDIT
    NOCOMPRESS
    NOT
    NOTFOUND

    NOWAIT
    NULL
    NUMBER
    OF
    OFFLINE
    ON
    ONLINE
    OPTION
    OR
    ORDER
    PCTFREE
    PRIOR
    PRIVILEGES
    PUBLIC
    RAW
    RENAME
    RESOURCE
    REVOKE
    ROW
    ROWID
    ROWLABEL
    ROWNUM
    ROWS
    SELECT
    SESSION
    SET
    SHARE
    SIZE
    SMALLINT
    SQLBUF
    START
    SUCCESSFUL
    SYNONYM
    SYSDATE
    TABLE
    THEN
    TO
    TRIGGER
    UID
    UNION
    UNIQUE
    UPDATE
    USER
    VALIDATE
    VALUES
    VARCHAR
    VARCHAR2
    VIEW
    WHENEVER
    WHERE
    WITH
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6.3 Description of the import table for catalogs

Files which can be imported are CSV formats, including Excel stored in this format. Character formats
(e.g. bold, linked cells) are not permissible.

The file must correspond to the following format:

Layer 1 Layer 2 Layer 3
Layer 1: Column1 Layer 2: Column 1 Layer 2: Column 2 Layer 3: Column 1 Layer 3: Column 2
Value E1-1a Value E2-1a Value E2-2a Value E3-1a Value E3-2a

Value E3-1b Value E3-2b
Value E2-1b Value E2-2b Value E3-1c Value E3-2c

Value E3-1d Value E3-2d
Value E1-1b Value E2-1c Value E2-2c Value E3-1e Value E3-2e

Value E3-1f Value E3-2f

All catalog content  is displayed in a two-dimensional table structure. The hierarchy must be clear; indi-
vidual columns within a layer can remain free as long as the hierarchy remains intact.

The first line of the file contains the layer data (description). The second line of  the file contains the
column data (description). The number of characters in these descriptions may not exceed 24.

The catalog data begin as of the first entry in the first column after the description lines. The data for the
next layers are entered continuously behind the entry in the top layer. All further lines belong to the same
entry in the top layer as long as this (these) column(s) has (have) no entry.

The number of catalog layers, columns and entries is (theoretically) unlimited. However, handling capabil-
ity in the secuTrial® catalog pop-up should be guaranteed.

Formatting in CSV is carried out in-line with the description here. The standard format is the semi-colon
as a separator, double quotation marks as text delimiters. Character coding can be selected on import.

The length of an individual entry in a column is limited to a maximum of 500 characters.
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1. Introduction

1.1 The FormEngine - translator between database and HTML form

secuTrial® only  generates  forms  (=eCRF)  dynamically  from the  database  contents  on  request.  This
means that two central functions are therefore required for the presentation of forms:

1. A module which generates an HTML page containing the form (see below) in the centre part from
the database contents. In secuTrial®, this module is called the FormEngine, and is integrated into
the DataCapture (not visible to the user).

2. A module with which the database fields which define the appearance of the forms can be filled and
changed. This module is the FormBuilder, which enables the eCRF design within secuTrial®. 

Fig. 1: Schematic depiction of eCRF generation. In the FormBuilder, the FormEngine is also used to

preview the eCRF.

1.2 Page structure of an eCRF in the DataCapture

Fig. 2: Page structure of an eCRF in DataCapture.
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The secuTrial® eCRF pages always have the same structure, consisting of the header (1), main part (2)
and  footer  (3).  Formal  data  on  the  participant,  patient  and  project  plus  menu  buttons  for  general
navigation are displayed in the header. The footer contains the buttons for saving or cancelling the form
plus a summary of the header data underneath.

The main part encompasses the form fields, in which the data are recorded. The FormEngine defines the
structure of the centre part with its fields, whilst it  has no influence on the window structure with the
header and footer. The centre part is therefore the form in the stricter sense, which again has a typical
structure.

1.3 Form structure 

A secuTrial® form has typical elements, some of which are present in each form or which can be used
optionally. The way in which these elements appear in the DataCapture and how they are designated in
the FormBuilder nomenclature is described here. A good knowledge of these standard elements and their
positioning plus the related field in the FormBuilder is important, in order to 

1. Compile the data records sensibly and

2. Fill in the correct fields on creation in the FormBuilder.

The elements can be reflected in the following content breakdown:

   Form number, form name, plus form description
Intermediate number, intermediate header

Question number, question, plus description and help text
Item number, item

Possible answers (e.g. labels for radiobutton)

Fig. 3 Nomenclature and localisation of the various form elements on an eCRF.

This clearly shows that a content breakdown with a maximum of three layers can be portrayed  within
secuTrial® forms. The location of the specified elements in the HTML form is shown in the above figure.
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1.4 Reports and statistics

To obtain an overview of the medical data which have already been captured (entries in a form), generic
reports and statistics which depict individual statuses or values from several patients together can be cre-
ated in secuTrial®.

Like the form description, the reports and statistics are also defined for each project in the FormBuilder,
whilst the data are displayed in the DataCapture. As the forms are compiled generically via variable defin -
itions, it is also necessary to create the evaluating reports and statistics generically.

Reports and statistics differ in four ways as regards the evaluation and portrayal of the data:

1. Summarisation of patients

Patient sums are always displayed in the case of statistics. Reports list each patient individually.

2. Filtering patients

Statistics always evaluate all patients from all centres; reports usually filter the centres (limitation
possible with SQL reports) according to the current participant's access rights. The patient status is
disregarded in statistics, i.e. patients which have been marked as "To be deleted" or have already
been anonymised are also evaluated. These patients are not displayed in reports.

Exception: Patients entered in an administrative centre are disregarded in the reports and statistics.

3. Display

Statistics are displayed as graphics. Reports usually consist of text-based lists of data (exception:
Icon report, image form report).

4. Up-to-dateness

Statistics are generated once per night (configuration of the generation time per installation para-
meters). Reports are created in the case of the current display and therefore show the respective
data status at the point in time of the view.

1.5 Form family types

Forms are organised in form families. In this case, the form family type defines the display and function of
the forms which are contained. 

Each family may contain any number of forms. Only precisely one copy of certain family types can be
created.

Visit

This is the standard type for normal study eCRFs. Any number of families can be created for this type.

Visit families are displayed in the patient form overview on the first tab; in this case, the families are
depicted beneath each other to form the verticalaxis. The family names are displayed on the outer left.

The display of forms which are contained is determined (apart from the assignment of rights) by the
forms' inclusion in the visit plan.

Adverse Event

This family contains the forms for the AE/SAE work flow. It can be created exactly once; the AE/SAE work
flow for this project is only configurable if an Adverse Event family exists.

The Adverse Event family is displayed on the patient form overview on the second tab. The family name
is used as the tab label in this case. In the case of created AEs, the tab is emphasised in colour; in the
case of a created SAE, the coloured marking is more intensive, and the patient form overview is always
opened in this tab when calling the patient up (behaviour can be configured for each project).

The Adverse Event family forms are displayed according to the assignment of rights and the configured
work flow. The AE/SAE work flow is explained in greater detail in the FormBuilder user manual.
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For the labelling of adverse event forms, all contained form items which do not originate from a repetition
group can be selected. The corresponding item value of the saved form will  then be displayed in the
overview instead of the form name. If no value has been entered for an item, the form name will continue
to be displayed. 

Casenode

The casenode families contain all forms which have to be completed once for each patient irrespective of
date, e.g. final reports. It can be created  multiple times, with a separate tab for each family.

The familie are displayed on the patient form overview behind the Adverse Event tab (if available); each
family name serves as the respective tab label in this case.

The family forms are displayed according to the assignment of rights and are all listed below one another.

Image

The image family contains forms which can be optionally created. As it  has been created to display
images, larger icons with a form thumbnail are displayed instead of the normal form icons. This family can
be created exactly once.

The family is displayed as the last tab in the patient form overview; the family name is also used as the
tab label in this case. 

Like AEs/SAEs, image forms are created via a "New image form" link, and can then be assigned to either
a patient,  a visit  or an AE/SAE examination.  The forms are then listed in three rows (patient,  visits,
AE/SAE) in the sequence of their creation.

The image family forms are not displayed automatically, but only if they are created explicitly (see above).
However, selection of the possible forms is determined by the assignment of rights.

Subform

The subforms which can be used in IASRepetitionGroups are created in this help family. An optional
qualification test and the usage of the “Table layout” can also be created in this family. Any number of
subform families with any number of forms can be created.

Subform forms are not displayed directly; the assignment of rights also always occurs via the external
main forms.

Centre

These families have been created for forms not meant for individual patients but for a centre as a whole.
Thus they only need to be filled in once for each centre. This is why they are not displayed on the patient
form overview, but on a separate form overview for the respective centre. 

Multiple form families can be generated, which are displayed column by column on a common overview.
And just like with the patient forms rights for viewing and editing can be defined in the role-rights section
of the AdminTool.  

It is not possible to make rules/ references from centre forms to patient forms. However, the reverse is
possible, meaning that you can reference items from centre forms in patient forms. 

Centre-Subform

This auxiliary form family serves as pool of IASRepetitionGroup subforms that can be inserted into Centre
main forms and used the same way as patient subforms.
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2. Form components

An entire range of diverse form components is available in secuTrial® for both the question layer and the
item layer. The questions are mainly responsible for the layout of the form, whilst the item types determine
the type of data which are captured. However, there is also a range of types which allows only specific
item types or makes special functions available.

2.1 Value check in the DataCapture

A set of rules (also called plausibility check, data validation, edit check or FormLogic) is the sum of all
checks to which the DataCapture subjects the incoming data. It can be subdivided into

1. Format check

2. Limit values

3. Plausibility in the stricter sense

4. Actions

Format check

Format checks are carried out prior to saving when values are input in the DataCapture. These checks
are firmly implemented for each item and cannot be configured. 

Incorrect  inputs  lead  to  error  messages including  the incorrect  input.  The  input  field  is  reset  to  the
previous value. Format checks are only implemented for item types with free input; of course, such a
check is not necessary in the case of types with specified answer options (e.g. radiobuttons).

It is impossible to save an incorrectly formatted input. The catalog items are an exception to this: In this
case, it is possible to ignore a datum's deviation from the current catalog by means of the "Check data"
check box and to still save the values which are not present. The deviation is then evaluated as an error.

Rules

The limit value and plausibility checks and the execution of actions are defined via the item rules defined
in the FormBuilder.

The calculation algorithm for score items is also created as a rule. This then defines the sequence and
origin of the form values to be calculated with each other. The item value therefore only results from the
evaluation of the rules.

2.2 Consistency check in the FormBuilder

Consistency checks are carried out in the FormBuilder when creating and editing form descriptions. They
determine which types are offered on the question, item and rule layers. Which conversions to other types
are possible when and which other elements can be created are listed beneath the description for each
component type in this section. The consistency check serves two objectives:

 Prevention of data loss

 Avoidance of type inconsistencies and rule errors.

In this case, a distinction is made between whether the question or the item is still available as a pure
development version or whether it has already been set to productive status (released). The distinction is
actually made at the layer of the question or item, as these elements can also be subsequently added to
a project which has already been set to productive status, and can then be changed relatively freely until
setting to productive status is next carried out. The focus in this case is then on the avoidance of type
inconsistencies.

If the question or the item has already been set to productive status, data loss must be prevented under
all circumstances. Adaptation of the layout, e.g. the switch from a layout beneath one another to a layout
next to one another, or a change of rule evaluation remains possible.

As  of 23/04/2019 - 10 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

2.3 Types

The types are listed here in the sequence of the presumably most frequent use. This is also the sequence
in which they are offered in the FormBuilder.

IASStandardGroup

As the name says, this involves the standard type with which 50 to 90% of questions can be covered in
the majority of projects. To maintain the uniformity of the forms' layout, it is usually sensible to create all
questions which do not expressly demand another type as an IASStandardGroup, even if they only have
one item.

Fig. 4: Example of an IASStandardGroup with two items.

Consistency check

 Non-productive: 

 Can be changed in IASHorizontalGroup, IAS-AlternateStandardGroup -

 Can also be changed in IASUnitGroup or IASHorizontalUnitGroup as long as there are no
items; on saving, the two mandatory fields (number field and unit list) are then created
automatically. 

 IASStandardGroup with only one radiobutton (or check box) can be changed to a RB
matrix (or check box matrix).

 IASStandardGroup with  lookup  fields  only  (not  with  extendable  lookup  fields)  can  be
changed to an IASMultipleSelection, IASCombinedSelection or IASHorizontalCombined-
Selection.

 If changed to a IASHeadline all preexisting items will be deleted

 Productive: Can be changed to IASHorizontalGroup, IASAlternateStandardGroup.

 Except catalog fields, all item types can be created.

IASAlternateStandardGroup

The  IASAlternateStandardGroup  offers  a  slightly  different  design  than  the  IASStandardGroup.  The
portrayal of the items which are contained begins directly behind the question's number label; the item
text is displayed above the item input fields. All of the question's items are portrayed beneath one another
on the whole.

This component can be used e.g. if a very large image (see below) or items with very wide input fields are
to be displayed in the form. This component extends the option of structuring the layout of forms.
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Fig. 5: Example of an IASAlternateStandardGroup with an image item.

Consistency check

 Non-productive: 

 Can be changed to IASUnitGroup or IASHorizontalUnitGroup as long as there are no
items; on saving, the two mandatory fields (number field and unit list) are then created
automatically. 

 Can be changed to IASHorizontalGroup or IASStandardGroup as long as it only contains
number field, text field, text area, check box, radiobutton, pop-up or score field type items.

 IASAlternateStandardGroup with only one radiobutton (or check box) can be changed to a
RB matrix (or check box matrix). 

 IASAlternateStandardGroup with lookup fields only (not with extendable lookup fields) can
be changed to an IASMultipleSelection, IASCombinedSelection or 
IASHorizontalCombinedSelection.

 Productive: Can be changed to IASHorizontalGroup, IASStandardGroup.

 Except catalog fields, all item types can be created.

IASHeadline

Serves to portray an intermediate header.  This can be used to subdivide forms into clearly arranged
sections  or  simulate  a  further  hierarchical  layer.  As  mentioned  above,  it  is  important  to  give  early
consideration  to  the  implementation  of  a  form  layout  with  the  options  offered  by  secuTrial®.  The
breakdown with IASHeadlines may prove helpful in this case.

The IASHeadline does not contain any items or description texts. The next layer is not therefore displayed
if IASHeadline has been selected as the type. It is also not possible that the HELP, COMMENT and QUERY

buttons do not appear next to an IASHeadline.
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Fig. 6: Example of the view of an IASHeadline between two other types.

Attention:

If  another  type  is  converted  into  an  IASHeadline,  all  items contained  therein  are  deleted  without
warning! 

Consistency check

 Non-productive, productive: Can be changed to all other types, can always be deleted.

 No items can be created.

IASHorizontalGroup

This type is a standard type comparable with the IASStandardGroup, but arranges the items horizontally
next to each other and not beneath each other. It is recommended when the texts and fields are very
short (e.g. small radiobutton item and a date item) and you wish to save space (less scrolling). A Horizont-
alGroup can be used good subforms, when many repetitions are expected.

Fig. 7: Example of the view of an IASHorizontalGroup with two items.

It is not sensible to integrate many more than approx. two to three items per group, as a full view is not
otherwise guaranteed with all window widths. The IASHorizontalGroup should therefore be tested indi -
vidually and with various browsers. In the case of excessively wide IASHorizontalGroups, a horizontal
scroll bar appears, as table structures are not wrapped in the browser.

Normally, the items are distributed evenly according to their number over the width of the page; with 3
items, each item therefore takes up 1/3 of the width of the page. The "Flexible column width" can be con-
figured instead; the items are then arranged directly behind each other and are not distributed over the
width of the page.

Consistency check

 Non-productive:  Can  be  changed  to  IASHeadline  (items  are  deleted!),  IASStandardGroup,
IASAlternateStandardGroup.

 Productive: Can be changed to IASStandardGroup, IASAlternateStandardGroup.

 Except catalog fields, all item types can be created.
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IASRepetitionGroup

The IASRepetitionGroup offers the option of creating questions or an entire form in such a way that, if
necessary, it can be repeated any number of times without reserving a high number of empty database
fields for this from the beginning. The standard application area is drugs: Per default , e.g. a single ques-
tion for a concomitant drug can be displayed here. If more than one concomitant drug is available, a MORE

button can be used to load one or more further, empty fields with the same layout.

With an IASRepetitionGroup, an empty shell for the fields to be repeated is simply created in the main
form. The contents themselves (all  questions and items in the repetition area)  must be created in a
separate form of the Subform type. This subform is then selected in the surrounding repetition question.

Fig. 8: Example of the view of an IASRepetitionGroup with an initial display of a subform repetition; a

further question group (=subform) can be displayed via MORE.

Fig. 9: Example of a IASRepetitionGroup in the FormBuilder with different setting options.

The number of initial and maximum repetitions can be defined.

For each IASRepetitionGroup can be defined, whether a DELETE Button is displayed. If the DELETE button
is activated, a delete confirmation can be configured. The deletion has then to be confirmed by clicking
“OK” (see Fig. 10).
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Fig. 10: Confirmation message when deleting an entry in a RepetitionGroup.

Furthermore it can be configured, whether the IASRepetitionGroup is displayed in reverse order. In that
case the MORE button will be shown above the repetitions. New repetitions will then be added at the top.
The order numbering remains as before; the repetitions will be consecutively numbered in their order of
creation.

The buttons MORE and DELETE can be replaced with pictures. Some pictures already come with secuTrial®

(see Fig. 11).

Fig. 11: Online help function for the button icons of repetition groups.

To use these existing images simply enter the file name. These icons will also be adjusted for display in
different languages (for buttons with text) or designs (different colour) according to the current settings. If
not specified, the default icon will be used.

It also possible to reference any files you wish from the local web server. To do this, the relative path is to
be entered from the web server directory of the application (the document root directory of the web server
is accessed via "../../" at the beginning). In this case the same buttons will be used for all languages and
design settings.

Whether a DELETE button is to be displayed is defined for each IASRepetitionGroup. A button other than
the standard button can also be defined here (attention: This button must be present on the web server
too). 
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Fig. 12: View after the user has clicked onto MORE twice.

For every IAS RepetitionGroup you can also define whether further repetitions are possible after comple -
tion of data entry (=DEC). If this option is selected and on condition that

 the DEC status has been set in the form

 the DEC status cannot be revoked

 the form and the patient have not been frozen

 the participant has the editing rights to make changes

the MORE button will be displayed again in DataCapture and the participant can create more repetitions
for the repetition group.

Furthermore it is possible to select for each IASRepetitionGroup, whether the coloured interim row show-
ing the repetition numbers and subform title is displayed  (previous behaviour and default) or should be
hidden (see Fig. 13).

Fig. 13: The same subform displayed with two different repetition group configurations: with title row

(above) and without title row (below).

Consistency check

 Non-productive: Can be changed to all types.

 Productive: Can be changed to IASTableRepetitionGroup, when the subform uses the table layout.
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 No items can be created.

IASTableRepetitionGroup

Like the IASRepetitionGroup the IASTableRepetitionGroup offers the option, of creating questions or an
entire form which can be repeated any number of times. This Repetition Group is well suited for  display-
ing short subforms with a table layout.

Unlike in the IASRepetitionGroup the question and item labels of the subform are displayed in the IASTa-
bleRepetitionGroup only once directly in the outer table repetition group as table column headings. Apart
from that the layout settings of the subform defined by questions will be ignored completely. In the repeti -
tion rows, only the entry elements and the units/labels will then be displayed. If no title is entered for dis-
play  in  the  form,  the  subheading  in  the  table  repetition  group  will  be  omitted  (see  Fig.  14 bottom
example).

Fig. 14: Form excerpt with two table repetition groups. In the bottom question the repetitions are con-

figured in reverse order and the subform has no specified form title.

As only one complete row with items can be displayed in a IASTableRepetitionGroup, only subforms with
the subform processing option "Table layout" can be used.

This subform type "Table layout" (see Fig.  15) must only contain a single question of the type IASHori-
zontalGroup. As long as this subform is used in an IASHorizontalGroup, this subform configuration cannot
be modified, the question type cannot be changed and no other questions can be created within this form.

Fig. 15: Configuration of a table subform (highlighted).
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In addition to the properties of a standard subform (IASRepetitionGroup), an initial order can be defined
for IASTableRepetitionGroups by choosing an item from the integrated subform. The repetitions of the
RepetitionGroup will then be sorted according to the values of the chosen item. 

Without a selection the RepetitionGroups will be sorted by their order of creation.

Initial sort criterion of the DataCapture are the configurations set in the FormBuilder. By clicking the item
headers the current participant is able to choose another sorting order for the table. The current order is
marked by an ascending or descending triangle behind the respective column header.  

Fig. 16: Section  to  configure  the  subform  of  a  TableRepetitionGroup  by  selecting  a  sort  criteria

(markup).

Consistency check

 Non-productive: Can be changed to all types.

 Productive: Can be changed to IASRepetitionGroup

 No items can be created.

IASHorizRBMatrix

The  radiobutton matrices offer a practical method for accommodating several questions with the same
answer options in a tight space. The prerequisite for use is therefore

 That this involves option questions (see Horizontal radiobutton )

 That at least two questions with the same answer options are available,

 That the layout in a single question (i.e. with a common help) is legitimate.

In an IASHorizRBMatrix, the questions are arranged horizontally (in lines) and the answers vertically (in
columns). They are suitable for question groups with short answer options and longer question texts. The
standard example is the many items with yes/no or yes/no/not applicable as the answer.

Fig. 17: Example of the view of an IASHorizRBMatrix consisting of five items.
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On creating and editing the group of labels of a radiobutton in a RB matrix, the changes are always
transferred to all groups of labels of all radiobuttons for the question.

For the IASHorizRBMatrix it is also possible to display a reset option. This option can be added as the
first or last option to the other answer options. The button text can also be edited. When saved, changes
made to one radio button in a matrix will be transferred to all other radio buttons within the matrix.

CSS Layout-settings

To influence the table design for a radio button matrix, CSS classes have been introduced for the table
elements. To edit the CSS, a layout assistant can be opened in a separate window.

Fig.18: Display of CSS for the matrix on the questionnaire editing page with button (see mark-up) to

open the layout assistant.

The editor is divided into a simple and advanced mode. It is possible to switch between the two modes
using the button at the bottom right of the screen. In both modes the column widths can be adjusted by
dragging the columns. The currently used column width is displayed in pixels or percent on the column
drag points. If the width of the components is set to 100%, the column widths are displayed in percent -
ages.

In the simple mode, background colours can be entered as RGB values for the different rows. The colours
can also be selected from a colour palette.

Fig. 19: Layout assistant: Simple mode of the CSS editor with adjusted width and changed colour of the

header row.

In the advanced mode, the CSS entries for individual elements can also be edited directly in the lower
section of the window. Entries made previously in the simple view will be adopted.
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Fig. 20: Layout assistant: Advanced mode of the CSS editor.

Clicking on the PREVIEW button applies all of the CSS entries in the component preview in the upper sec-
tion. The RESET button returns all of the entries to the last saved settings. The ADOPT button applies the
CSS entries in the main page and closes the layout window.

Note:

The browser can ignore the width settings in tables if the content is larger than specified. The column
width  displayed  in  the  component  preview  corresponds  to  the  current  size  settings  used  by  the
browser. Please be aware that changes in the size can occur if different output devices are used!

Consistency check

 Non-productive:  Can  be  changed  to  IASHeadline  (items  are  deleted!),  IASHorizontalGroup,
IASStandardGroup, IASAlternateStandardGroup, IASVertRBMatrix.

 Productive: Can be changed to IASVertRBMatrix, IASStandardGroup, IASAlternateStandardGroup,
IASHorizontalGroup.

 Only horizontal radiobuttons can be created.

IASVertRBMatrix

In an IASVertRBMatrix, the questions are arranged vertically (in columns) and the answers horizontally (in
lines). They are suitable for the rarer case of question groups with short questions and longer answer
texts, as these would not otherwise fit well  into the narrow column designations. One example is the
UPDRS score, in which the same questions are asked for various extremities (head, LU, RU, LL, RL,
etc.), whilst the answer options are half sentences.

The "Horizontal radiobutton" is also used as an internal item type in this vertical radio matrix, as this
component's layout is determined by the question type only, and not by the item type.

For the IASVertRBMatrix it is also possible to display a reset option.(see IASHorizontalGroup).

It is also possible for the IASVertRBMatrix to influence the table design via the CSS Layout-settings (see
above).
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Fig. 21: Example of an IASVertRBMatrix consisting of five items.

Consistency check

 Non-productive: Can be changed to IASHeadline (items are deleted!), IASHorizRBMatrix, 
IASStandardGroup, IASAlternateStandardGroup IASHorizontalGroup.

 Productive: Can be changed to IASHorizRBMatrix, IASStandardGroup, IASHorizontalGroup.

 Only horizontal radiobuttons can be created.

IASCheckboxMatrix

In principle, the IASCheckboxMatrix functions like a horizontal radiobutton matrix: Several questions with
the same answer options, which are to be portrayed as check boxes (i.e. multiple selection possible), can
therefore be presented in compact form. The answer texts should be short in order to fit into the columns.

Fig. 22: Example of the view of an IASCheckboxMatrix.

Despite the same appearance, there is a significant difference in logic versus the radiobutton matrices: As
not only one answer is possible, each check box (i.e. each answer options) is regarded as one question
with two answer options (NULL and one, i.e. "Not checked" or "Checked"). This makes creation very
laborious and a high number of database fields are required. Rules additionally have to be individually
defined for each check box.
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Fig. 23: Overview of the items of the IASCheckboxMatrix in the FormBuilder from Fig. 22.

On creation of the IASCheckboxMatrix, each check box must be created as an individual item (including
rules). The same question text must be specified as the question text for all check boxes within a row. In
the second step,  each check box is  then assigned with  the corresponding label  text  as the column
heading. All check boxes standing in the same column in a matrix must have the same (=same ID) label
text. 

The sequence of the rows arises from the sequence created for the items, whereby the item in a row
which is used to determine the sequence of the questions is taken by random. The sequence of the
columns arises from the sequence which is specified in the labels. The evaluated column for the answer
sequence is also rather random in this case. The data should therefore be set identically in the rows and
columns, and the portrayal should be checked in the preview.

It is also possible for the IASCheckboxMatrix to influence the table design via the CSS Layout-settings
(see above).

Consistency check

 Non-productive:  Can  be  changed  to  IASHeadline  (items  are  deleted!),  IASStandardGroup,
IASHorizontalGroup,  IASAlternateStandardGroup,  IASItemMatrix  (the  contained  checkboxes
remain unchanged. The heading text for each column will be moved to the unit/label text next to the
checkbox. When converting to an item matrix, the items therefore need to be put into the matrix.).

 Productive: Can no longer be changed.

 Only check boxes can be created.

IASMultipleSelection

Special case of several hierarchically linked lookup tables (not extendable) which mutually influence each
other: On selection of an entry in one of the lists, the form is reloaded, and the upper and lower lists are
displayed filtered with adequate contents. 
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Fig. 24: Example of the view of an IASMultipleSelection consisting of three lookup tables (in the Form-

Builder preview): Without selection in the upper (left) lookup table, all elements are pre-loaded

in the lower lookup table (see Fig. 27).

Fig. 25: Following selection in the first lookup table, the corresponding entry is selected in the upper

table (middle). The possible lower values are filtered in the lower table (right).

The  different  lookup  tables  must  first  have  been  created  in  the  project  and  must  accordingly  be
hierarchically linked. On compilation of the IASMultipleSelection, only the lookup tables possible from the
hierarchy are also offered for the further items following the selection of the first lookup table.

Normally, the items are distributed evenly according to their number over the width of the page; with 3
items,  each item therefore takes up 1/3 of  the width  of  the page.  A "Flexible  column width"  can be
configured instead; the items are then arranged directly behind each other and are not distributed over
the width of the page.

Consistency check

 Non-productive:  Can be  changed to  IASHeadline  (items are  deleted!),  IASCombinedSelection,
IASHorizCombinedSelection,  IASStandardGroup,  IASAlternateStandardGroup  or  IASHorizontal-
Group.

 Productive: Can be changed to IASCombinedSelection,  IASHorizCombinedSelection, IASStand-
ardGroup, IASAlternateStandardGroup or IASHorizontalGroup.

 Only lookup tables (not extendable) can be included. After creating the first lookup table, only the
lookup tables hierarchically positioned below the first can be selected.

IASCombinedSelection

In content terms, virtually the same function as IASMultipleSelection, with the sole difference that only the
first pull-down list is pre-loaded when loading the page. The layout is vertically beneath each other. Highly
suitable for the portrayal of larger, hierarchically structured lookup lists.

Fig. 26: Example of the view of an IASCombinedSelection: Without selecting the upper lookup table, no

entries are yet displayed in the lower lookup tables.

Consistency check

 Non-productive: Can be changed to IASHeadline (items are deleted!), IASHorizCombinedSelec-
tion, IASMultipleSelection, IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup.
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 Productive: Can be changed to IASHorizCombinedSelection, IASMultipleSelection, IASStandard-
Group, IASAlternateStandardGroup, IASHorizontalGroup.

 Only lookup tables (not extendable) can be created.

IASHorizCombinedSelection

In content terms, the same function as IASCombinedSelection, but the layout is horizontally next to each
other. In the case of a high number of items or lookup tables with very long contents, this layout may
become unclear. 

Fig. 27: Example of the view of an IASHorizontalCombinedSelection (in the FormBuilder preview) with

selection of the upper lookup table (left).  The middle table then contains only the possible

entries for selection. The right lookup table does not yet contain any entries. These are only

offered following selection of the middle lookup table.

Normally, the items are distributed evenly according to their number over the width of the page; with 3
items, each item therefore takes up 1/3 of the width of the page. A "Flexible column width" can be con-
figured instead; the items are then arranged directly behind each other and are not distributed over the
width of the page.

Consistency check

 Non-productive:  Can be  changed to  IASHeadline  (items are  deleted!),  IASCombinedSelection,
IASMultipleSelection, IASStandardGroup, IASAlternateStandardGroup or IASHorizontalGroup.

 Productive: Can be changed to IASCombinedSelection, IASMultipleSelection, IASStandardGroup,
IASAlternateStandardGroup or IASHorizontalGroup.

 Only lookup tables (not extendable) can be created. After creating the first lookup table, only the
lookup tables hierarchically positioned below this can be selected.

IASUnitGroup

The IASUnitGroup consists of at least two items, whose types are firmly specified. It is intended to be
able to specify data on measured values in various, previously defined units which are converted into a
reference unit for saving in the database. The first question is a number field for inputting the measured
value; the second consists of a pop-up, which contains the units. 
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Fig. 28: Editing page for the unit pop-up of an IASUnitGroup in the FormBuilder.

Conversion is carried out via the conversion factor of the pop-up's group of labels: Prior to saving in the
database, each number field is calculated using the conversion factor. In this case, the reference unit
must be given the conversion factor 1, and is taken over unchanged into the database. Otherwise, the
input measured value is divided by the conversion factor and the result is saved in the database. 

To save the originally inserted value, an additional Item of the type DBDummy-numeric field is created
which will not show up on the display. If the latter does not exist, the representation of the inserted value
will be achieved by multiplying the data bank value with the conversion factor and displaying it in the input
field. 

Fig. 29: Example of an IASUnitGroup with the three units mg, g (reference unit)  and kg and two addi-

tional items.

So that the user knows what he is actually saving, the database value is also additionally displayed in the
reference unit if he has not selected the reference unit. Due to this type of handling, the database values
are all directly comparable without further conversion.

On creation of an IASUnitGroup the two necessary items, the optional DBDummy-Item and a supple-
mentary set of rules are already created during the first save.. The database columns are designated with
a standard value and a standard reference unit is created. The units then have to be correspondingly
exchanged and supplemented according to the relevant requirements. The columns can be renamed fol-
lowing creation. These items are created even if another (empty) question is converted into an IASUnit-
Group.
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Due to possible rounding errors, the IASUnitGroup should only be used with reservation - an E-signature
should generally be used here with care.

Value range checks can be generated on number-items with the checks being executed on the value after
it has been converted into the reference unit. When generated on the number-item, the “Hide when“-rule
always affects the unit-popup as well. Additional items can also be defined in any sequence in an IASUnit-
Group; in turn, their types can be freely selected from text fields, date fields, check boxes or radiobuttons.
Further options include lookup tables and score fields. However, deleting the individual pop-up or number
items is not possible even after creating new items in an IASUnitGroup and the question is not productive.

Consistency check

 Non-productive, Productive: Can only be changed to IASHorizontalUnitGroup.

 All items except number, popup, randomization buttons and catalog fields can be created as addi-
tional items. The two unit items cannot be deleted even when they are non-productive.

 In the sequence, the unit pop-up is always positioned directly behind the unit number field.

IASHorizontalUnitGroup

Operates precisely like the IASUnitGroup, with the difference that several elements are arranged next to
each other and not beneath each other. Additional items are portrayed in the specified sequence in front
of or behind the two unit fields. 

Fig. 30: Example of the view of an IASHorizontalUnitGroup with two additional items.

Normally, the items are distributed evenly according to their number over the width of the page; with 3
items, each item therefore takes up 1/3 of the width of the page. A "flexible column width" can be con-
figured instead; the items are then arranged directly behind each other and are not distributed over the
width of the page.

Consistency check

 Non-productive, Productive: Can only be changed to IASUnitGroup.

 All items except numbers,  popup, randomization buttons and catalog fields can be created as
additional items. The two unit items cannot be deleted even when they are non-productive.

 In the sequence, the unit pop-up is always positioned directly behind the unit number field.

IASCatalogGroup

An IASCatalogGroup enables the usage of large, hierarchical structured catalogs to be used as  refer-
ence books. The catalog must first be created within the customer (see the FormBuilder manual). On cre-
ation of an IASCatalogGroup, the catalog from which the values are to be subsequently read-out must be
specified in addition to the standard data such as question text and sequence. 

If an IASCatalogGroup with items has been created, the user is able to open a window in which he can
search for and select the desired value in the DataCapture by clicking onto the CATALOG button (field
marked in colour on the outer left). Following selection, the available values are transferred from the cata -
log to the form and the catalog window is closed. The values are copied from the catalog as independent
text and not only referenced from the catalog.

Attention:

If the assigned catalog is changed and catalog items have already been created, these are deleted
following one warning notice!
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Possible fixed catalogs

At present (automatically created in secuTrial® versions prior to 3.3 only), 9 catalogs are firmly implemen-
ted in secuTrial®; these each form an excerpt of the cardiovascular diseases from the overall EPCC cata-
log in german:

 Main and secondary diagnosis (congenital) [“Haupt- und Nebendiagnose (angeboren)”]

 Secondary diagnosis (acquired) [“Nebendiagnose (erworben)”]

 Extra diagnosis [“Extra-Diagnose”]

 Operation/Intervention [“Operation/Intervention”]

 Intervention [“Intervention”]

 Symptom or risk factor [“Symptom oder Risikofaktor”]

 Complication [“Komplikation”]

 Measure [“Maßnahme”]

 HFN diagnosis [“HFN-Diagnose”]

Fig. 31: Example of the view of an IASCatalogGroup with catalog pop-up (excerpt).

Generic catalogs

Further catalogs in a predefined CSV format (see FormBuilder user manual - Annex) can additionally be
imported in the FormBuilder. The description of the layers and columns can be edited on import. Catalog
contents can no longer be edited; however, catalogs can be reloaded (see below).

Generic catalogs can be used exactly like firmly implemented catalogs, but remain restricted to the cur -
rent customer.
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Reloading catalogs

Generic catalogs can be reloaded in the FormBuilder by uploading a new CSV file. The previous version
is then archived; it can continue to be viewed and also initially continues to be used in the productive area
(see below).

The relevant, current version is always used in the setup area; so that this is also used in the productive
area, the relevant project must be set to productive status again. The relevant catalog version which is
used is displayed at the bottom right edge in the catalog question; the relevant catalog version is also lis-
ted in the Audit Trail. 

Note: 

Catalogs are only loosely linked to the form; the selected catalog contents are saved in the form as a
text copy and not as a reference. On reloading, form data which have already been saved are not
therefore automatically reloaded!

Consistency check

 Non-productive: Can no longer be changed to other types as soon as a catalog field is created; the
catalog can still be changed. On changing the selected catalog, all previously created catalog fields
are deleted.

 Productive: Can no longer be changed.

 Only catalog fields can be created.

IASItemMatrix

The IASItemMatrix provides a greater freedom in designing the eCRF layouts. It allows you to organize
different item types in one table layout. Individual items can also be displayed across several columns or
rows. A common heading can be displayed before each row and above each column.

Fig. 32: Example of a table question component

The items can be arranged in FormBuilder using the table layout assistant which features intuitive drag
and drop functions. The initially separately created items of the question are dragged into the correspond-
ing positions in the table.

As  of 23/04/2019 - 28 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

Fig. 33: Layout assistant in FormBuilder.

It is possible to extend the table by dragging and moving its borders:

 

Single columns or rows can be added or removed.
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And columns or rows can be merged.

  

The online help instructions explain how to use the assistant.

Invisible items: By explicitly positioning the items in the table structure, with this component it is possible
to create invisible items by not assigning a position within the table for these items. These items are not
displayed in the eCRF. However, these items will be treated as normal items both in the rule evaluation
and when creating queries and comments. In the implementation view, the invisible items will be listed
below the displayed table in a separate section.

Layout-Dummy: The label of an Layout-Dummy type item is displayed in the complete column width of
an ItemMatrix question component. For all other item types with input elements the label is only displayed
in 30% of the column width.

With an appropriate format of the dummy item HTML label, e.g. “<div style=“width:100%; background-
color:blue;“>my headline</div>”,  and a display over  the complete table  width  (span over  all  included
columns) the item can be used as a replacement for a subheading in an ItemMatrix question.

It is also possible for the IASItemMatrix to influence the table design via the  CSS Layout-settings (see
above).

Consistency check

 Non-productive: IASHorizontalGroup, IASStandardGroup, IASAlternateStandardGroup

 Productive: IASHorizontalGroup, IASStandardGroup, IASAlternateStandardGroup

 A small number of item types which are specifically linked to a question component type cannot be
created in an IASItemMatrix. These include the catalogue field from the catalogue component and
the conversion numeric field from the UnitGroup components.

2.4 Item types

The item types are described in the sequence in which they are offered in the FormBuilder.

Non-productive items can normally be changed to any item, unless

 The external type prescribes a specific item type

 The item is referenced by a rule

Other restrictions are described under the corresponding types.

On conversion of items, all captured test data are usually lost, as the corresponding column is deleted
and recreated on changing the data type.
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Horizontal radiobutton 

The so-called radiobuttons can be used very well to operate questions which are answered according to
the scheme "Yes" / "No" or "Little  – medium – a lot". Only one option can ever be selected with these
types. In this case, the number of selectable options (with yes/no e.g. two options) and the text of the indi-
vidual answer options (e.g. "Yes; no; not applicable") must be specified. This type is easy to implement
and operate, resulting in a low error possibility (→ good data quality!). Many questions can be implemen-
ted in such an option form.

In the medical data record, the selected option is saved as an integer, which is specified as "DB value" on
creation of  the  radiobutton label.  This principle also applies to pop-up items, which is why switching
between these types can usually be carried out. (Whilst lookup tables, in contrast, are also stored as a
number in the database, they are genuine references and are also portrayed differently in the internal
secuTrial® data model.)

This item type is portrayed horizontally.

Fig. 34: Example of the view of a horizontal radiobutton.

There are two ways to reset a radiobutton:

 A radiobutton component without a reset option can be completely reset to NULL by double clicking
on the selected answer option. This will then deselect all options in the radiobutton.

 A radiobutton component with a reset option can also be reset by selecting the radiobutton reset
option. Double clicking on a selected answer option will automatically select the reset option. The
position of the reset option can be placed at the beginning or the end of the defined options.

Fig. 35: Example of the view of a reset radiobutton with the answer options female / male and the reset

option at the beginning.

The position of the reset option can also be set for the horizontal radio buttons as the first or last option.

In the case of the radiobutton, a group of labels must be compiled in the FormBuilder. The item type and
the relevant database column must be specified first, plus a relevant question text if desired. This must be
saved, and the group of labels can then be edited.

Fig. 36: Excerpt from the editing page of a horizontal  radiobutton item with reset option in the Form-

Builder. 

The answer option labels can be created and/or edited via "Edit group of labels". An alternative text other
than "Not applicable" can be entered directly for the item in the corresponding field. In addition, this spe-
cification can be displayed at the beginning or the end of the selection. 
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If another text has been entered, the default text can be restored using the 'Default' button. In contrast to
the default labelling, an entered text will only ever be displayed in the entered language, regardless of the
currently selected user interface language.

Fig. 37: View of the editing page for the group of labels for the answer options of the corresponding

item.

The sequence of the answer options, plus the label text and the DB value saved in the data record can be
defined. With the aid of NEW LABEL, it is possible to add a new label and specify a relevant DB value and
conversion factor (for unit groups and score calculation). Alternatively, one or more already existing indi-
vidual labels can be selected and added via ADD. 

The structure of the editing page is the same for both radiobutton types. The DB values which are used
must be unique within a group of labels. A factor may also be additionally specified in the case of normal
groups of labels for use in scores. When set, this is used to calculate the score instead of the database
value. This is particularly helpful when creating (qualification) tests.

Important:

Individual labels which are reused should only be subsequently changed with particular care, as the
changes are carried out in all usages. Unclear compilations may particularly arise with subsequently
changing the DB value! In the case of lists in the FormBuilder, the ID is always specified as the last
numerical value to identify the various individual labels.
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Format check

 Not necessary.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group, HorizontalUnitGroup, IASVertRBMatrix and IASHorizRBMatrix.

 The group of labels is checked as regards the clarity of the assigned sequence, DB values and
texts (distinction between capital and lower case letters). The check for  unambiguousness of the
text are only made as a warning,

 Non-productive: Cannot be changed in IASHorizRBMatrix or IASVertRBMatrix.

 Productive: Can be changed to vertical radiobutton and pop-up.

Vertical-Radiobutton 

Fig. 38: Example of a vertical radiobutton with reset option.

The  conditions  which  apply  to  the  vertical  radiobutton are  the  same  as  those  for  the  horizontal
radiobutton. However the layout is vertical.

Pop-up

Certain questions in an eCRF may have a limited and previously defined selection of possible answers. In
this case, space may be saved by arranging them in a pop-up field, so that the user merely has to select
the correct answer from the list during data input. In basic status, only one answer can ever be selected
(otherwise, an IASRepetitionGroup must be created for repeated selection).

Fig. 39: Example of the view of a pop-up item. The question "Diagnosis" is answered by selecting an

option in the selection list. The DataCapture view shows the selection list "folded down".

Creation and editing are carried out as for the radiobutton. The text for not-selected options (data bank
value NULL), Default "< Please choose >" can be configured per item as well. However, this option is
always included in the list and will be displayed at the first (top) position of the drop-down.

Format check

 Not necessary.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group (automatic) and IASHorizontalUnitGroup (automatic).

 Non-productive: Cannot be changed or deleted in IASUnitGroup and IASHorizontalUnitGroup.
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 Productive:  Can be changed to horizontal  or vertical  radiobutton  except  in IASUnitGroup and
IASHorizontalUnitGroup, where it cannot be changed. Conversions between horizontal and vertical
radiobuttons and pop-up items are possible as long as the external question component does not
prescribe any restriction for the item types contained (e.g. only horizontal radiobuttons are allowed
in radiobutton matrix components).

 The group of labels is checked as regards the clarity of the assigned sequence, DB values and
texts (distinction between capital and lower case letters). The check for  unambiguousness of the
text are only made as a warning,

CheckBox

As a "non-answer" (the check box is not clicked) is also a valid statement in the case of check boxes, the
rule  "Input  not  required"  is  also  created  as  specified  so  that  the  completion  status  takes  this  into
consideration. If desired, of course, this rule can be removed again or edited.

Fig. 40: Editing page for a check box in the FormBuilder.

Fig. 41: Example of the view of a check box; the text behind the check box originates from the field

"Unit/format".

Special feature of an IASCheckboxMatrix: The same question text must be specified as the question text
for all check boxes within a row in this case. In the second step, each box is then assigned with the cor -
responding label text. All boxes in a matrix, which are contained in the same column, must have  the
identical (  =   same   data bank   ID) label text. The value of the sequence, which is specified with the label,
corresponds to the column number into which the check box is assigned.
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Format check

 Not necessary.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASCheckboxMatrix, IASUnitGroup and IASHorizontalUnitGroup.

 Non-productive: Cannot be changed in a IASCheckboxMatrix.

 Productive: Can no longer be changed.

Time

The time field is used to enable time data to be input. There are three different variants which differ
depending on which time units are to be specified. In these variants, H stands for hours, M for minutes
and S for seconds. In the database, time is saved in the same format as date.

Fig. 42: Example of the view of a time and a (checked) date item.

After selecting the item type you can define whether the formatting display should be shown next to the
entry fields. The following options can be selected:

 display

 hide

 display with optional fields

With the last option, all not mandatory fields in the format will be placed in brackets. This option is not
available for checked-time components.

Fig. 43: Different format displays for the date components (top to bottom): hide, display with optional

fields, displayed, hide, displayed, displayed.
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Item+time span / date+time span compare with value

Fig. 44: Creation of a condition for a time item.

In the FormBuilder, the condition "Item + time span" can be selected to create conditions for time or date
items. In this case, the time span is always specified in the smallest unit of the item format. If the compare
with item e.g. has the format "DD-MM-YYYY", the time span is specified in days or, if the format is "HH-
MM" in minutes. 

The same principle also applies to the "Current date + time span" type. 

The specified time span can be positive or negative, and is added to the item value (or current date)
before evaluating the condition.

Format check

 The format check is implemented in precisely the same way as for the date type (see below).

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group and IASHorizontalUnitGoup.

 Non-productive: as long as an item has not been set to productive, it is possible to change the
component type between '"Time" and "checked Time" even if the item has been assigned rules.

 Productive: Can be changed to time or checked time, in which the information content is at least as
large  as  in  the  productive  version.  I.e.  "Time  HH:MM" can  be  changed  to  "Checked  time

HH:MM:SS" but no longer to "Checked time MM:SS".
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Date

The date field is required e.g. in the question regarding the date of birth. Which scope and which format
the date is to have are specified in the type selection with the letters Y, M and D for year, month and day.

A helpful calendar can be called up for all date fields by clicking on the small icon next to the entry fields.
For date and time fields within an eCRF, the icon is only displayed if a date (and not only a time) can
actually be entered.

As with time fields you can define with this item type whether the formatting display should be shown next
to the entry fields. The following options can also be selected here:

 display

 hide

 display with optional fields

In  the  database,  date  formats  are  handled  as  texts  with  a  length  of  14  characters  with  the  format
YYYYMMDDHHMMSS (year-month-day-hour-minute-second). There are therefore no text fields with a
length of 14. Non-input fields are filled with blanks. On export, the output is usually shortened to the input
format.

Fig. 45: Example of a date field "Date DD-MM-YYYY".

Format check

 Only numbers from permissible calendar ranges may be input, whereby the smaller fields can be
left  empty.  In the case of  a day-month-year field,  only specifying the year and the month and
omitting  the  day  is  permissible.  Specifying  the  day  and  year  and  omitting  the  month  is  not
permitted.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup, IASHorizontalUnitGroup and IASItemMatrix.

 Non-productive: as long as an item has not been set to productive mode, it is possible to change
the component type between "Date" and "checked Date" even if the item has been assigned rules.

 Productive: Can be changed to date or checked date, in which the information content is at least as
large as in the productive version. I.e. "Date MM-YYYY" can still be changed to "Checked date DD-

MM-YYYY" but no longer to "Checked date YYYY".

Checked Time

Identical to the normal time field; the difference involves the check of completion. Operates in-line with the
"checked date". 

Format check

 See checked date.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group, IASHorizontalUnitGroup and IASItemMatrix.

 Non-productive: as long as an item has not been set to productive, it is possible to change the
component  type  between  "Time"  and  "checked  Time"  components  even  if  the  item has  been
assigned rules.

As  of 23/04/2019 - 37 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

 Productive: Can be changed to time or checked time, in which the information content is at least as
large  as  in  the  productive  version.  I.e.  "Time  HH:MM" can  be  changed  to  "Checked  time

HH:MM:SS" but no longer to "Checked time MM:SS".

Checked Date 

Identical to the normal date field; the difference involves the check of completion.

Note:

The user cannot instantly distinguish between the simple date fields and the "checked" date/time fields!

Format check

 The difference involves the check of completion: In the case of a "checked date", all displayed
fields must also be completed. In contrast, the relevant, smaller fields (e.g. omit month but specify
year) can be omitted in the case of a "normal" date field. "Checked date" and normal date fields
can only be compared via the set of rules if the date and/or time format matches.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup, IASHorizontalUnitGroup and IASItemMatrix.

 Non-productive: as long as an item has not been set to productive, it is possible to change the
component type between "Date" and "checked Date" even if the item has been assigned rules.

 Productive: Can be changed to date or checked date, in which the information content is at least as
large as in the productive version. I.e. "Date MM-YYYY" can still be changed to "Checked date DD-

MM-YYYY" but no longer to "Checked date YYYY".

Number

The number item can be used to query numerical values of any size. Both the number of places in front of
the point  and those after  the point  must  be defined in  advance.  In  this  case,  "Number x.y"  means:
Number field with x places before and y places after the point.

Fig. 46: Number fields with the format "Number 3.0".

Fig. 47: Number field with the format "Number 2.1".

The unit in which the input is to be interpreted can be portrayed behind the number field.

For all number items it can be configured whether thousands should be displayed in text format with or
without a thousands separator. This applies to the print view for forms, numbers displayed in the audit trail
and in reports. During exports, all numbers will be exported without a thousands separator, as was the
case in the past.

Number items as a Visual Analogue Scale (VAS)

When defining a numeric field it is possible to configure it to be displayed as a visual analogue scale via a
checkbox (see Fig. 48 below). To complete the configuration, the width of the VAS in mm and its labels
need to be entered.
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When entering the value range, the “minimum value” is preset with 0.  This corresponds with the smallest
value that can be displayed at the left-hand end of the VAS. The “maximum value” for the DB value is pre -
set to 100. This corresponds with the largest value that can be displayed. These values can be changed
and determine the possible and storable data base values for that item. The value range needs to be able
to be mapped with the corresponding input size of the number item (with a value range of 0-100, at least
3 decimal places are necessary).

Note:

As  the  actual  width  of  the  VAS depends  on  the  settings  in  the  browser  and  the  client’s  screen
resolution, this may vary when displayed. The width of the VAS when printing out the forms using CRF
print, in DataCapture and the patient file (HTML and PDF) should be the same as the defined width,
providing "100%" is selected as the scaling option when printing.  Do not select  the option “Ignore
scaling and fit to page size” (Mac) or "Fit to page” (PC). 

The labels for the VAS are entered in the same way as for radiobuttons. The first and last labels are dis -
played on the left and right ends of the VAS, the other labels are distributed evenly across the width of the
VAS. The DB values which are to be entered here will be ignored when displaying or calculating values
within the VAS.

Fig. 48: Configuration of the VAS in the numeric field

When configured for numeric fields, instead of entry fields the VAS is displayed in DataCapture. When the
unsaved form is opened, no value marker is displayed. If the field can be edited, the value can be entered
by clicking in the area of the VAS. Dragging the value marker changes the value.

Values are rounded up and displayed according to the selected numeric field. When using a numeric field
without decimal places, the marker jumps to the next round number. If using a numeric field such as 3.4,
the granularity is precise to 4 decimal places. Values that lie exactly between two numbers (e.g. 2.5) are
always rounded up (in the example to 3) and are saved as such in the database.

The VAS is represented with the value marker when using the form print function and in the PDF patient
file. In the Audit Trail and in exports, the saved numbers are exported in numeric form.

Fig. 49: Example of a VAS with 0 as the minimum value and 50 as the maximum value with 3 labels 
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Format check

 Only the input of numbers is permissible. The number's pre- and any post-decimal places are input
in separate fields, with the result that the format of the decimal point is irrelevant. The only "Non-
numerical" character which is permitted is a single minus symbol in the pre-decimal field. 

 If the input of negative numbers is to be anticipated, it must be noted that the minus symbol is also
counted as a number digit.  If  necessary,  the pre-decimal field must then be selected one digit
larger.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group (automatic creation without past-point digits), IASHorizontalUnitGroup (automatic creation
without past-point digits) and IASItemMatrix.

 Non-productive: Cannot be changed in IASUnitGroup or IASHorizontalUnitGroup.

 Productive: Can only be changed to a number which has at least as many or more pre- and post-
decimal places as in the productive version.

Textfield

The text field type is used for free text data (designations, etc.). The size of the field and the maximum
number of characters are coded via text field "x" with x = number of characters.

In contrast to the TextArea, the text field is always one-line. At present, x= 1-10, 15, 20, 22, 25, 30, 35, 40,
50, 60, 70, 80 or 100 are possible.

Fig. 50: View of a Textfield 20 (above) and Textfield 60 (below).

Format check

 The input is restricted to the maximum number of defined characters. No other check regarding the
type of input is carried out.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup and IASHorizontalUnitGroup.

 Productive: Can be changed to TextArea or text field, in which the total text length is greater than or
equal to the text length of the productive version.

TextArea 

This field is used for free text data (comment, explanations, etc.). The size of the field and the maximum
number of characters are coded via "TextArea x,y" with x = number of lines and y = number of characters.

The following options are currently available:

x= 2 y= 25, 40
x= 3, 6, 9 y= 20, 40, 60, 80
x= 4 y= 20

x= 20 y= 50

x= 10 y= 100
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Fig. 51: Example of the view of a TextArea 3,40.

As the evaluation capability of free text inputs is very limited, their use should be well considered. In
addition  to  the  option  of  saving  in  the  form,  the  general  comment  function  for  each  item exists  in
secuTrial® for inputting additional comments.

When using the DDE function you can configure how a text item comparison should be carried out:

 compare 

 ignore case and whitespace

 ignore completely

Format check

 The input is restricted to the maximum number of defined characters. The automatic deletion of
characters beyond this limit has been combined with a visual and acoustic warning: the entire text
field briefly flashes yellow and a short warning sound is played. No other check regarding the type
of input is carried out.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup,HorizontalUnitGroup and IASItemMatrix.

 Productive: Can be changed to TextArea or text field, in which the total text length is greater than or
equal to the text length of the productive version. 

Lookup Table

In the case of a lookup field, values from a database lookup table are offered to the user in a selection list.
In the FormBuilder, this list is created in advance for a project as a "lmnp" table. Similar to the pop-up
items, the contents are saved as references. In the case of extendable lookup tables, the user (in the
DataCapture) can subsequently add values.

Unlike pop-up items, the values in the lookup table itself are also saved in the project's medical database
scheme and not in the multi-project scheme of all project setups.

Fig. 52: Example of the view of an extendable lookup table with the list of specified entries (top) and the

view with the option of creating new entries (bottom). The drop-down lists show the corres-

pondingly filtered selections.

In the DataCapture, the specified entries and the values input by the participants are offered in two differ -
ent lists. Switching is carried out via the  SELECTION /  OTHER button. In the FormBuilder, the entries are
marked on the editing page of the lookup table with "FormBuilder" or "Participant".
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Fig. 53: Only the entries input in the FormBuilder can be edited on the editing page for all  project

lookup tables. The values additionally created by participants in the DataCapture can only be

viewed.

When setting projects with lookup tables to productive status, only the values entered in the FormBuilder
are taken over into the productive version of the project from extendable lookup tables. Data input by par-
ticipants in the test environment are ignored.

Note:

Extendibility  involves  the  risk  that  the  participants  always  simply  re-enter  their  value  instead  of
searching for existing entries. In the event of even slightly deviating notations (e.g. spelling errors), this
then quickly leads to multiple entries of what is actually the same value. This may make evaluation
unnecessarily difficult.

Format check

 The input permits a maximum of 150 characters, whose format is not checked. Before a new entry
is created, a check is carried out to determine whether the input value already exists, and this is
then selected.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup, IASHorizontalGroup, IASUnit-
Group,IASHorizontalUnitGroup and IASItemMatrix.

 Productive: Cannot be changed.
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Lookup Table (not extendable)

In the case of a lookup field, values from a database lookup table are offered to the user in a drop-down
list. This list is edited in the FormBuilder. It is created as a “lmnp” table. As in the case of pop-up items,
the contents are saved as references. The advantage of lookup tables in comparison with pop-up items is
that they can be interlinked.

Fig. 54: Example of the view of a lookup table (not extendable). The datum "Family pet" is read-out

from the "Unit/format" field.

Format check

 Not necessary.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,  IAS-
UnitGroup, IASHorizontalUnitGroup, IASCombinedSelection, IASHorizCombinedSelection, IASMul-
tipleSelection and IASItemMatrix.

 Non-productive:  Cannot  be  changed  to  IASCombinedSelection,  IASHorizCombinedSelection  or
IASMultipleSelection.

 Productive: Cannot be changed.

Score (only calculated)

For a more detailed description, see "Scores" at the end of the document. Scores are saved as number
fields in the database. The accuracy or pre- and post-decimal places arises from the fields and formulae
used for the calculation or via definition of the rules of calculation respectively (see below).

If a value is read-out from a radiobutton or pop-up item to calculate a score, the entered conversion factor
is used, if one has been defined, instead of the DB value of the label (label=answer option). In the case of
e.g. evaluations, this can be used to evaluate just one of several possible answers as "correct" (=1) and
all others as "incorrect" (=0) in order to then count all correct answers.

Configuration of the post-decimal places

The  number  of  post-decimal  places  can  be  configured  in  the  FormBuilder  at  the  score-rule.  If  no
configuration is carried out in the FormBuilder, the number is determined as follows:

 If a division operator is used, at least two post-decimal places are calculated.

 At least the number of post-decimal places in the used number input fields are used.

 In the case of a simple score, at least 0 post-decimal places are used; in the case of the normed
score or the score function, at least two post-decimal places.

The highest number from the upper three specifications is taken.

Format check

 During calculation, division by 0 is checked and an error message is displayed instead.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,  IAS-
UnitGroup, IASHorizontalUnitGroup and IASItemGroup.

 Non-productive: Cannot be changed as long as score rules are created for this item.

 Productive: Cannot be changed.
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Time-Interval / Date-Interval

The time/date interval field can be used to calculate time intervals. On creation of such an item, the calcu -
lation rule "Calculate date/time interval from..." is also automatically created. Precisely two time fields,
between which the interval is to be calculated, must then be created as a condition for this rule.

The following interval formats are available for selection:

 Time interval H-M (calculated only)

 Time interval H-M-S (calculated only)

 Time interval M-S (calculated only)

 Date interval Y (calculated only)

 Date interval Y-M (calculated only)

 Date interval Y-M-D (calculated only)

 Date/time interval Y-M-D-H-M (calculated only)

Calculation of the interval is carried out in the form via a score button as in the case of the numerical
scores. The calculated value is portrayed in text form. The search for interval fields is carried out by input-
ting individual values per interval field.

Format check

 Not necessary.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup, IASHorizontalUnitGroup and IASItemGroup.

 Non-productive: Cannot be changed as long as score rules are created for this item.

 Productive: Cannot be changed.

Date score fields for calculation in numbers

With date score fields, time interval calculations are carried out between two dates. The determined inter -
vals are expressed as numbers for the purposes of further calculation. The unit of measurement is  the
smallest time unit entered. If the date value is entered as "dd, mm, yyyy", the result is calculated in days.
When this item is created, the calculation rule "Date and time interval is calculated from ..." is automatic-
ally created at the same time. For this rule there are then two time fields which must be set up as a condi -
tion for making the calculations.

 Seconds M-S (calculated only)

 Seconds H-M-S (calculated only)

 Minutes H-M (calculated only)

 Minutes Y-M-D-H-M (calculated only)

 Days Y-M-D (calculated only)

 Months Y-M (calculated only)

 Years Y (calculated only)

The interval calculation is carried out in the form via the score button, just as with the numerical scores.
The calculated value is displayed as text. A search for the interval field is performed by entering numerical
values or value ranges, just as with numerical fields.

Format check

 Not necessary.
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Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup,
IASUnitGroup, IASHorizontalUnitGroup 

 Non-productive: Cannot be changed as long as score rules are created for this item.

 Productive: Cannot be changed.

Configurable Randomization-Button

This button makes it possible to randomly distribute patients in one of two or more groups. In order to use
the configurable randomization button, configurable randomization must be set up in the project. This
option enables multiple randomizations. To do this, multiple randomization buttons can be created which
can then be individually configured with regard to randomization algorithm, randomization groups and
randomization stratification.

This item component can be used in two different ways:

1. Randomization per button: When used in forms without  "Randomization" processing, the ran-
domization is performed in DataCapture by clicking on the button. It is saved immediately, inde-
pendent of the form data.

2. Randomization by saving: In forms with "Randomization" processing, the button will not be dis-
played on the component. Instead, the randomization will be performed when the form is saved.

Note:

Even if the randomization button is displayed in multiple visits via one and the same visit form, the
randomization process can only be performed once for the individual component.

Important:

After  the  project  has  been set  to  productive  mode,  it  is  no  longer  possible  to  change  the  basic
configuration of the randomization button (algorithm, groups and stratification)

The stratification factors for Range minimization and Variance minimization can be edited even if the
randomization button has already been set to productive mode. The existing stratfication factors can be
edited or deleted and new stratification factors can be created. Please consider the consequences of
any configuration change carefully!

For every randomization button, a message can be defined that can be triggered directly with the random-
ization  of  a  patient  and  independently  from or  depending  on the number  of  possible  randomization
options remaining.

Different randomization algorithms

The available configuration options for the randomization button depend on which algorithm has been
selected.

For implementing the configurable randomization, the following algorithms are available: The mathemat-
ical  implementations  of  algorithms  2  to  7  were  carried  out  by  the  Swiss  Group  for  Clinical  Cancer
Research (SAKK).

1. Extended stratified block without list (secuTrial®)

2. Range minimization

3. Variance minimization

4. Static unstratified single block randomization

5. Static unstratified multi block randomization

6. Static stratified block randomization

7. Simple randomization
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8. External randomization (using list imports)

In the following, the basic statistical principles and the configuration options of the various algorithms are
explained.

Minimization (2, 3) is only used in stratified situations. This procedure uses different stratification factor
levels and the stratification data of the patients instead of lists. The intention behind this is to achieve bal -
anced ratios in every stratification factor level,  which also leads to a balanced relationship within the
entire patient set. A disadvantage of this procedure is that there is a possibility that the relationships can -
not be achieved if there is only a small number of patients in a stratification factor level. An additional dis-
advantage is that strictly speaking it is deterministic and you could calculate the assignment of the next
patient if you had knowledge of the patient data. You can get round this predictability issue by additionally
configuring the random element. 

The difference between range minimization and variance minimization is the distance deviation. It can be
calculated how far away you are from a balanced situation if you put the patient in a certain arm. The
issue of “how far away” is a question of metrics. Essentially, the range method corresponds with the 1-
Norm, the variance method with the 2-Norm. The variance method is easier to calculate (in principle you
do not need to look at the n+1. patients). The differences should be very small. The variance method
tends to be slightly better.

Block randomization (4, 5, 6) requires lists to be defined beforehand (with one or more blocks) and can be
used in stratified and unstratified situations. The purpose of this procedure is to achieve a certain distribu -
tion within a block and within the entire patient set. The advantage is that randomization lists can be cre -
ated in advance. 

Procedures 4 and 5 differ in the number of blocks to be specified within a list and are used in unstratified
situations. If a new patient is being randomized, that patient will be assigned to the next available list ele-
ment (treatment arm) of the current block. To avoid predictability it is therefore advisable to select different
block sizes (procedure 5 also permits random generation of block sizes).

Procedure 6 is a stratified situation. A randomization list is created for each combination of the stratifica-
tion factor levels of the patients. When a new patient is randomized, the list which corresponds to the
patient’s stratification factors will be selected first. Next, the patient is assigned to the next available list
element (treatment arm), as in method 4 and 5. If there is a large number of stratification factor level com-
binations, the risk arises that only a few patients from certain lists will be processed, which can lead to an
increased risk of incomplete lists and unbalanced relationships within the treatment arm.

Simple Randomization (7) is simplest mode of randomization. Patients are randomly assigned to a treat -
ment arm.

By selecting external randomization (8) it is possible to also use any additional algorithms of your choice
by importing lists accordingly.

1. Exte nded stra t ified bl ock wi tho u t  list  (secuTrial)

This is a block algorithm without a predefined list which guarantees an even distribution of the randomiza -
tion groups. All previously randomized patients are taken into account, if applicable only patients from the
same  stratum.  These  patients  are  evaluated  in  the  order  of  their  randomization  to  determine  the
sequence of the previous random groups.

The number of possible randomizations is only restricted if the randomization is carried out in blinded
form or with the help of a centre assignment.
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Fig.55: Determination  of  randomization  with  “Extended  Stratified  Block  without  list  (secuTrial)”

algorithm.

Block size: Only multiple totals of the number of randomization groups can be 
defined.

Randomization groups: At least two.

Weighting of the groups: All groups equally frequently (1:1).

Stratification: Possible: only the patients from the same stratum are used for determin-
ing the randomized patients of the last incomplete block.

Randomization list: Only for blinding or with centre assignment.

2. Range  minimiz a t io n

This algorithm evaluates all of the previously randomized patients from the same stratum for the random-
ization of the current patient. The distribution of the groups can be configured. Optionally the maximum
number of patients to be randomized in the selection can be limited. The ratio of the various randomiza-
tion groups to each other must remain within this number.

Probability: Probability of 0-1 with which the randomization group determined by the 
algorithm will not be selected. With this random element the predictability 
is minimized.

Randomization groups: At least 2.

Weighting of the groups: Entry possible as ratio

Stratification: Necessary. All randomized patients from all strata are required to determ-
ine the randomization.

Randomization list: Only for blinding or with centre assignment.

3. Variance  minimiz a t io n

This algorithm evaluates all of the previously randomized patients from the same stratum for the random-
ization of the current patient. The distribution of the groups can be configured. The maximum number of
patients to be randomized can be optionally limited in the selection. The ratio of the various randomization
groups to each other must remain within this number.

Probability: Probability of 0-1 with which the randomization group determined by the 
algorithm will not be selected. With this random element the predictability 
is minimized.
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Randomization groups: At least 2.

Weighting of the groups: Entry possible as ratio.

Stratification: Necessary. All randomized patients from all strata are required to determ-
ine the randomization.

Randomization list: Only for blinding or with centre assignment.

4. Sta t i c unstra t ified s ingle  bl ock rand omiz a t io n

This algorithm is based on a two-step procedure: first a randomization list is generated (using the Admin -
Tool), which is then simply processed in sequence during the actual randomization. For the distribution of
the groups in the list, various entries must be made. The distribution is only guaranteed within the list.

Restriction: "restricted" or "unrestricted". With a restricted list the entered ratio correl-
ates exactly. With unrestricted lists small deviations are possible.

Group allocation by: "Accrual" or "Ratio“ (see below).

Randomization groups: At least 2.

Weighting of the groups: "Accrual": specification of the number of patients per group, "Ratio": spe-
cification of the ratio of the groups to each other (specification of the num-
ber of patients when generating the list in the AdminTool).

Stratification: Not possible.

Randomization list: Required, created in the AdminTool.

5. Sta t i c unstra t ified mult i bl ock rand omiz a t io n

This algorithm is based on a two-step procedure: first a randomization list is generated, which is then
simply processed in sequence during the actual randomization. For the distribution of the groups in the
list, various entries must be made. Depending on the configuration, the distribution is only guaranteed
within a block.

Block size determination: "fixed" or "variable".

Block size: Entry required for "fixed" determination.

Multiplier: Entry required for a "variable" determination. Here the block sizes are se-
lected randomly with the size between block size and (multiplier * block 
size).

Restriction: "restricted" or "unrestricted". With a restricted list the entered ratio correl-
ates exactly. With unrestricted lists small deviations are possible.

Group allocation by: "Accrual" or "Ratio“ (see below).

Randomization groups: At least 2.

Weighting of the groups: "Accrual" specification of the number of patients per group, "Ratio": spe-
cification of the ratio of the groups to each other (specification of the num-
ber of patients when generating the list in the AdminTool).

Stratification: not possible.

Randomization list: required, created in the AdminTool.

6. Sta t i c stra t ified bl ock rand omiz a t io n

This algorithm is based on a two-step procedure: first a randomization list is generated, which is then
simply processed in sequence during the actual randomization. For the distribution of the groups in the
list, various entries must be made. The distribution is only guaranteed within the list. The lists for the dif -
ferent strata are saved one after the other in a list. For the stratification, via the data of the current patient
only the respectively applicable section of the complete list is determined and then assigned

Restriction: "restricted" or "unrestricted". With a restricted list the entered ratio correl-
ates exactly. With unrestricted lists small deviations are possible.

Group allocation by: "Accrual" or "Ratio“ (see below).

Randomization groups: At least 2.
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Weighting of the groups: "Accrual": specification of the number of patients per group, "Ratio": spe-
cification of the ratio of the groups to each other (specification of the num-
ber of patients when generating the list in the AdminTool).

Stratification: Required.

Randomization list: Required, created in the AdminTool.

7. Simple  rand omiz a t io n

This very basic  algorithm simply involves the random selection of  one of  the defined randomization
groups. It does not take into account any other ancillary conditions, ratios or previously conducted ran-
domizations. The number of randomizations is only limited if the randomization is blinded.

Randomization groups: At least 2.

Randomization lists: Only for blinding.

8. Exte rnal rand omiz a t io n  (us ing list  import) #5481

The randomization algorithm is pre-defined by the order of the groups in the imported list. The randomiza-
tion itself then follows the second step of the block list randomization: for the stratification, via the data of
the current patient only the respectively applicable section of the complete list is determined and then
assigned.

Randomization groups: At least 2.

Stratification: Possible. If stratification factors are entered, only the corresponding sec-
tion of the imported randomization list will be used for the randomization.

Randomization lists: Required, imported in the AdminTool.

Stratification factors

The use of  stratification factors differs  according to  the algorithm.  Stratifications factors can only be
defined from visit forms or casenode forms.

Evaluation of the current patient only

With external randomization and the static stratified block randomization the stratification is only evalu-
ated for the current patient. With these algorithms, for randomization buttons in a simple form, a relative
visit must be entered as the source for the stratification factors, just like with rule conditions. This is only
necessary if the stratification factor is determined from a visit form.

With a randomization button in a randomization form, the stratification factors are always evaluated from
the current form, regardless whether the form is contained within a visit and which visit.

Evaluation of all randomized patients

For the algorithms extended stratified block without lists (secuTrial), range minimization and variance min-

imization, the stratification factors for all other patients are required in addition to the stratification factors
for the current patient.

It is not possible to enter a relative visit because no currently edited visit exists for the other patients. With
these algorithms, for the stratification factors an absolute visit must be selected from the project visit tem-
plates. If  the visits can be created multiple times, the first chronological visit  of the selected type will
always be evaluated for the stratification.

If the stratification factor for a randomization button is determined in a randomization form, it will not be
possible to enter the visit. For the current patient the factors will then always be determined by the current
entry in the current form. For all other patients the value will be evaluated from the first chronological visit
of the current visit type.
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Factor level definition

For item stratification factors, at least one factor level must be defined. The levels are formed from logical
expressions and each current value of the patient is represented in the expression by the term "value".
Capitalizations of "value" and empty spaces before or after the operator are ignored. 

The database equivalents of each item are to be entered as comparative values. Radiobuttons and pop-
up items, for example, are to be entered with the DB values. Fixed comparative texts are to be enclosed
in single apostrophes or double quotation marks. With numbers, decimal points are to be entered with a

period. secuTrial® date items are saved as text in the format: 'YYYYMMDDHHMMSS'. Empty spaces
must be entered for fields without entries.

The following types of comparison values are possible:

• Boolean literal (TRUE, FALSE)The two Boolean Literals correspond with the "true" or "false" 
condition.

• Integer Literal (1, -5, 12340)Whole numbers without further entries are calculated as integer lit-
erals.

• Double Literal (1.0, 3.1415, 1e-35, 2.3e6)Numbers with a decimal point or exponential repres-
entation in scientific notation are calculated as double literals.

• String Literal ("some text", 'a label')Text in double (") or single (') quotation marks is calculated 
as a string literal.

As comparative operators the following entries are possible:

• x = y, x == y (equality)Tests the equality of x and y 

• x != y, x <> y (inequality)Tests the inequality of x and y

• x > y (greater than)Tests if x is greater than y

• x >= y (greater than or equal to)Tests if x is greater than or equal to y

• x < y (less than)Tests if x is less than y

• x <= y (less than or equal to)Tests if x is less than or equal to y

• x AND y, x && y (and)Tests x and y (equally true)

• x OR y, x || y (or)Tests for x or y (equally true) or both

• NOT x, !x (not)Tests for the negation of x (not equal to true)

• x XOR y (exclusive or)Test for x or y (equal to true), not both

• IF test THEN x ELSE y (if-then-else)Evaluates the expression “test”; if this is true, then the ex-
pression x is evaluated, otherwise the expression y

• () (parentheses)Groups together expressions to force a sequence of evaluation. For example, 
the expression 1+2*3 yields the result 7, whereas the expression (1+2)*3 yields the result 9.

Additional arithmetic operators are:

• x + y (addition)Add x and y

• x - y (subtraction)Subtract y from x

• x * y (multiplication)Multiply x and y
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• x / y (division)Divide x by y

• x ^ y (exponential, pow)Raise x to the exponent y

• x % y (modulo)Produces the remainder of the division of x by y

Examples:

Level for the item “Gender” which is coded with “male” (0) and “female” (1):

value = 0

value = 1

Level for a measurement value item which is entered as a number with 3 decimal places:

value = 2

value >= 3.14

Level for the item 'year of birth' which is entered as a year:

value < '1950 '

value >= '1950 ' AND value < '1960 '

value >= '1960 '   

Information on the randomization basis

For randomizations using a minimization algorithm or the extended stratified block without lists (secuTrial)

algorithm, the randomization information used  as the basis  for  the randomization is now additionally
saved as an entry in the database (Tpxrandomize.randominfo).

Displaying this information has not yet been implemented.

Example minimization (with omission of the tuple list):

Parameter: stratification factors
Age

([Age] >= 27 AND [Age] <= 32)
([Age] >= 33 AND [Age] <= 38)
([Age] >= 39 AND [Age] <= 44)
([Age] >= 45 AND [Age] <= 50)

Hospital
[Hospital] = 'CN'
[Hospital] = 'RU'

Language Score
[Language Score] = 'L'
[Language Score] = 'M'
[Language Score] = 'H'

Sex
[Sex] = 'M'
[Sex] = 'F'

Parameter: treatmentArmsName
[A, B, C]

Parameter: allocatedPatients
Table[Age(int), Sex(class java.lang.String), Language Score(class java.lang.String), 
Hospital(class java.lang.String), UPN(int), Treatment Arm(class java.lang.String)]
Tuple[47,M,L,CN,1,B]
Tuple[47,F,H,CN,2,A]
Tuple[41,M,L,CN,3,C]
Tuple[38,F,H,RU,4,B]
Tuple[45,M,M,CN,5,C]
Tuple[27,M,L,RU,6,A]
Tuple[46,M,M,CN,7,B]
Tuple[49,F,M,CN,8,C]
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Tuple[45,F,L,CN,9,C]
...
Tuple[47,M,M,RU,544,B]
Tuple[31,F,H,CN,545,C]
Tuple[38,M,L,RU,546,C]
Tuple[47,F,L,CN,547,C]

Parameter: newPatient
Patient: 548
Table[Age(int), Sex(class java.lang.String), Language Score(class java.lang.String), 
Hospital(class java.lang.String)]
Tuple[29,M,M,CN]

Parameter: treatmentArmWeighting
[1.0, 4.0, 5.0]

Imbalance Scores: 

5.350000000000001 4.149999999999999 4.75

Considered TreatmentArms: 

A B C

Stratum Matrix: 

15 59 75
28 108 135
21 86 107
27 106 133

Chosen Treatment Arm: B

Example "Extended stratified block without list (secuTrial)":

(centre-) casenodes:
1 cnid: 606     centre: Test    randomgroup: A test     assigndate: 2012-04-04 12:14:57 Etc/GMT
2 cnid: 607     centre: Test    randomgroup: B test     assigndate: 2012-04-04 12:19:03 Etc/GMT
3 cnid: 608     centre: Test    randomgroup: B test     assigndate: 2012-04-04 12:30:53 Etc/GMT
4 cnid: 609     centre: Test    randomgroup: A test     assigndate: 2012-04-04 12:43:00 Etc/GMT
5 cnid: 610     centre: Test    randomgroup: A test     assigndate: 2012-04-04 12:52:08 Etc/GMT

predicates (item strata):
[mnpias0demographie_sex] = 2
[mnpias0demography_year of birth] >= '1960          '

randomgroup-list of strata:
1:      A test

randomgroup-count:
A test  -> 1
B test  -> 0

Format check

 Not necessary because no user entries or selections are made.

Consistency check

 Can be created in IASStandardGroup, IASAlternateStandardGroup and IASHorizontalGroup.

 Productive  : With the exception of the randomization messages, the names of the randomization
groups and the import identifier for stratification factors are all important configuration settings for
randomization and cannot be changed after the item has been set to productive.

 In addition, there are also a number of tests beforehand to ensure that the overall configuration
remains consistent.

 When copying or importing forms with randomization buttons between projects where different ran-
domization configurations have been selected or in form families where randomization is not per-
mitted, the randomization buttons may not be copied or imported as well.

 Project: 
the project settings for simple and configurable randomization (with optional blinding) cannot be
changed if a corresponding randomization button still exists in the project. 
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 Form:  

it is not possible to simultaneously configure a form as a DDE form and a randomization form. 

 In a randomization form, stratification factors can only be specified if no relative or absolute visit
has been entered. The factors for the current patient are always taken from the current entry in the
randomization form.

 Button:  

The stratification factors for  a randomization button in  a form which has not  been additionally
defined as a randomization form can only be taken from other forms. This guarantees that the ran-
domization is implemented on the basis of saved stratification factors.

 Randomization lists:  

If a randomization button is deleted, any randomization lists which have already been uploaded will
also be deleted. Randomizations which have already been executed for test patients will also be
deleted. This is only possible in the setup area.

 If only individual stratification factors or levels are deleted from a randomization definition, the cor -
responding references to these stratification factors in the randomization list will also be deleted. In
this case, previously executed randomizations in test patients will not be deleted.

Randomization Button 

If you only require a simple randomization without the additional options of the configurable randomization
button, this button enables you to distribute patients randomly into one of two groups. To use the simple
randomization button, simple randomization must first be configured in the project and the names of the
two randomization groups must be specified. 

The equal distribution basis for randomisation can be configured in the FormBuilder.  You may select
whether the patients are to be randomized per centre or project.

After pressing the randomisation button, this disappears and the randomly generated subdivision into a
group appears. This assignment is immediately saved as a patient property by clicking the button!

      

Fig. 56: Various views of the randomisation button: The button prior to randomisation is shown on the

left; after randomisation and saving the form, the randomisation group is portrayed as a text

instead of the button (right).

The algorithm for determining a patient's membership of one of the randomisation groups is based on the
basis of 4 and can be summarised as follows:

 If  an  equal  number  of  patients  are  contained  in  the  randomisation  groups,  the  probability  of
assignment to one of the two groups is 50:50.

 If group A has more patients than group B, the probability of the next patient's again being assigned
to group A is only 10:90.

In the event of an imbalanced distribution, which is irrespective of the number of patients already con-
tained in the groups, a very low number of participating patients may lead to very imbalanced distribution
into the individual groups. However, the above described procedure almost always guarantees equal dis-
tribution even in the case of a low basic population of test persons.

Each patient can only be assigned to a group once, as the result of random subdivision is saved immedi-
ately. As long as the relevant form has not yet been saved, the note "Not saved" is output behind the por -
trayal of the randomisation group. The name of the randomisation group is additionally stored in the form
in a text field with a length of 5.

The allocated group is displayed in the DataCapture behind the patient's pseudonym.

Format check

 Not necessary, as no user inputs or selection take place.
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Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,IASHorizontalGroup  and
IASItemMatrix.

 Productive: Cannot be changed.

DB-Dummy

This component can only be created in an UnitGroup question component and will be created automatic-
ally as a third item during creation of a new UnitGroup. This component contains no input field or user
interface at all, only a database column. In this column the user entry of the number input field of the Unit -
Group is stored.

If a UnitGroup contains a DB-Dummy component with a stored user input value, this value is directly dis -
played in the number input field without any recalculation. The calculation into the reference value of the
UnitGroup is only done for the storage of the reference value (in the database column of the number
field), not for the redisplay of the user input value (in the number field).

No rules can be created on a DB-Dummy component. Rules for checking the reference values can be
created on the number field of the UnitGroup.

Note:

It is recommended to use a DB-Dummy component in all UnitGroups to store the user entered input
directly!

Format check

 Not necessary, as no user inputs or selection take place.

Consistency check

 Can be created in IASUnitGroup and IASHorizontalUnitGroup.

 Productive: Cannot be changed.

Layout-Dummy

This component contains no data input and is used to structure the layout in the form as a place holder. If
you always have three items, and two items in only one question, e.g. in several IASHorizontalGroups
lying beneath each other, this component can be created there as an additional 3rd item. The alignments
are therefore maintained in the form layout.

This component can be labelled and a desired width in pixels can be specified. On use as a pure place
holder, however, this is not necessary.

Fig. 57: View of two IASHorizontalGroups, the lower one with integrated layout dummy. Labelled here

for purposes of clarity.

A Layout-Dummy can also be used to display already saved values of a patient from other forms as addi -
tional information. This can be achieved using the rule “Take value from...” which can only be used for this
item type. The configured value will only be displayed but not saved in the form of the layout dummy item.
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Format check

 Not necessary, as no user inputs or selection take place.

Consistency check

 Can  be  created  in  IASStandardGroup,  IASAlternateStandardGroup,  IASHorizontalGroup.  IAS-
UnitGroup, IASHorizUnitGroup.

 Non-productive: Can be changed to all item types which are permitted in the question.

 Productive: Cannot be changed, but deleted.

Image

This component consists of a display area for the image / file symbol, whose size can be defined from
48x48 to 2000x2000 pixels. A link / button for uploading files is available. The file last saved is portrayed
beneath the display area with original file names and information of file and image size.

Fig. 58: View of an image component in the DataCapture before an image was uploaded.

Arbitrary files can be uploaded in the image component. If this involves standard image formats (e.g. jpg,
png, gif), these are stored in triplicate on the server: 

 Original file, can be downloaded again in this form

 Web view for displaying in the form, scaled to the size defined for the item

 Thumbnail for displaying in the Audit Trail and as a form icon, size 48x48 pixels.

All other formats are stored only as original files on the server and are symbolised by an icon in the other
locations.

Attention:

File contents are not verified and are transferred unchanged. Once uploaded, files cannot be deleted
completely  anymore  (they are  still  accessible  in  the  audit  trail).  Therefore,  no  file  with  identifying
content should be uploaded!

DICOM

A Java-applet is available for both uploading and displaying when processing DICOM images. On upload-
ing,  the personal data  in the DICOM header and DICOMDIR are pseudonymised.  Individual  DICOM
images or entire series can be uploaded; these are then stored in a zip file on the server together with a
newly generated DICOMDIR file.

Note:

The applet viewer is unsuitable for diagnosis!

Many modern browser do not  support  Java-applets  anymore.  In this  case it's  possible  to  select  the
respective DICOM files via a simple file selection. The pseudonymisation is done prior to the upload in the
browser and the selected files will be zipped to one file and stored on the server.

DDE

When using the DDE function you can configure how an image item comparison should be implemented:
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 compare (text only)

 compare including hash values or

 ignore completely.

The comparison with the hash value takes into account the checksum of the image binary data which is
saved when uploading. This can be used as a type of image-content comparison. In a normal compar -
ison, only a text representation of the image is compared with the image name, image size and file size.

Format check

 In principle, any files can be uploaded, although this component has primarily been developed for
the portrayal of images. Other file types are then symbolised via icons. The uploaded images are
scaled and converted for displaying. Editing is carried out either via the integrated Java functions or
the external programme ImageMagick.

Consistency check

 Use only in saved forms and not in subforms. 

 The Image component can also be used outside of Image families, but this component can only be
configured in these to portray a form thumbnail. 

 On use of rules, the image item can only be compared with the value "NULL". Testing can therefore
only be carried out to determine whether an image is present.

 The displayed size in the form can be changed but the changes only apply for new uploaded forms.
Existing forms are displayed in the form the have been created during upload.

 Non-productive: Can be changed to all item types which are permitted in the question.

 Productive: Cannot be changed.

Catalogfield 

The catalog field can only be created in an IASCatalogGroup. The catalog elements which can be selec-
ted here are dependent on the question's catalog. The catalog layer and precisely which information is to
be read-out from this layer must be determined in the item. The options for this vary depending on the
catalog. 

The type and size of the input field portrayed in the form depend on the catalog definition and the selec-
ted catalog column. On use in the DataCapture, both direct input and selection via the catalog pop-up are
possible. 

Fig. 59: Example of the creation of a catalog field in the Operation/Intervention catalog in the Form-

Builder.

In the example in Fig.  59, the value is read-out from the Operation/Intervention  layer; in this case, the
information from this layer is the ICD-10 code.
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In contrast to lookup tables or pop-up items, the selected catalog values are saved verbatim in the form
data record. This leads to the fact that the form inputs are independent of catalog changes. The catalog
entries can be changed in the FormBuilder with the aid of catalog reloading.

Format check

 On saving, a check is carried out to determine whether all inputs are also present in the specified
location in the catalog. A check is also carried out to determine whether the combination is present
in precisely this manner. Non-specified, upper layers are additionally added. Non-specified, lower
layers can be left free.

Consistency check

 Can be created in IASCatalogGroup only.

 Non-productive  : Cannot be changed.

 Productive: Cannot be changed.

2.5 Layout note

Questions can be created with several items. In this case, almost any combination of individual types is
possible. To obtain the most uniform eCRF layout possible, it is advisable to formulate the questions and
answers on the same layer wherever possible: 

In the example below, the formulations "Sex", "Date of the examination" and "Allergies" have been spe-
cified on the "Question" layer. The fourth IASStandardGroup contains no displayed question text. Only a
text, which is displayed in the ExportSearchTool to enable the selection of questions, has been input in
the FormBuilder in this case. The questions "Dog", "Cat" have been input on the layer of the relevant
items. All answer options have been specified on the items layer.

Fig. 60: Structure of a form with the aid of a combination of various item types.

HTML formatting

Only pure text can be input in normal input fields in the FormBuilder. In this case,  and source material
formats cannot be taken over. In contrast, German umlauts are automatically accepted. 

In certain fields which require frequent formatting (above all help texts), text can be formatted with HTML
tags. The fields are marked with (HTML) behind the field designation. However, knowledge of these tags
is required for this. The most important of these will be presented in the following.

Special characters:

Ä &Auml;
ä &auml;
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Ö &Ouml;
ö &ouml;
Ü &Uuml;
ü &uuml;
ß &szlig;
< &lt;
> &gt;
& &amp;
" &quot;

Font markups:

In the case of the following tags, it must be noted that they must usually have one code at the beginning
(<x>) and one at the end (</x>) of the marked section, hence the notation.

<b>Bold</b>
<i>Italics</i>

Paragraphs

Break: A return is activated with <br/> at the end of the line. Attention: Contrary to the rule, a break must
never be closed (</br>)!

Paragraph: Alternatively, enclosed paragraphs can be identified with a <p> before and a </p> after the
paragraph. 

<p>It is best to compare the result in the preview at an early stage.</p>

References

References  to  static  sites  outside  of  secuTrial® can  be  inserted  using  the  following  specification:  
<a href=“http://www.example.com“ class=“underline“>Reference text</a>

Specifying "class" is optional. References are never portrayed underscored by the secuTrial® standard
design; if you would like to insert the classic underscore here, this can be achieved using the above
specification.
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3. Rule types

The FormBuilder is used to create the form description for the DataCapture. This not only enables the
creation of the design and the assignment to the database fields; data input can be checked using an
extensive and complex set of rules. This leads to a significant improvement in data quality. 

However, the diverse options for determining rules can also lead to undesired effects if these are not
configured correctly. The intention of this document is therefore to attempt to describe the effects of the
individual rules in greater detail. 

Rules can be subdivided according to various aspects, both according to the necessity of conditions and
also according to their effects. The rules are described here in alphabetical sequence.

Important:

To prevent application errors in the productive area, the rules and their effects should be extensively
tested in the secuTrial® test area!

Consistency check

In contrast to the upper layers of the form descriptions, rules can also always be deleted after setting to
productive status, as this does not result in any data loss. As the conversion of rules leads to numerous
complications, this is generally prohibited by the consistency check. In this case, the rule must simply be
deleted and recreated in the desired form. Of course, a correction of rule conditions is possible as well.

Otherwise, rules also affect the deletion capability of form elements, which may lie in completely different
project setup locations, particularly when form items are referenced within them. 

Example:

If,  e.g. the  "Entry" form contains the question "Did XY participate in the examination?" and a later
"Laboratory"  form  contains  the  question  "XY  examination  results",  it  should  only  be  possible  to
complete this if the first question was answered "Yes". This condition can be simply created using the
set of rules: The rule "Input only possible if ..." is created with the condition item "Entry-participation-
xy"="Yes" for the corresponding items in the "Laboratory" form. In turn, this reference then means that
both the item containing "Did XY participate in the examination?" and the entire form can no longer be
deleted.  In  the  FormBuilder,  this  restriction is  displayed with  the  note  "(Not  deletable  because of

references)". The references can be viewed in detail by opening the references popup linked to the
undeletable note.

3.1 Rule types and conditions

One or more rules can be created for each database field, i.e. for each item. The rules which can be used
are often restricted by the type of item or the database field.

The „Hide when“-rule can be created also for all question types, including headlines (IASHeadline).

A rule usually describes the effect which is to occur on fulfilment of the rule. Further conditions which
describe the prerequisites under which the rule is fulfilled are usually required to fulfil the rule. These rules
are marked  with "If ..." in their name.

The following generally applies: Rules are linked by AND, conditions by AND and OR. Rule conditions are
evaluated in the order they were created and logically linked. When setting 'or' conditions, only one condi-
tion must be met to fulfil the rule. In contrast, in order for a question check to be successful (and enable
saving), all 'and' conditions and rules must be fulfilled. Rules and conditions are checked independently of
each other.

For value adoptions and scores preconditions and execution conditions can be defined. Preconditions
describe the situation in which the rule is applied only (definition similar to the rule "Input required, if …").
Execution conditions describe the value to be adopted or the value calculation.
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From patient forms all centre forms can be referenced in rule conditions. During analysis in DataCapture,
the form data from the currently displayed centre of the patient will be used. However, it is not possible to
reference elements from patient forms to centre forms or patient-based meta data like pseudonyms, visit
dates or adverse events dates.

Rules without condition 

 Ignore for completion status.

 Input required.

Rules with condition

 Close adverse event if ...

 Confirm input if ...

 Create new adverse event if ...

 Create new serious adverse event if …

 Delete casenode if ...

 Delete patient if ...

 Delete patient pseudonyms if ... 

 Display form, if ...

 Form input not possible if …

 Form input only possible if …

 Free following forms if ...

 Free single form, if ...

 Freeze casenode if ...

 Freeze following forms if ...

 Freeze patient if ...

 Freeze single form, if ...

 Generate message if ...

 Hide when …

 Highlight, if …

 Ignore for completion status, if ...

 Input impossible if ...

 Input only possible if ...

 Input required if ...

 Input required or ignore completion status, if ...

 Limit reached if ...

 Limit value range if...

 Open adverse event if ...

 Open serious adverse event if ...

 Patient deceased if ...

 Show treatment arm if ...

Rules with preconditions and execution conditions

 Calculate normed score from ...

 Calculate score from ...

 Calculate score function from ...

 Display value from ...
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 Take date from ...

 Take value from...

 Take value if same visit day from...

3.2 Rule types and effects

Rules may have completely different effects. Certain of them only influence the completion status, others
limit the value range and others in turn trigger actions. There are often two rules which describe the same
result from different points of view, e.g. "Input impossible, if..." and "Input only possible if...". A check must
then be carried out in the individual case to determine which of the two is more sensible.

Example:

The rule that an input in the "Pregnant" field in form A is only possible if "Female" has previously been
selected as the sex in form B is to be created. This could be defined in two ways, which differ above all
as regards the handling of an unsaved form (here: B):

1. Input only possible if sex=female in form B. An input is therefore only possible if the item in form B
has exactly this value. If form B is not saved, there is no value for sex, and the condition is not met.

2. Input not possible, if sex <> female in form B.

  An input is not therefore possible if the sex in form B has a value other than female. If form B is not 
saved, there is no value for sex, and the condition is met (NULL <> female).

If rules of an item X refer to the completion status of another item Y, it is no longer possible to delete item
Y or the form which contains Y.  The  DELETE button will  be replaced by the message "Not  deletable
because of references". Via this message you can access a pop-up window to view the origin of the refer-
ences.

Rules can be ordered according to the following effects; certain rules fall into several categories in this
case.

Generic Assembling of Input Interface

The rule "hide if …" results in a dynamic adaptation of the current form according to already stored or cur-
rently entered form values. The evaluation of the rule conditions is immediatly done during data entry if
the conditions have been defined over the current form items. No server contact is necessary for this as
the evaluation is implemented in Javascript and done directly in the Browser.

Note:

For this rule evaluation extensible Javascript functions have been implemented. If you want to use own
Javascript function you have to ensure that this functionality is not impaired. This particulary regards to
the overwriting of any Javascript event handler!.

Calculation of the form completion status

 Hide when …

 Ignore for completion status, if ...

 Ignore for completion status.

 Input impossible if ...

 Input only possible if ...

 Input required or ignore completion status, if ...

If these rules are fulfilled or an entry is prevented by these rules, the respective items won't be considered
for the calculation of the completion status.
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Value range check

 Input impossible if ...

 Input only possible if ...

 Input required if ...

 Input required.

 Limit reached if ...

 Limit value range if...

As long as these rules are not fulfilled, the form cannot be saved. This check can only be bypassed using
the "Check data" check box, which can be configured for each project. The form is then saved with the
additional completion status "With errors".

The "Confirm input" rule is a special case here: If this rule is fulfilled, the form can still be saved after dis-
playing the error message by saving again. In this case, the  completion status is always additionally
marked "With warnings".  This "rule relaxation" can additionally be activated for the following rules by
means of the ONLY AS CONFIRMATION check box.

Defined actions

 Calculate normed score from ...

 Calculate score from ...

 Calculate score function from ...

 Close adverse event if ...

 Confirm input if ...

 Create new adverse event if ...

 Create new serious adverse event if …

 Delete casenode if ...

 Delete patient if ...

 Display form, if ...

 Free following forms if ...

 Free single form, if ...

 Freeze casenode if ...

 Freeze following forms if ...

 Freeze patient if ...

 Freeze single form, if ...

 Generate message if ...

 Hide when …

 Highlight, if …

 Open adverse event if ...

 Open serious adverse event if ...

 Patient deceased if ...

 Show treatment arm if ...

 Take date from ...

 Take value from...

 Take value if same visit day from...

If these rules are fulfilled a defined action is triggered.
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Form initialisation

 Take date from ...

 Take value from...

 Take value if same visit day from...

These rules are only evaluated during form initialisation, and only when the form is opened for the first
time and has not yet been saved.

These rules are used to enhance comfort: The participant no longer has to input certain data manually.
On the other hand, however, these rules are also problematic: Under certain circumstances, it may be
impossible for the participant to see that these data have not yet been saved although they are displayed.

If the value in the template is changed after the value has been adopted and saved, the subsequent data
will not be changed automatically!

 Display value from ...

This rule is evaluated during form initialisation, every time when the form is opened.

Form prerequisites

 Form input not possible if …

 Form input only possible if …

These rules have no effects in the form in which they are created. They are not checked during either ini -
tialisation or saving. 

However, these rules can be selected as a prerequisite in another form. On initialisation of this other form,
the rules in the preceding form data are then checked and, if necessary, the form to be opened is not
released for editing. The rule error message is then displayed as a prerequisite message above the form.

If such a rule is to be created as the prerequisite for a form in another visit, it must be noted when creat-
ing the condition that the compare with value cannot be selected most of the times from the "Current
visit", as the rule is evaluated from another visit when checking the prerequisite.

Visit condition

 Show treatment arm if ...

This rule has no effect in the form in which it was created. It is not checked upon initialisation or when
saving. However, this rule can be selected as a condition for a treatment arm of the visit plan. Each rule
can be selected as a condition for only one treatment arm.

If  a patient has been newly created, only visits without treatment arms will  be initially created. When
adding further visits, the rules for the treatment arm visits will be evaluated and the first visit with a fulfilled
treatment arm rule will be created. Further visits in this treatment arm will then be created without another
rule check.

Item types

 Date / time Take date from ...

 Date / time interval Calculate date/time interval from ...

 Date-Scorefield Calculate date/time interval from ...

 Score (calculated only) Calculate normed score from ...

Calculate score function from ...

Calculate score from ...

Certain rules are firmly linked to the type and can only be used there. In turn, it is not usually possible to
set other rules to these items.
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3.3 Individual description

Calculate date/time interval from ...

Intended use Calculation of time intervals

Can be applied to:    Date / Time-Interval (nur berechnet)
Date / Time-section as a digit (nur berechnet)

Condition: Fields from which the value is to be calculated

Type: Action

Check: Calculation of button click and during saving, (revalidation)

Form status: Completion status on saving

Casenode status: No effect

Error message: No

Effect: When calculating date score fields or intervals from date / time-interval 
fields defined date fields are needed to perform the calculation. For 
defining these date fields, the rule “calculate date/time interval from ...“ 
has to be chosen and the two date fields have to be specified as the rule 
conditions.

Usage: All forms

Calculate normed score from ...

Intended use Calculating derived values with normalization

Can be applied to: Score

Condition: Values from other form fields are linked with the specified operators. 
Which field values are ignored on calculation and the number of 
"meaningless" values as of which calculation is to take place can be 
specified. The value for calculation is read-out from the conversion factor,
if this is set, in the case of fields with groups of labels. Otherwise, the 
normal DB value is used. 

Type: Action

Check: Saving, (revalidation), item or form button

Form status: Completion status following calculation (Attention: further rules for 
completion checks should be placed after the calculation rule!)

Casenode status: No effect

Error message: No

Effect: The field values are linked with the specified operators (normally 
addition). The total value is divided through the number of calculated 
values and multiplied with the given normalization factor (1 if not 
specified). If the field values do not specify any greater accuracy, the 
normed score is specified to two decimal places. The score is calculated 
on request (button click) or on saving the form. In the case of groups of 
labels, the conversion factors are used for calculation purposes if these 
are set. Otherwise, the DB value is used.

Usage: All forms

Comments: Scores are calculated on score fields with rules which usually consist of 
several conditions. When defining multiple score rules on an item they 
will be calculated in the defined sequence (and only with fulfilled 
preconditions). The value calculated last will then be saved.

Calculate score from ...

Intended use Calculating simple, derived values

Can be applied to: Score
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Condition: Fields from which the value is to be calculated

Type: Action

Check: Saving, (revalidation), button

Form status: Completion status following calculation (Attention: further rules for 
completion checks should be placed after the calculation rule!)

Casenode status: No effect

Error message: No

Effect: The score is calculated from the selected fields or/and a defined decimal 
number. This rule is exclusively intended for score fields. The score is 
calculated on request (button click) or on saving the form. In the case of 
groups of labels, the multiplication factors are used for calculation 
purposes if these are set. Otherwise, the DB value is used. Please refer 
to the "Scores" section for the precise function.

Usage: All forms

Comments: Scores are calculated on score fields with rules which usually consist of 
several conditions. When defining multiple score rules on an item they 
will be calculated in the defined sequence (and only with fulfilled 
preconditions). The value calculated last will then be saved.

Calculate score function from ...

Intended use Calculate derived values with mathematical functions

Can be applied to: Score

Condition: Fields from which the value is to be calculated

Type: Action

Check: Saving, (revalidation), button

Form status: Completion status – following calculation (Attention: further rules for 
completion checks should be placed after the calculation rule!)

Casenode status: No effect

Error message: No

Effect: The score is calculated via the specified parameters from the selected 
fields. This rule is exclusively intended for score fields. The score is 
calculated on request (button click) and on saving the form. In the case of
groups of labels, the multiplication factors are used for calculation 
purposes if these are set. Otherwise, the DB value is used. See "Scores" 
section for the precise function.

Usage: All forms

Comment: Scores are calculated on score fields with rules which usually consist of 
several conditions. When defining multiple score rules on an item they 
will be calculated in the defined sequence (and only with fulfilled 
preconditions). The value calculated last will then be saved.

Close adverse event if ...

Intended use Prevents the creation of further follow-ups

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval) in a adverse 
event form

Condition: Depending on type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

As  of 23/04/2019 - 65 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

Effect: The status of the adverse event (AE/ SAE) to which the form belongs is 
set to "Closed". The further creation of examinations (follow-ups) in this 
AE is therefore no longer possible.

Usage: Adverse event forms

Confirm input if ...

Intended use Confirming unusual values

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: Yes, default: “Please confirm this entry.”

Effect: For improbable but permissible inputs (e.g. age of the patient with 
Alzheimer's disease <40)

On meeting one of the defined conditions, the user is presented with an 
error message. After confirming again (=saving), the form is saved.

Usage: All forms

Create new adverse event if ...

Intended use Create a new adverse event

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval) in an adverse event 
form

Condition: Depending on question type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Creates a new adverse event in contrast to the rule "Open adverse event,
if ...".

Usage: Visit forms or casenode forms. Only available, if an adverse event form 
family has been created in the project. 

Create new serious adverse event if …

Intended use Create a new serious adverse event

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval) in an adverse event 
form

Condition: Depending on question type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Creates a new serious adverse event in contrast to the rule "Open seri-
ous adverse event, if ...".
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Usage: Visit forms or casenode forms. Only available, if an adverse event form 
family has been created in the project. 

Can only be used if at least one SAE form has been defined in the project
and the adverse event workflow has been set to not rule-based.

Delete casenode if ...

Intended use Deleting patients in a certain project (with withdrawn consent)

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs5 is set to 1

Error message: No

Effect: The status of the  casenode is set to "To be deleted". Further editing in 
this project is no longer possible. A further consequence must be that tthe
medical data of the casenode are deleted. 

Usage: For casenode forms in (genuine part) projects

Delete patient if ...

Intended use Stop data entry due to a withdrawn consent

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs1 is set to 1.

Error message: No

Effect: Initially none in the own form. On meeting one of the defined conditions, 
the patient status is set to "To be deleted". The forms are frozen for 
further editing. When logging in next, the patient can no longer be edited 
at all; he is no longer listed or found. Further consequences should be: 
Deletion of the patient including all medical data. Patients with this status 
are also no longer found or exported by the ExportSearchTool.

Usage: All forms, except centre forms and centre subforms

Delete patient pseudonyms if ... 

Intended use Stop data entry due to a withdrawn consent but with further data analysis 
allowed

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Items depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs0 is set to 1.

Error message: No

Effect: Initially none in the own form. On meeting one of the defined conditions, 
the patient status is set to "Inactive". Alls forms are frozen for further 
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editing. When logging in next, the patient can no longer be edited at all; 
he is no longer listed or found. As a consequence, the patient's 
pseudonym can be deleted in the AdminTool. Patients with the status 
"Inactive" are also no longer found by the ExportSearchTool.

Usage: All forms, except centre forms and centre subforms

Display form, if ...

Intended use Navigation between forms

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Action

Check: Saving

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Shows a form deviating from the normal form order in a project. In the 
FormBuilder a follow-up form can be defined, which is displayed directly 
afterwards if the rule condition is fulfilled in the DataCapture.

Usage: Visit, casenode and image forms: When creating the rule in this form 
type, other visit forms and casenode forms can be selected as follow-up 
forms.

Adverse event forms: When creating the rule in this form type, further ad-
verse event forms can be specified as follow-up forms.

Centre forms: When creating the rule in this form type only other centre 
forms can be specified as a follow-up form.

Display value from ...

Intended use For displaying non-editable, non-saveable values from other forms

Can be applied to: Layout-Dummy

Condition: Definition of the displayed value, Precondition possible

Type: Action

Check: Initialisation of a form or a new RepetitionGroup

Form status: No effect

Casenode status: No effect

Error message: No error message

Effect: The value which is to be displayed is defined as a rule condition. The 
value is integrated into the interface via a placeholder.

Usage: all form types except subforms and centre-subforms

Note:

Multiple value display rules can be defined for one item. The rules can use the same placeholder or a
different placeholder. If multiple rules are using the same placeholder, the value of the last fulfilled rule
(in the defined order) will be displayed. The placeholder created when setting up the rule condition is
only a suggestion. You should make sure that the value can be clearly distinguished from the normal
item text.

Form input not possible if …

Intended use Defining dependencies between forms
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Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type; specification of the item as a parameter is 
omitted.

Type: Action

Check: Form prerequisites check

Form status: No effect

Casenode status: No effect

Error message: No

Effect: This rule has no effect whatsoever in the form in which it is created. It is 
intended to be selected as a prerequisite in other forms. E.g.: Healthy 
control persons do not have to fill in any further forms.

Usage: All forms

Form input only possible if …

Intended use Defining dependencies between forms

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type; specification of the item as a parameter is 
omitted.

Type: Action

Check: Form prerequisites check

Form status: No effect

Casenode status: No effect

Error message: No

Effect: This rule has no effect whatsoever in the form in which it is created. It is 
intended to be selected as a prerequisite in other forms. E.g.: Healthy 
control persons do not have to fill in any further forms. This rule is the 
pendant to "Form input not possible if …"; which of the two is more 
sensible has to be checked in the individual case.

Usage: All forms

Free following forms if ...

Intended use Revoke form freeze

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type, select date field as cut-off date (only the 1st 
condition is evaluated)

Type: Action

Check: Saving, (revalidation)

Form status: Review status (SysFreeze withdrawn). No effect in the casenode form; in 
a visit form, this depends on whether a date is specified and the current 
form is included.

Casenode status: Visit plan closed is cancelled again

Error message: No

Effect: In a casenode form, this rule has no effect; in a visit form, this depends 
on whether a date is specified and the current form is included. The 
intention of this is to cancel freezes which have been created due to the 
contrary rule (see rule: “Freeze following forms if ...“) again. The form 
status in the tpxdocument is reset to "Editable".  Manually frozen forms 
remain manually frozen.
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Usage: Visit or casenode forms, withdraw the premature cancelling of data 
capture.

Caution:

Caution with the combination with Freeze following forms: The rules do not cancel each other but are
both executed!

Free single form, if ...

Intended use Selectional unfreeze of a pre-defined form

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Selective cancelling of freezes in a defined form. When the rule condition 
is fulfilled the form which has been specified in the rule will be opened 
everywhere that it has been frozen before. Is it a visit form, it will be 
opened in all created visits.

Usage: All forms

Caution:

Caution with the combination with Freeze single form: The rules do not cancel each other but are both
executed!

Freeze casenode if ...

Intended use Excluding patients from a certain project

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs3 is set to 1

Error message: No

Effect: The status of the  casenode is set to "sysfreeze". Further editing in this 
project is no longer possible.

Usage: For casenode forms in (genuine part) projects

Freeze following forms if ...

Intended use Stop data entry

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type, select date field as cut-off date (only the 1st 
condition is evaluated)

Type: Action

Check: Saving, (revalidation)
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Form status: Review status – (SysFreeze) no effect in the casenode form; in a visit 
form, this depends on whether a date is specified and the current form is 
included.

Casenode status: Visit plan closed

Error message: No

Effect: In a casenode form, this rule has no effect on the form itself; in a visit 
form, this depends on whether a date is specified and the current form is 
included. All forms as of the selected date are frozen for input by setting 
the form status in the tpxdocument to "sysfreeze" (even if the form has 
already been manually frozen) when one of the defined conditions is met.
As the patient status is not changed, the patient as such is classified as 
active. The rule "Free following forms, if ..." can be used to cancel the 
frozen status again (see rule: “Free following forms if ...“).

Usage: Visit or casenode forms, for the departure of patients or inclusion and 
exclusion criteria,  premature cancelling of data capture.

Caution:

Caution with the combination with  Free following forms: The rules do not cancel each other but are
both executed!

Freeze patient if ...

Intended use Stop data entry

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs2 is set to 1.

Error message: No

Effect: None in the own form. On meeting one of the defined conditions, the 
patient status is set to "Freeze". The forms can no longer be edited. 

Usage: All forms, except centre forms and centre subforms

Freeze single form, if ...

Intended use Selectional freeze of a pre-defined form

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: If a rule condition is fulfilled, the form which has been specified in the rule
will be frozen everywhere that it is displayed. Is it a visit form, it will be 
frozen in all previously created visits. However, if the form is to be dis-
played in visits which have not yet been created, it can be filled in after 
these visits have been newly created.

Usage: All forms
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Caution:

Caution with the combination with Free single form: The rules do not cancel each other but are both
executed!

Generate message if ...

Intended use Notification about important values

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type, a message can be defined

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: On meeting the conditions defined via parameters, the previously defined
message is sent (either internally or as email). 

Usage: All forms

Comments: Depending on configuration, the pseudonyms used in the project can be 
selected for displaying in the message (Pat-ID and/or Add-ID and/or Lab-
ID. The message can include  questions of the form. The type of sending 
and the receivers of the message are configured in the AdminTool.

For further informations on this type of message refer to see chapter 7.

Hide when …

Intended use Compiling situation sensitive forms

Can be applied to: All item components except DB-Dummy

All  question components

Condition: Conditions from other forms or other visits. The own item cannot be used 
as a rule condition. The included items of a questions cannot be used as 
conditions for their enclosing question.

Type: Action, Completion status

Check: Initialisation, Saving, (revalidation)

Form status: Hidden items will be treated as non-existent and will be ignored for the 
calculation of the form status.

Casenode status: No effect

Error message: No

Effect: Items and question will be hidden. To specify the display of questions or 
items instead of hiding, the conditions for the 'Hide' rule has to be spe-
cified in inverse logic. Values in hidden items will be deleted (set to 
NULL). Rules on hidden items have no effect. If a query or comment has 
been created, the respective question cannot be hidden and in addition, 
saving values for this question is not possible anymore.

Usage: All forms

Highlight, if …

Intended use Highlighting of data entry fields, e.g. with missing entries

Can be applied to: All item components except Layout-Dummy, DB-Dummy

Condition: Depending on field type

Type: Action

Check: Initialisation, Saving, (revalidation)
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Form status: No effect

Casenode status: No effect

Error message: No

Effect: If any rule condition is matched, the input field(s) of the rule-item will be 
displayed with a small, red border that initially will blink briefly.

Fig. 61: Example of a highlighted texfield, herea textfield for entering the

supplement name.

Usage: All forms

Ignore for completion status, if ...

Intended use Conditional, optional values

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type

Type: Form status

Check: Saving, (revalidation)

Form status: Completion status – when the condition is met, the field is regarded as 
complete, otherwise following input

Casenode status: No effect

Error message: No

Effect: A user input in this field is irrelevant to the completion status of the form if
one of the defined conditions is met.

Usage: All forms

Ignore for completion status.

Intended use Optional values

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: None

Type: Form status

Check: Saving, (revalidation)

Form status: Completion status – complete

Casenode status: No effect

Error message: No

Effect: A user input in this field is irrelevant to the completion status of the form.

Usage: All forms

Input impossible if ...

Intended use Preventing wrong values

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Value range

Check: Saving, form prerequisite check, (revalidation)

Form status: Completion status: If the rule is fulfilled and no input is made, the field is 
regarded as complete (although empty), otherwise following input
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Casenode status: No effect

Error message: Yes; default: “No input allowed.”

Effect: If one of the defined conditions is met, the error message is displayed to 
the user and saving the form is impossible until he corrects his inputs or 
switches off the form check.

Usage: All forms

Comment: This rule functions like "Limit reached, if…", but has an effect on the 
completion status and leads to an own input check.

Input only possible if ...

Intended use Conditional values

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Value range

Check: Saving, form prerequisite check , (revalidation)

Form status: Completion status – when the rule is fulfilled, the field is regarded as 
complete, otherwise following input

Casenode status: No effect

Error message: Yes; default: “No input allowed.”

Effect: A user input in this field is only possible if one of the defined conditions is 
met. The error message is displayed to the user, and the user can only 
save the form if he undoes his input or switches off the check. 
(Withdrawing data is not possible in the case of radiobuttons; in this case,
therefore, the reset radiobuttons should be used or you should attempt to 
work with other rules.)

Usage: All forms

Comment: This rule functions like "Limit reached, if…", but has an effect on the 
completion status and leads to an own input check (and this similarly to 
"Input impossible, if …").

Input required if ...

Intended use Preventing wrong values

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Form status

Check: Saving, (revalidation)

Form status: Completion status after input

Casenode status: No effect

Error message: Yes; default: ”Input required!”

Effect: A user input in this field is vitally necessary if one of the defined 
conditions is met. The error message is displayed to the user, and the 
user cannot save the form until he has either entered (any) data or 
switches off the check.

Usage: All forms

Input required or ignore completion status, if ...

Intended use Conditional mandatory fields for necessary values with consideration 
when calculating the completion status
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Can be applied to: All item components except DB-Dummy, Layout-Dummy and all calcul-
able items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Form status, value range

Check: Saving (revalidation)

Form status: After condition and input: if the condition is met after input, if the condition
is not met the item is regarded as complete.

Casenode status: No effect

Error message: Yes (with fulfilled condition and missing value), default "Input required"

Effect: Combines a mandatory entry field with an effect on the completion status.
It can be defined in just the same way as an "Input only possible, if…" 
rule.

Usage: All forms

Input required.

Intended use Mandatory fields for necessary values

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: No

Type: Form status

Check: Saving, (revalidation)

Form status: Completion status after input

Casenode status: No effect

Error message: Yes; default: ”Input required!”

Effect: A user input in this field is vitally necessary; the user is presented with the
error message and cannot save the form until he has either entered (any)
data or switches off the check.

Usage: All forms

Limit reached if ...

Intended use Check value range

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Depending on field type

Type: Value range

Check: Saving, (revalidation)

Form status: Completion status – according input

Casenode status: No effect

Error message: Yes; default: "Limit reached!"

Effect: On meeting one of the defined conditions, the error message is displayed
to the user, and the user cannot save the form until he has corrected the 
input or switches off the check. 

Usage: All forms

Comment: This rule functions like "Input impossible, if …", but has no effect on the 
completion status and does not lead to an own input check.

Limit value range if...

Intended use Conditional value range check

Can be applied to: Number
Date /checked Date
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Time / checked Time
Horizontal / vertical Radiobutton
Popup

Condition: Depending on field type, specification of a max. and min. value

Type: Action

Check: Saving, (revalidation)

Form status: Completion status after input

Casenode status: No effect

Error message: Yes; default: “Limit reached!”

Effect: On meeting one of the defined conditions and non-adherence to the 
specified value range, the error message is displayed to the user, and he 
is unable to save the form until he has adapted the value or switched off 
the check.

Usage: All forms

Open adverse event if ...

Intended use Creation of further follow-ups made possible (again)

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval) in a adverse 
event form

Condition: Depending on type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: The status of the adverse event (AE/ SAE) to which the form belongs is 
set to "open". The further creation of examinations (follow-ups) in this AE 
is therefore again possible.

Usage: Adverse event forms (reverse rule for “Close adverse event”)

Open serious adverse event if ...

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval) in an adverse 
event form

Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Adverse Event status is set to "Is SAE". The first available SAE form is 
offered/opened as the subsequent form.

Usage: AE forms, for converting an adverse event into a serious adverse event 
(with opening the first serious adverse event form)

Patient deceased if ...

Intended use Stop data entry due to a patient's death

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (Score, Date-Interval, Date-section)
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Condition: Depending on field type

Type: Action

Check: Saving, (revalidation)

Form status: No effect

Casenode status: Yes, mnpcs4 is set to 1.

Error message: No

Effect: Usually none in the own form. On meeting one of the defined conditions, 
the patient status is set to "Deceased". The visit and casenode forms are 
frozen for editing. Further editing of adverse events forms and serious 
adverse event forms possible

Usage: All forms, except centre forms and centre subforms

Show treatment arm if ...

Intended use Usage of different visits plans depending on treatment arm

Can be applied to: All item components except DB-Dummy and Layout-Dummy

Condition: Depending on field type

Type: Action

Check: When creating new visits

Form status: No effect

Casenode status: No effect

Error message: No

Effect: Creating visits for the assigned treatment arm is enabled.

Usage: For visit forms

Take date from ...

Intended use User friendliness: Pre-set date fields

Can be applied to: Time / checked Time
Date / checked Date

Condition: The source of the date must be specified as the source. The following are
possible: Visits (visit plan date), Adverse Event, examination or current 
date; specification of the item as a parameter is omitted. 

Type: Value take-over

Check: Initialisation of unsaved forms or new repetition groups

Form status: No effect

Casenode status: No effect

Error message: No

Effect: The date is taken over from the corresponding meta information and the 
field is pre-assigned. With the assignment operator "take value + add 
value" a value is specified, which will then be added to the adopted value 
in the form.

Usage: All forms

Take value from...

Intended use Pre-set values

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Specification of the item as a parameter is omitted.

Type: Action

Check: Initialisation of unsaved forms or new repetition groups.
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Form status: No effect

Casenode status: No effect

Error message: Error message, if adopted value Wert + added value does not match the 
defined item format and can not be displayed (e.g. value „10“ in a „1,0“ 
number field).

Effect: The value of the field defined in the condition or a fixed value is taken 
over into the current field. Sensible for taking over information with a high 
probability of remaining identical from previous visits (e.g. date of birth, 
sex). With the assignment operator "take value + add value" a value is 
specified, which will then be added to the adopted value in the form.

Usage: All forms

Note:

Value take-over only ever takes place once. When saving the initial form for a second time, the value in
the take-over form is not overwritten. It is also additionally possible to manually change the taken-over
value. This may lead to the fact that the values no longer correspond!

Meta data can be used to pre-set values foritems in a form. The metadata value that can be assigned
depends on the data type of the item. E.g. text item (centre (name), country (name), visit (visit label)),
number item (visit number, visit number by type, total visit number, adverse event number, follow-up
number  or date item (visit date, adverse event date, examination date, entry date of the patient)

Take value if same visit day from...

Intended use Conditional pre-pre-set of values(with multiple visits on the same day)

Can be applied to: All item components except DB-Dummy, Layout-Dummy and all 
calculable items without entry (e.g. Score, Date-Interval)

Condition: Specification of the item as a parameter is omitted.

Type: Action

Check: Initialisation of unsaved forms or new repetition groups.

Form status: No effect

Casenode status: No effect

Error message: Error message, if adopted value + added value does not match the 
defined item format and can not be displayed (e.g. value „10“ in a „1,0“ 
number field).

Effect: The value of the field defined in the condition is taken over into the cur-
rent field if the date of the form visit is the same as the date from the ori-
gin value. Sensible for taking over information with a high probability of 
remaining identical from previous visits (e.g. date of birth, sex). With the 
assignment operator "take value + add value" a value is specified, which 
will then be added to the adopted value in the form.

Usage: Visit or AE/ SAE forms.

Note: 

This rule is obsolete and the same effect can be achieved by using a common “Take value from...” rule
together with an appropriate pre-condition.

3.4 Scores

A score is a value which is calculated from various user data in other items. Simple scores can be used to
simply  count  answers.  If  e.g.  an entire  question catalog always  has the answer  options  "Yes"/"No",
whereby yes is saved with 1 and no with 0 in the database, the number of questions answered "Yes" can
be quickly determined by totalling all database values.
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Scores are defined via rules. The calculation of a score is specified by the execution conditions of the
rule. The execution of a score rule can be restricted by the preconditions. However score rules will be
evaluated in a preliminary step before evaluating the data check rules regardless their sequence and dis -
play in the form. This ensures that the rules for checking the calculated score values can always be cor-
rectly evaluated.

When defining multiple score rules for an item all these rules will be executed, but only the value calcu -
lated last will be saved. If according to the preconditions no value can be calculated for score rules, the
score value will be reset to NULL.

Scores can be calculated via number items, fixed decimal places or also radiobuttons and pop-ups, as
the DB values are then used as data. If the conversion factor is also set in the case of a label in addition
to the DB value, this is used for calculation instead of the DB value.

Scores are calculated with the accuracy which can also be input by the user in the evaluated items. If the
user is  able  to  specify three post-decimal  places,  the score is  also calculated to  three post-decimal
places. A normed score and a function score, however,  are always calculated to an accuracy of  two
decimal places (see  Score (only calculated)). When defining the score rules, you can also specify the
accuracy by entering the number of decimal places. The calculation will then be rounded to this number of
decimal places.

When defining  multiple  score  rules  with  different  accuracies  on  an  item,  the  maximum size  of  the
minimum and maximum precision of the calculation is calculated for the entire via all of the score rules for
that item.

The mathematical portrayal of the desired functions and processing in the programme deviate slightly.
The score always operates according to the following pattern:

result = result op parameter 

whereby op refers to one of the following operators: "Add value", "Subtract value", "Multiply by value" and
"Divide by value". This operation is carried out for each parameter. This results in a type of bracketing
(start with result=0):

result = (((0 op parameter1) op parameter2 ) op parameter3)

Parameter  refers  to  the  value  which  is  read-out  from the  specified  field.  Assume that  we  have  the
following questions:

Is the sky blue? yes=1 no=0
Is the sun shining? yes=1 no=0
Are the flowers in bloom? yes=1 no=0

And the score is intended to provide a type of assessment of how good the weather is by calculating the
sum of the questions from: Number of "Yes" in (sky, sun, flowers). A simple score with three parameters
would then be created: 

Parameter 1 "Add value" read-out value from question "Is the sky blue?"
Parameter 2 "Add value" read-out value from question "Is the sun shining?"
Parameter 3 "Add value" read-out value from question "Are the flowers in bloom?"

For the calculation of scores, the AND conditions can be used as a bracketing level. When calculating
scores, all of the AND conditions in a group will first be applied before the application of the OR groups.
The arithmetic operator of the first AND condition is used as the arithmetic operator arithmetic operator
for the OR group.

Example:
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Fig. 62: Definition of a score calculation with bracketing via an AND group.

The above definition produces the calculation: A - (B * C) 

Calculate date/time lag from ...

When calculating date score fields as numbers or  calculating intervals  from time/date interval  fields,
defined date fields are required in order to perform the calculation. To define these date fields, select the
Calculate date/time lag from... rule. When creating one of the two item types, this rule will always be auto-
matically created.

The two date values used for the calculation will each be created as a new OR condition for the rule.

Freely defined date/time entries, the current date, the current date plus time entries as well as values
from items (plus time value) can be used for the calculation.

When selecting items, only date or time fields are offered which have the same format as the current
score date item.

Calculate score from ...

This function only enables the execution of simple additions, subtractions, multiplications and divisions.

Which number is not to be taken into consideration in the calculation (e.g. don't know = 9) can be defined
in advance so that only sensible answers are used.

So that a minimum number of input values can be demanded for the calculation, the number of uncoun-
ted values only for which the calculation is to be carried out can additionally be specified. This specifica-
tion will be treated analogously to possible preconditions.

Calculate normed score from ...

On calculation of the normed score, the result of all operations is automatically divided by the number of
calculated values (calculated values are all values which does not match the to-be-ignored value). This
calculation can be used e.g. to determine the mean value.

Functions such as "Ignore following value on calculation" or "Only calculate with a maximum of so many
uncounted values" (see "Calculate score from") can also be used in the case of this score.

The calculated value (e.g. mean value) can also be multiplied by an arbitrary factor. This multiplication is
used e.g. to portray estimated sums if not all values to be included for a sum can be specified and the
sum of all required values is still to be calculated.
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result = result/(number of sensible answers) * factor
Sum A = 1
Sum B = 2
Sum C = NULL
Result   = 4.5
Result = sum of A and B /2 sensible answers * 3 

Calculate score function from ...

The function score, which offers even more options,  is additionally available to achieve even greater
flexibility when calculating scores. A multiplication factor (if none is specified, multiplication by 1 is carried
out) and a function can additionally be selected for each parameter. The functions implemented are: 

 simple multiplication (without function selection): a x item value
natural logarithm a x ln(item value)
power function a x item valueexponent

exponential function: a x basisitem value 
natural exponential funktion: a x eitem value 

If you then have e.g. the following function for calculating the body surface (in m2) from the height (in cm)
and weight (in kg):

surface = weight0.425 x height0.725 x 0.7184

Subdivision into parameters should initially be considered. Indicated by brackets here:

surface = [weight0.425] [x height0.725 x 0.7184]

The formula can now be implemented with the following parameter (as the calculation always starts
with the result "0", the first parameter should always be added):

Parameter 1: "Add value", read value out from question "Weight", multiplication factor 
0.01, exponential function, exponent 0.425

Parameter 2: "Multiply by value", multiplication factor 0.7184, read value out from ques
tion "Height", exponential function, exponent 0.725

Handling of "NULL"

When creating rules, it must be noted that not inputting values leads to the database NULL value. This is
not comparable with the explicit specification of "No" or "False". This leads to complications, particularly in
the case of radiobuttons and check boxes, if the input is to be compelled or prevented.

IASCheckBoxes are programmed in such a way that they convert an unclicked status into a NULL. A rule
which is  intended to  state  that  a  check box should  be answered actively  with  "No"  is  not  therefore
possible.

The reset option is available to enable resetting to NULL in the case of radiobuttons. The standard label
of the "NULL" option is “not applicable” (specified via the LanguageBundle). However, a deviating label
can also be specified for each item.

3.5 Compare value “text-format”

The comparision with the value "Text format" except conditions in “Hide, if...”-rules can be selected in the
FormBuilder  to  create  conditions  for  text  items.  When  completing  the  form,  only  the  text  which
corresponds (or does not correspond, depending on the condition definition) to the defined format can be
input.

The TEST button is used to open a pop-up, in which you can test whether the text format which you have
configured meets your requirements. The question mark opens an overview of the different configuration
options.
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Fig. 63: Example of the condition for a specified text format of 5 lower case letters

The format for permissible text inputs can be defined here. When completing the form, only the text which
corresponds (or does not correspond, depending on the condition definition) to this format can be input.
The needed format is added automatically to the specified error message.

The format defines how long the text may be and how it is compiled from capital or small letters and
numbers. The format is specified via individual characters. The characters stand for the following in this
case: 

Character

Letters and numbers:

C 1 arbitrary letter

L 1 small letter

U 1 capital letter

N 1 individual number

A 1 letter or a number

As before, but optional:

c 0-1 letters

l 0-1 small letters

u 0-1 capital letters

n 0-1 individual numbers

a 0-1 letters or numbers

Place holder:

# 1 or more arbitrary characters

Special characters:

- 1 hyphen

. 1 point

_ 1 underscore

: 1 colon

(...) (and other special characters...)

Forma t  examples:

CCCCCC 6 arbitrary letters

LLLLLL 6 small letters

LLLNNN 3 small letters followed by 3 numbers

CAAAAA 6 letters or numbers; no number is permitted at the beginning

UNNnnn 1 capital letter followed by 2-5 numbers
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UU-Nnn 2 capital letters followed by 1 hyphen, followed by 1-3 numbers

C# 1 letter followed by arbitrary characters

3.6 Compare value specific text

When defining rule conditions with reference to lookup items, text fields and text areas it is possible to
select a specific text as a comparison value.

Fig. 64: Definition of a comparison text for a lookup item.

The following operators are available:

 contains

 does not contain

 equal value (not for the comparison in lookup tables)

 equal value (not for the comparison in lookup tables)

A comparison text must be entered for these operators. A maximum of 100 characters are available for
this text. 

When the rule is evaluated, it will be checked whether the text is contained anywhere in the text of the
selected lookup table entry regardless of capital and lower case letters. Even in the case of extendable
lookup tables, the comparison will always be performed for the selected entry, regardless whether the
entry was pre-defined in FormBuilder or entered by a participant in DataCapture.
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4. Visit types

A project's visit plan can be compiled from different visit types which differ as regards the calculation and
flexibility of the visit date. The option of inserting unscheduled visits between the "normal", scheduled vis-
its also exists .

A patient's scheduled visits are numbered in the sequence of their creation. The unscheduled visits are
numbered individually by type, also in the sequence of creation. If permitted, the chronological sequence
may deviate from the numbering.

All visits are always displayed in chronological sequence in the patient's form overview.

4.1 Fixed visit

In the case of fixed visits, the point in time of the visit is calculated from the specified data. The participant
cannot input a date. The calculation is based on the date which was input in the reference visit. All of a
visit plan's initial visits must be fixed or flexible visits.

4.2 Flexible visit

In the case of flexible visits, the possible deviation upwards and downwards from the calculated point in
time must be specified in addition to the planned interval. 

4.3 Free visit

In the case of free visits, there is no planned interval from other visits and therefore also no preceding
visit. However, the visit date can be restricted by specifying a time span; this is not then compared with
the calculated date but with the current date.

4.4 Unscheduled visit

Unscheduled visits can be created outside of the specified visit plan. They are skipped on calculation of
the next scheduled visit, even if "Preceding" has been entered as the reference visit for the next sched-
uled visit. So that this visit type can also be used for alternative treatment plans, however, the interval
from the preceding visit plus an optional time window can also be specified here. If no data are input,
these visits can be set entirely as desired.
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5. Report types

Reports can either be created for patient forms (project overview), centre forms (project centres) or single
patients.

In the centre reports all patient related information is omitted. Instead the data of the centre forms is
shown, instead of patients the centres are listed row-by-row..

The creation of  SQL or free SQL reports has not been modified for the introduction of  centre forms.
Centre forms are saved in the same data structure as patient forms: the form data is saved in the spe-
cified "mnp" table of the form and the metadata is saved in the "document" table of the project. Unlike
patient forms, in the "document" table entry only the reference "ctrid" is related to the centre and there are
no other references to the patient metatables ("cnid" to the "casenode", "cvpid" to the "casevisitplan" or
"fuid" to the "followup" table).

5.1 SQL

Lists  of  various  data  types  can  be  created  in  a  report  in  this  case.  This  type  necessitates  certain
knowledge regarding the secuTrial® data  model  and SQL (see Annex).  In contrast  to  the majority of
others, the results of the reports can be easily sorted and filtered. On the other hand, this type only
enables an automatic test of the current participant's access rights to a limited extent. It  is therefore
possible for a participant to view data in the DataCapture which he is not normally permitted to see due to
his roles and rights.

Fig. 65: Example of the view of an SQL reports. Filtering by pseudonym (top drop-down list) and sorting

according to the other data have been defined here. In the case of date specifications, it must

be noted that sorting is carried out on a text basis. The value "Saved" is read-out from the sav -

ing time stamp here, whilst the value "Birthdate" represents a form item. If a form, as in this

case, is available in several visits, a patient may also be listed several times in this report type.

The parts of a SELECT statement are defined individually for an SQL report, whereby the basic frame-
work is specified by secuTrial®. Nesting is therefore only possible to a limited extent. The following parts
can be defined:

 SELECT (columns)

 WHERE (condition)

 GROUP BY (grouping)

 HAVING (group limitation)
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The statement is executed in the participant administration scheme of the relevant, current customer.
Access is therefore only possible to the tables for which the corresponding DB user has read rights. In the
secuTrial® database, this includes all tables for the project belonging to this customer  from the corres-
ponding DB area, the project setup tables (SRTSetup/setadm) and the general lookup tables (SRTLib-
rary/libadm). This means that only the test project tables can be accessed in the setup DataCapture and
only the productive project tables in the productive DataCapture. The test area is always used in the
FormBuilder; the statement and execution in the DataCapture are then adapted to the current area. To do
this, the corresponding user is automatically added in front of the referenced tables, providing the table
owner has not already been entered.

All tables which are used should be specified without scheme names. On execution of the report, these
are added by the system depending on area, and therefore enable the transfer of an SQL report from the
setup area to the productive area. This also functions for tables in nested conditions and for tables from
other projects in the same customer area.

Note:

Please do not specify any database users in front of the tables, as this prevents the automatic transfer
of the reports from the setup to the productive area!

If the tables which are used contain a project's casenode table, a restriction to those centres in which the
current participant is a member is automatically added to the defined statement.

Linking  a  report  entry  to  the  call-up  of  a  patient  only  functions  if  the  report  contains  a  pseudonym
(pseudonym=Pat-ID, aid=Add-ID or labid=Lab-ID) for the patient as a column specification.

The SELECT statement generated from the data is portrayed beneath the definition of the fields under the
point  "SQL".  To increase the clarity the statement will  be wrapped after each element (e.g. „FROM“).
Lines longer then 100 characters (print  preview: 80),  will  be wrapped automatically at  the last  blank
included.

The "Test status" link is available to test the validity of the generated SQL statement. A small wait window
then opens, and the SQL is executed in the background. If the status is "OK", the SELECT statement has
been correctly edited by the database. If an error occurred, the error message generated by the database
is displayed beneath the listed report, and the data can be corrected accordingly. As additional informa-
tion, the contained number of lines is specified in the wait window on completion of the SQL query. The
test result will be saved until the next time the report is edited. If you change the report or simply save it
again, then you must repeat the status test.

Important:

When designing an SQL report, make sure that valid table links are created. An unintentional cross
product may block the whole database! The validity check for SQL report is therefore only carried out
on request, and not automatically as in the case of the other types.

In addition to the selected column, a "DISTINCT" may also be specified in the definition of the first output
columns.

Knowledge of the database structure is necessary to formulate a correct SQL statement. This does not
correspond to the exported data structure! For a description of the individual database tables, please refer
either  to  the  database  descriptions  which  can  be  downloaded  in  the  CustomerAdminTool.  The
relationships between the most important project tables are described in the graphics in the Annex.

There is also a clickable “i” icon next to all text fields which enable such elements. By clicking the icon a
pop-up help window will open, which describes the database structure for the project, administration and
project  set-up  tables.  The  description  corresponds  with  the  documentation  contained  in  the  project
dossier and the DB documentation that can be downloaded in the CustomerAdminTool.
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Fig. 66: Excerpt from the database description of the project ('devioas0') and administration tables ('ias-

devadm') The database description is opened via the 'i' icon.

Click on the table or column name in the pop-up window to insert the table or column name from which
the pop-up was opened into the text field. If the pop-up for one of the elements was opened, the pop-up
will close after the selection is made (this is necessary because the corresponding text field is determined
by opening the pop-up).

As an additional report property you can set the number of simultaneously displayed rows in DataCap-
ture. If you make an entry here, the result of the SELECT will be displayed page by page with the con-
figured number of rows per page in DataCapture. This setting should be used if a large number of results
is expected.

It is possible to download SQL reports as MS Excel files. In the file all of the displayed datasets will be lis -
ted, taking into account any previously set dataset filters. The number of datasets will be listed in the
information at the beginning. All of the datasets in the file will be listed below each other, even if they are
displayed page by page in the report. Any highlighting of datasets will not be displayed in the Excel file.
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Fig. 67: Upper part of the editing page of the SQL report from Fig. 65 with specification of the portrayed

values. The validity of an SQL report can be checked from the report overview using the "Test

status" link.
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Fig. 68: Lower part of the editing page of the SQL report from Fig. 65 with specification of the table

joins and the emerging SELECT statement.

DB functions

DB functions which encapsulate a higher SELECT statement complexity or convert values into a legible
form are often required here.  The usual Oracle or the following secuTrial® functions can be used as
functions: 

 BOOLEAN_TO_LABEL(value, yes, no) 
For check box items: If the check box is clicked (value=1) the text specified in "Yes" is fed back, 
otherwise "No". 

 VALUE_TO_DATE(value,format)  
For date or time items: The value is fed back in the specified format. The item value will only be
reformatted and not be converted into a real date (sorting alphanumeric). The following formats are
possible:

'YYYY' 
'YYYY'  
'MM.YYYY'
'MM.YYYY HH:MI'
'DD.MM.YYYY-HH:MI'
'DD.MM.YYYY HH:MI:SS'
'DD.MM.YYYY-HH:MI:SS'
'HH:MM'
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'HH:MM:SS'
'HH:MM-DD.MM.YYYY'
'HH:MM DD.MM.YYYY'
'YYYY/MM/DD'
'YY/MM/DD'
'YYYY/MM/DD HH:MI'

 STANDARD_DATE(value, format, language)

For complete date only form items, the language has to be supplied as third parameter for month
names, possible values: 'DE', 'EN', 'FR'. The following date formats are possible:

'DDMMYYYY'
'DDMONYYYY'
'YYYYMMDD'
'YYYYMONDD

 VALUE_TO_LABEL('table', 'column', value) 
For radiobutton and pop-up items: After specifying the form table and the field column, the specified
numerical value is converted into the corresponding label. (Table and column name has to be given
in lower case and enclosed by single quotation marks. The parameter list of this function is 
increased by the system.)  With little response options the use of the SQL standard function 
"CASE" is recommended due to the faster execution.

 IS_OVERDUE(date)  
For marking exceeded (visit) date values: If the transferred, real date is NULL or already exceeded,
an exclamation mark with HTML marking (red, bold) is fed back, otherwise a (forced) blank. 

 ISFORMCOMPLETE(completionstatus)  
For checking the form's completion status. If the "complete" flag is set, the function feeds back "1". 

For the following functions the 'tpxdocument' has to be replaced with the name of the corresponding pro-
ject table. The other labels in single quotes are examples and can be replaced. 

 VISIT_COMPLETION('tpxdocument',  cvpid,  visitid,  'empty',  'partial',  'complete')
Summarizes the completion status of the visit defined by cvpid and visitid. As a result one of the
given labels is returned. 

 VISIT_DEC_COMPLETION('tpxdocument',  cvpid,  visitid,  'empty',  'partial',  'complete',  'finished')
Summarizes the completion status of the visit defined by cvpid and visitid. As a result one of the
given labels is returned. If the status DEC is set in all forms the 'finished' label will be returned,
regardless of the stored completion status of the forms. 

 VISIT_FAMILY_COMPLETION('tpxdocument',  cvpid,  visitid,  'form family',  'empty',  'partial',  'com-
plete')
Summarizes the completion status of the visit formfamily defined by cvpid, visitid and family name.
As a result one of the given labels is returned. 

 VISIT_FAMILY_DEC_COMPLETION('tpxdocument',  cvpid,  visitid,  'form  family',  'empty',  'partial',
'complete',  'finished')
Summarizes the completion status of the visit formfamily defined by cvpid, visitid and family name.
As a result one of the given labels is returned. If the status DEC is set in all forms the 'finished'
label will be returned, regardless of the stored completion status of the forms. 

 FAMILY_COMPLETION('tpxdocument',  'form  family',  projectid,  'empty',  'partial',  'complete')
Summarizes the completion status of the formfamily defined by name and projectid. As a result one
of the given labels is returned. Usable for casenode families or visit families displayed in only one
visit. 

 FAMILY_DEC_COMPLETION('tpxdocument',  'form  family',  projectid,  'empty',  'partial',
'complete','finished')
Summarizes the completion status of the formfamily defined by name and projectid. As a result one
of  the given labels is returned. If  the status DEC is set  in all  forms the 'finished'  label  will  be
returned, regardless of the stored completion status of the forms. Usable for casenode families or
visit families displayed in only one visit. 
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For the following review-check functions these labels are possible for 'review type' to check for a single or
combined type of review: 

'A' (Review A) 
'B' (Review B) 
'A-B' 
'FREEZE' (frozen by rule) 
'A-FREEZE' 
'B-FREEZE' 
'A-B-FREEZE' 
'LOCK' (manually frozen) 
'A-LOCK' 
'B-LOCK' 
'A-B-LOCK' 
'FREEZE-LOCK' 
'A-FREEZE-LOCK' 
'B-FREEZE-LOCK' 
'A-B-FREEZE-LOCK' 

 VISIT_REVIEW('tpxdocument',  cvpid,  visitid,  'review  type',  'none',  'partial',  'all')
Determines if the review status of all savable forms of the visit matches the given review type and
returns the appropriate, given label. 

 VISIT_FAMILY_REVIEW('tpxdocument',  cvpid,  visitid,  'family  name',  'review  type',  'none',
'partial','all')
Determines if the review status of all savable forms of the visit and formfamily matches the given
review type and returns the appropriate, given label. 

 FAMILY_REVIEW('tpxdocument',  'family  name',  projectid,  'review  type',  'none',  'partial',  'all')
Determines if the review status of all savable forms of the formfamily matches the given review
type and returns the appropriate, given label. 

Instead of a DB function, sub-queries or "CASE WHEN" constructions can also be inserted.

5.2 Free SQL

In addition to the SQL report there is an additional report type "Free SQL". With this report type, the
Select statement can be freely formulated in a large text field. The statement must begin with a "SELECT"
and must not end with a semi-colon. Outer brackets will be ignored when checking. When displaying this
report manual entered linewraps will remain. Lines longer then 100 characters (print preview: 80), will be
wrapped automatically at the last blank included.

Furthermore, the text must not include a number of fixed terms as commands (text in single quotation
marks will be ignored). The forbidden commands are listed in the help text.

For the statement to also be displayed in DataCapture, a description must additionally be entered for
every column (this is optional for columns which are not to be displayed). In the description, the column
name or alias (if set) from the statement must be used as the variable name. Apart from this, the descrip-
tion is to be defined according to the attributes of the previous SQL report. A new attribute that can be
entered in the description is whether a patient can be accessed via the column (=column includes one of
the pseudonyms) or a form (=column includes the document ID).

This report will also be automatically extended with the corresponding DB users in the table. To limit the
report to the centres of the current participant, the place-holder <CENTRES> can be used to reference all
centre IDs of the current participant. These will then be bundled as a set (IDs listed in brackets, e.g.
"(125, 5, 7,13)"). In FormBuilder, all centres in the project are used instead of the centres of the current
participant.

In the free text statement, the parameter list of the function VALUE_TO_LABEL is also extended by the
current project version.

To enable the statement to be checked for forbidden commands, the window for checking the SQL status
is only active once the report has been saved. For this reason, when saving an SQL report, a message
will be displayed (only once) that saving will reset the SQL status.
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Fig. 69: Free text field for entering the SQL statement and separate definition of the displayed columns.

For this SQL report type it is likewise possible to define row highlighting based on the variable name of
the column description.

5.3 Single field (only project overview)

A single form value for all visits is portrayed in this report. If the selected form is not displayed in all visits,
this visit is skipped or omitted in the portrayal.

Fig. 70: Example of the view of a single field report in the DataCapture; in this case, the portrayal of the

patients weight.

Numerical fields offer the additional option of particularly emphasising values above or below a specified
limit value. In the case of fields with a defined unit, a check box can be used to select whether these are
to be displayed in the report.
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Fig. 71: Configuration of the single field report from Fig. 70 in the FormBuilder: To do this, the form field

and the limit value are additionally selected after specifying the "Single field" report type. For

this report, the limit value has been specified as 100. All values above this are emphasised in

red. The defined unit is displayed in this report.

5.4 Single field per visit  (only project overview)

As a refinement of the Single field report, a different field for portrayal can also be selected for each visit.
In this case, the same data can be input as in a single field report. A heading can additionally be defined
for each field.

Fig. 72: Example of the view of a report on single fields per visit: Three different fields have been selec-

ted for the first visit, a single field for the other visits.

Visits or casenode forms can be selected. Several fields can be defined for each visit. Exceeded limit val-
ues can also be emphasised for numerical values in this report type (see: "Single field" section).

The sequence of the items can be explicitly specified. Use the SORT VIEW button to carry out changes to
the sorting. Your sorting changes can be accepted in this way.
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5.5 Single fields (only project centres)

Similar to the report type Single field per visit  (only project overview) different fields can be selected to be
shown. The same data can be input as in a single field report. A heading can additionally be defined for
each field.

For this report type too numerical fields offer the option of particularly emphasising values above or below
a specified limit value (see section: “Single field (only project overview)“). The sequence of the items can
be explicitly specified.

5.6 Status  (project overview / project centres)

The status information for all visit or centre forms can be displayed via the visits. There are different types
of status: Review, ompletion status, query and comments. In the case of status reports, the data are listed
in separate tables sorted by centre. To shorten the loading times, the user can specify that the different
centres are only to be displayed individually. Only the list of patients in the first centre is then initially
displayed, the other centre can then be displayed via the. (If the participant is only in one centre, the data
from this centre are displayed immediately.)

For  status  reports  you  can  select  whether  the  report  is  sorted  by  visit  type  or  chronologically.  For
example, it may be that the used patient visits differ from each other in different treatment arms and dis-
playing a combined overview would be difficult in the report. 

 When sorting by visit type, the treatment arms are listed separately.

 When sorting reports chronologically, the patient visits are listed in the order of the current patient.

For projects using CPV, reports can be sorted chronologically or by visit type.

Fig. 73: Example of the view of a status report on the completion status; this is made clear here using

coloured style sheets (light blue=empty, medium blue=partly filled, midnight blue=complete).

On creation of a new status report (completion status, query, comments and review), all status checks
possible for the selected status field are already created in the correct sequence.

Review

Here,  all  forms which  can  be  saved must  be reviewed again  so that  the entire  visit  has  the  status
"Review". An individual review is not displayed here.
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The various statuses can be marked via text specifications and the selection of a style sheet. A preview
clarifies the effect of the style sheet in this case.

Fig. 74: Editing a status reports, in this case the completion status (see Fig. 73). The upper part of the

page lists all reports created for this project. Clicking onto a name loads the report into the

lower part of the page for editing. The middle part offers the option of inputting general data.

The lower part shows the status selected for display and, on the outer right, the preview of the

style sheets.

Completion status

The completion statuses of all forms which can be saved are added here. A visit is only completely filled
when all forms which can be saved are completely filled (see Fig. 73).
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Query

If at least one single, open query is created on all of a visit's forms, this results in the status "Open query"

for the entire visit. If all queries in all forms have been answered, the entire visit has the status "Answered

query". Accordingly, all queries in all forms must be closed to obtain the overall status "Closed query".

Comments

One single comment on any form sets the visit status to "Comment" in this case.

Source Data Verification (SDV)

The SDV states of all forms which can be saved are added here. It can be checked for the following sum-
mary SDV status values:

 not done (all status are “not done“)

 in process (at min. one status is “not done“)

 not necessary (all status are “not necessary“)

 verified (at min. one status is “verified“, no status is “not done“ or “verified with problems“)

 verified with problems (at min. one status is “verified with problems“, no status is “not done“)

5.7 Query details  (project overview / project centres)

Query details shows an individual list of all queries which have been created . A filter option enables only
queries with certain properties to be called up. 

Fig. 75: Example of the view of a query report. The portrayal is roughly comparable with that of an SQL

report. The queries can be sorted using the grey title bars and filtered via the drop-down lists. 

Clicking onto the triangles at the start of the line enables the questions and answers to be shown and
hidden.  The  patient  can  be  called  up  via  the  pseudonym;  clicking  onto  the  form and question  text
immediately calls up the corresponding form. This enables a rapid overview of and access to all queries
which have not yet been edited, including across all patients.

Print page for paper-based query answers

To support paper-based query handling in hybrid studies a new print page has been added to the query
report where an answer form could be printed for each open query.

The form automatically includes the position of the query (e.g. visit, form, question and item) and the cur-
rent query status (question, possible answers and re-queries). Below is an empty field for writing down
the answer and signature.
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Fig. 76: section for the configuration of the print page for paper-based query answers.

This additional print function can be activated in the FormBuilder under “Print” - “paper based answers”
per query report (see fig. 76). The following parameters can be changed:

 Title: Here you can enter the name of the answer form which will also be the name of the button in
the query report by which the print page can be reached.

 Info text on print page (HTML):  Here you can configure the first text paragraph for additional
informations.

 Context informationen: Here the amount of displayed item information on the print page can be
configured. When selecting the option "reduced" only information regarding form family, form, ques-
tion and item is displayed. The information regarding visit, respective adverse event and the docu-
ment-ID is then omitted.

 Item value: The item value saved in the form will be displayed, including an additional free text
field for entering a possible value change.

 Instruction in the comment area: This text (max. 200 characters) is displayed in the free text field
for entering a reason. Unless otherwise specified, a default text will be displayed.

 Separate section for signature: If this option is selected, a line for entering a name in clearly
legible form (block capitals) will be inserted above the signature line.

 "Signature": Replace here the label “Signature” with your own text.

A short online help explains the respective configuration options.

5.8 Deviation details (project overview / project centres)

This report type lists all deviations. 

The report can be filtered and sorted according to the current properties of the deviations. For filtering by
item value and description, free text fields are used instead of a selection list. The filter is applied after
typing the search term and pressing "Enter". All deviations containing the search term anywhere in the
text will then be displayed. The search is done case insensitive.

Checkboxes above the reports can be used to show and hide the displayed columns. The audit trail can
also be displayed for each deviation. 
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Fig. 77: Deviation with two deviations selected for editing (here with the audit trail displayed for the

second deviation).

In the deviation report, deviations can be edited just like in the overview list of the form, providing the par-
ticipant has the necessary rights. To begin editing, simply click on the pen symbol. If a deviation cannot be
edited, an error message will be displayed. It is not possible to create new deviations in the report.

Multiple deviations with the same status (after filtering) can be edited at the same time. To do this, the
respective deviations first need to be selected via checkboxes. They can then be collectively assessed
and a reason can be entered for editing.

If necessary, a user name and password must be entered for the e-signature. If the selected deviations
have different descriptions (which will usually be the case), the description text may be left empty. The
individual descriptions will then be retained. If a description text is entered, this new text will be used for
all selected deviations. The assessments can also be retained for the individual deviations or collectively
changed. 

A progress window will  be displayed while the collective changes are being saved. When saving the
changes, the role rights will be checked again for each individual deviation and editing will be denied if
necessary. All saved and unsaveable deviations will be listed with the respective deviation ID in a sum-
mary. For example, it is not be possible to save changes if the deviation form is currently being edited by
another participant.

The report can be exported as an Excel file with the current display and filter options. Using two links, the
file can either be exported with the complete audit trail (="Excel") or only the current properties (="Excel
(hide history)"). 

Paper printouts

It is also possible to generate a PDF printout if the print option has been accordingly configured (in the
same way as for query and validation reports).

The contents of the PDF page can be configured in FormBuilder. The displayed evaluation options are
based on the project configuration and the role rights of the participant who is generating the printout.
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Fig. 78: Example of a PDF page for a deviation.

5.9 Icon display (project overview / project centres)

This display reveals a summary of all status reports. In the header, individual status displays can be
selected or deselected by clicking on the status type.

When calculating the sum status all forms that are frozen as the result of rules are now no longer taken
into account. The sum status icon will be e.g. complete although the frozen forms have not been or have
only partly been completed or reviewed.
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Queries or comments that have been created for forms which have been frozen as a result of rules are no
longer displayed in the sum status.

In addition it is possible to filter according to individual forms and according to the characteristic values of
different form status or summarised form status.

Fig. 79: Icon report with expanded filter area, but without additional filtering.

When filtering by a specific form status or summarised form status, only the icons are displayed for which
the field for the filtered status has been selected in the summarised status. For example, if the data is
filtered by an individual form after the completion status "complete" without filtering for a single form, only
the icons for the visits in which the summarised status of all forms of the visit is "complete" will be dis-
played. An individual, completely filled in form in this visit is not enough for it to be displayed.

Abb. 80: Icon report filtered according to the completion status "partial" of an individual form.

If the icon report is filtered according to an individual form, the form can also be directly viewed via the
report by clicking on the form icon.

You can also select whether the report is sorted either by visit type or chronologically. For example, it may
be that the used patient visits differ from each other in different treatment arms and displaying a combined
overview would be difficult in the report. 

 When sorting by visit type, the treatment arms are listed separately.

 When sorting reports chronologically, the patient visits are listed in the order of the current patient.
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For projects using CPV, reports can be sorted chronologically or by visit type.

5.10 Image forms  (only project overview)

This report type lists all image forms created for each patient with a display of the thumbnail which has
been configured. Information on the form name, assignment, created when and by whom, is displayed as
a tool tip.

Fig. 81: Example of the view of an image form report. All forms are portrayed as thumbnails in a hori-

zontal row via the image items defined in the form.

The displayed name and the colours of the rows can be configured for this report.

5.11 Validation (Error report) (project overview / project centres)

The report type Validation or error report can be created as another report type.

The report is displayed in a separate window. The validation report only lists entries for which the current
participant has at least reading rights for the (main) form and if the form is also visible (not hidden) in
DataCapture.

The report is displayed page by page in the DataCapture (configuration in the FormBuilder, default 100
rows per page) and each error message is listed in a separate row. The following information can be dis-
played. The display can be selected via the options at the top of the page:

 Patient (pseudonym by project configuration and role rights)

 Centre 
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 Visit / AE (visit or adverse event label) 

 Form 

 Table 

 Completion status  

 Form status (review, freeze)

 Date (of the error message) 

 Version (of the project at the time of validation) 

 Item 

 Column 

 Query status (of the validation message item)

 Comment status (of the validation message item)

 Value (of the item) 

 Message 

 Rule (brief description at the time of validation) 

 Type (type of error message, for example rule error, rule confirmation) 

The report can be sorted and filtered by the majority of the displayed information. The selected method of
sorting is indicated by a small arrow next to column name. The report can be downloaded as an Excel file.
All of the filtered entries in the report are listed in a table (not divided into pages). If the reports consists of
more than 10 000 lines the reports will be split up into multiple table sheets with 10 000 lines per sheet.
The report can also be printed as displayed (page by page).

Fig. 82: Example of an validation report.

The form overview of the listed patients can be accessed via the patient details (pseudonym, centre). The
corresponding form can be directly accessed via the details for each validation message (e.g. form,  mes-
sage).

Up-to-date status

The validation report lists the validation messages saved in the database which were valid when the form
was saved. If the data validation has changed since then, either because of changes to the rule definition
in a form or because a value has been changed in another form which was used as a value threshold in a
rule check, the validation report may not display the current data validation status. If relevant changes are
made to the rule definitions, it is advisable to update the validation report via a mass action revalidation of
the project.
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Note:

An validation report  set  up after the update on secuTrial® version 4.4 will  not  display any content
because validation messages have not yet been saved. In existing studies, the revalidation function
can be used to save the validation messages for the first time.

Print option for paper based answers

Similar to a query report, it is possible to create a separate printout of the validation report. In this printout,
all notifications and any queries or comments for every item with error messages are summarised on one
page per item. 

On this page there are free text fields for entering value changes, justifications and a signature. All pages
relating to a patient are combined in a PDF file and all of the PDF files are bundled together for download-
ing in a Zip file with sub-folders for each centre.

The printout can be launched directly from the open report or from the report overview. In the latter case,
a page will open to pre-filter the printout. The printout is always generated in the background and is then
offered as a Zip file for downloading.

Abb. 83: Definition of the validation report printout for paper-based answers.

This additional print function can be activated in the FormBuilder under “Print” - “paper based answers”
per validation report (see Fig. 83). The following parameters can be changed:

 Title: This text (max. 200 characters) is used as the menu link and the header in the printout. 

 Information text on the print page (HTML): This text will be displayed below the title on the prin-
tout. It can be formatted with HTML (please ensure the validity of the format!).

 Context information: This determines the scope of the context information for the respective item.
The option "all" will display the generally valid item text, question text, form name, document num-
ber and any visit or adverse event information for the individual patient's form. If "reduced" is selec-
ted, only the generally valid information will be displayed and not the individual information. 

 Item value:  The item value saved in the form will be displayed, including an additional free text
field for entering a possible value change.

 Instruction in the comment area: This text (max. 200 characters) is displayed in the free text field
for entering a reason. Unless otherwise specified, a default text will be displayed.

 Separate section for signature:  If this option is selected, a line for entering a name in clearly
legible form (block capitals) will be inserted above the signature line.

 "Signature": An alternative word to "Signature" can be entered here (max. 200 characters).

A short online help explains the respective configuration options.
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Report overview printout

If the printout has been configured, in the report overview the name of the printout title is displayed as an
additional link behind the name of the validation report. 

This link opens a small browser window for configuring the scope of the printout. The following options
can be selected:

 Centre: all centres or a single centre selected from the participant's list of project centres

 Visit: all visits or a single visit selected from the list of project visit templates (if no patient has been
selected) or from the list of visits for the selected patient

 Form: all forms or a single form selected from the list of forms for the current project

 Rule: The definition of the violated rule condition including the values during the time of save (the
currenty stored compared values are always displayed if they were coming from another form or
visit).

 Queries: include all queries for the selected items

 Comments: include all comments for the selected items

After selecting the required options, you can then generate the printout. During this process a progress
bar will be displayed in the selection window. The generation of the printout can also be cancelled by
clicking on the button in the progress window.

Printout from an open report

A printout can also be generated from open validation report. In this case, all of the currently displayed
validation notifications will be printed. There is no separate selection or filtering option. The inclusion of
queries and comments depends on the query and comments status currently displayed in the report win-
dow (see below).

5.12 Correction report (Project overview)

This report type is only available, if the Data correction (DC) workflow has been activated for the project.

It individually lists every change made by a correction for each item in the project. A correction can relate
to either a previous normal data entry or to a previously performed correction.

If a review is carried out straight away or a query is created for a form without a single data entry, the very
first time the form is saved will be counted as the initial status for any subsequent corrections.

If entire repetitions are deleted during the correction, the contained sub-form items will only be listed if a
real value so has previously been entered (other than NULL). The same applies vice-versa: newly created
repetitions will only be listed for the correction if a value other than NULL has been entered in the new
repetition.

Example of listed corrections:

The first four columns of the table list the changes to the item value made by various people and the edit -
ing steps in chronological order from left to right. The last column lists the corrections displayed in the
report.

The last entry made always counts as the start of the correction, changes made during the normal data
entry are nit listed (see e.g. 1st  row).
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Entry 1 Entry  2 Correction 1 Correction 2 Report

a b c d E2:b → C1:c  C1:c → C2:d

a a b c E1:a → C1:b  C1:b → C2:c

a b b b -

a a a b E1:a → C2:b

a b b c E2:b → C2:c

The report is displayed page by page with the number of rows per page predefined in the report. For each
correction the following information is listed. The display can be selected or deselected individually:

 Patient 

 Centre 

 Visit 

 Form 

 Document No. 

 Item 

 Old value 

 Participant 

 Date 

 Editing 

 Corrected value 

 Participant 

 Date 

 Reason 

The corrections are listed regardless whether the correction is currently configured for a form or item. All
corrections performed to date are always listed as described above.

The report can be downloaded as an Excel file. The data from all report pages will be included according
to the current display and filters.
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Fig. 84: Example of a correction report in DataCapture

The reports becomes invalid, if the Corrections workflow is deactivated for the project.
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5.13 Value development charts (Single patient)

Certain measured values are easier to analyse in chart form. For that purpose the "Value development"
report type can be used in secuTrial® which enables pre-defined values in the report to be displayed as a
chart per patient.

Fig. 85: Definition of a "Value development" report (selected report type highlighted) in FormBuilder.

For the "Value development" report the following must be selected:

 Development of: (development type)

Only events of the same type can be displayed together in a chart, i.e. visits, adverse events or
casenode forms. You can select whether a general overview and / or the individual events
should be displayed in the chart. The following options are available:

• Visit plan overview
• Visit plan overview + single visits
• Adverse events overview
• Adverse events overview + single adverse events
• Single adverse events
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• Patient (casenode forms)
• Image form overview
• Single image forms + single image forms

 Presentation

Specifies the X axis  for  presenting the development  of  a value in  the chart.  Chronological
presentation shows the proportional development over time on the X axis without labelling the
events. Sequential presentation shows the order of the events labelled on the X axis without
any indication of timescale.

 Image size

If there are only a few data points, a small image is perhaps sufficient. For lots of values, a lar -
ger image might be helpful. Three options are available:

• small (300x200 pixels)
• normal (default, 600x400 pixels)
• large (900x600 pixels)

 Chart type

Selects the type of graphic representation. The following options are available:

• Bar chart
• Line chart
• Scatter chart

 Label X axis / Y axis

For both axes any text (max. 100 characters) can be entered as a label.

Depending on the chosen report type, one or more items can be selected from the respective form famil -
ies for display. You can select numeric items, radiobutton/pop-up items and date/time items. For each
item the following information must be entered:

 Position

Used for the order of the items in the chart legend and for report editing and project version
comparisons. Automatically rounded up in increments of 10 when a new item is added.

 Form

Depending on the “value development” report type, the forms from the corresponding form fam-
ily type are offered here.

 Item

Items can be selected from the main form and from all contained subforms. If you select a sub-
form item, the respective repetition group must also be selected to ensure unambiguous identi-
fication.

 Date / time of measurement (optional)

Option  only  available  if  chronological  presentation  has  been  selected.  With  chronological
presentation, the date of the associated visit/examination date of the AEs is used as the time of
measurement. In the case of image forms, the form creation date is used. If required, a different
item can be set as the date for the value (=point on the X axis). If a subform item has been se-
lected as the value, it is only possible to select a date item from the same subform in the same
repetition group. If incomplete information is entered (e.g. month and year in a day-month-year
item), the missing information is filled with the respective start value (01.01. of the year or
00:00:00 for the time).
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Important:

If no measurement date or time exists for a measurement value, e.g. because no information has been
entered in the selected date item, the measurement value will not be displayed in the chart! In the case
of two measurement values (from the same item) taken at the same time, only the last value (in the
order of the forms) will be displayed.

 Use as marker (optional)

Instead of displaying the item as an actual value, you can use this option to display the item as
a marker (on / off) for a certain condition. The condition is defined via the value limits in the
item.

 End date/time of the marker (optional)

If chronological presentation is selected and the item used as a marker with an item selected as
the source for  the measurement  date/time,  an item can then also be selected as the end
date/time. For example, this can be used to mark the duration of a performed treatment in
chart. Again, it is only possible to select a date item from the same form and the same repeti -
tion group from which the item was selected. 

 Value from which marker is "on" / Value up to which marker is "on" (required for marker)

Selects the condition which determines that the item value is displayed as "on". Example: Blood
pressure is measured in a numeric item. Instead of displaying blood pressure as values in the
chart, it should only be marked if it is higher than 150. In this case, the first value would be (on
from) "150" and a higher number would be entered as the second value (on up to), e.g. "300". If
using radio buttons as markers, the check for the option can be defined so that the same DB
value is entered for "from" and "up to".

 Title (optional)

The name of the (max. 40 characters) of the displayed value or marker which is to be used in
the chart legend.

 Label Y axis (optional)

You can select whether the main Y axis is to be used as the representation for all items (all val -
ues will then be entered on the same scale) or whether other Y axes are to be added for one or
more of the displayed values. An additional axis is added as text (max. 100 characters); if the
texts are the same they are treated as being the same axis. When displaying date and number
items as values in the same chart, at least two axes must be specified. Multiple items can use
the same  additional Y axis (selection from the list). Axes that are no longer used are deleted
from list upon saving.

 Colour (dots / line / bar)

The colour for depicting the item as dots, lines or bars must be specified here as a hexadecimal
entry in the format RGB (= red/green/blue). A palette pop-up helps you to select a suitable col -
our. The selected colour is displayed as a preview.

Incorrect entries in the definition of the value development report are marked with an error message dir-
ectly next to the respective property.
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Different chart examples

  

Fig. 86: Chart displaying two values with different value ranges as a line chart, left chronological, right

sequential.

 

Fig. 87: Left: Sequential representation of two values, this time shown as a bar chart. Right: a measure-

ment value with a marker value (range) in a chronological line chart.

 

Fig. 88: Sequential presentation of a measurement value with a marker value as a line chart (left) and

scatter chart (right).
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6. Statistics types

Two  types  of  information  can  basically  be  evaluated:  Information  on  the  number  of  patients  and
information on the number of patients per answer value in a specific item.

The type of portrayal depends on the number of portrayed parameters; there are graphics for two or three
parameters which are dependent on each other, whereby the type of graphic may in turn be two- or three-
dimensional.

Non-saved forms or no answer in  the evaluated field  are handled identically.  The data statistics are
optionally created for all created patients, patients per centre or patients per country. This can be selected
under "Generation" in the relevant statistics.

If the statistics include the evaluation of form datasets, only compared datasets will be evaluated when
using the DDE function. All  other datasets, including previously entered datasets, are treated as "Not
saved".

6.1 Chart type

The type of portrayal can be selected via a drop-down list on configuration of the statistics. The graphics
types each possible for the number of information dimensions are offered. The pie chart can only be used
for two parameters, whilst the staggered bar charts are only used for three parameters.

Line chart

Fig. 89: Examples of the view of statistics as a line chart for two parameters (left) and three parameters

(right).

Bar chart / 3D

  

Fig. 90: Examples of the view of statistics as a simple bar chart and a 3D bar chart for two parameters.
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Fig. 91: Examples of the view of statistics as a normal bar chart and a 3D bar chart for three paramet-

ers.

Staggered bar chart / 3D

  

Fig. 92: Examples of the view of statistics as a staggered bar chart and a 3D bar chart for three para-

meters.

Horizontally staggered bar chart / 3D

  

Fig. 93: Examples of the view of statistics as a normal, horizontally staggered bar chart and a 3D bar

chart for three parameters.
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Pie chart / 3D

  

Fig. 94: Examples of the view of statistics as a normal pie chart and a 3D pie chart for two parameters.

6.2 Evaluated information

Recruitment

Four defined statistics, which are listed in the following, and for which additional parameters have to be
selected are available for displaying information on the status of recruitment. 

 "Patients over time"

 "Patients according to centres"

 "Patients according to centres over time"

 "Patients over visits" 

Data fields

Six statistics, which are listed in the following, for which the item from normal visit or casenode forms has
to be specified besides additional parameters, and from which the data are read-out, are available for
displaying information from specific data fields. 

 "Discrete items (one visit)"

 "Discrete items (all visits)"

 "Discrete items (casenode)"

 "Numeric items (one visit)"

 "Numeric items (all visits)"

 "Numeric items (casenode)"

Discrete items refers to the group of items which are stored in the database with a firmly defined value
(e.g. radiobuttons and pop-ups). 

Numeric items refers to number fields.

"One visit" means the portrayal of the number of patients with a specific item content from a specific visit

"All visits" means the portrayal of the number of patients with a specific item content over all of a visit
plan's visits

"Casenode" means the portrayal of the number of patients with a specific item content from a casenode
form

There are no statistics regarding adverse event forms.
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6.3 Configuration options

Category

Categories summarise several statistics which are connected to each other. E.g. several charts referring
to hepatic values may be assigned to the "Hepatic values" category. Depending on type, the category's
default setting is "Recruitment" or "Data".

Time configuration

You may choose between day, month and year for the time axis subdivision. This enables the statistics to
be adapted to the run time of your project. You can choose between various options to portray the time
configuration.

In addition it can be configured, if the evaluated date (patient in project) is the date of entry or the date of
creation. "Date of creation" is hereby the real date on which the patient was assigned to the project, "Date
of entry" again the date that was entered when assigning the patient to the study.

In the case of data statistics on data in an individual visit, the visit to be evaluated additionally has to be
specified.  "Earliest visit with stored form" refers, as the data basis, to the earliest visit of the entire visit
plan for each patient, in which the relevant form was actually saved (selection "<Visit plan>". If  "Latest

visit with stored form" has been selected, of course, the last visit is used for evaluation. To enable the
selection to be limited, you may also select a concrete visit type for evaluation.

Evaluation

Evaluation can be carried out via the cumulative or absolute frequency. In the case of the cumulative
frequency, all results are summarised.

On cumulative portrayal in the case of the statistics  "Patients over time", the number of new patients
created in the 2nd month is added to the number of new patients created in the 1st month. On absolute
portrayal, the number of new patients created is portrayed individually for each month

In the case of the statistics "Patients over visits", three results are always portrayed.

 The first result represents the number of all patients. 

 The second result represents the number of patients, which have stored forms in this visit.

 The third  result  represents the number  of  patients  with  a  specific  visit  status (see "Evaluated
status"). 

In the case of this statistics type, cumulative portrayal means that the first result also contains the patients
from the two other results, and the second result those from the third.

Fig. 95: Example: Statistics with "completion status" selected as "Evaluated status" and "Cumulative

frequency" as "Evaluation".
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In the same statistics type, absolute portrayal means that the first result  contains only those patients
which have been created but not yet saved forms. The second result represents all patients which have
been saved but are not yet complete. The third result represents only the completed visits (see Fig. 95).

On portrayal of data statistics over all visits, absolute values in the relevant visit are always portrayed.

Evaluated status

The user can choose between the two different types "completion status" and "Review". 

In the case of "completion status" you have the option of choosing between the values "Completely filled"
and "data entry complete" in the drop-down list.

In the case of  "Review", you may choose between the values  "medical review (A)",  "data review (B)",
"review (A+B)" and "manual freezing" in the drop-down list.

Visit

As visit forms may be displayed multiple times in various visits and the medical data records are stored in
the same table, the visit from which the data record for the statistics is to be taken additionally has to be
specified in the case of certain statistics types, so that each patient is only counted once. The data record
saved first or last can be selected to do this.

On creation of the statistics for a specific visit, the visit type which this involves (visit 1, visit 2, etc.) must
be specified in  the  drop-down field.  This  step is  omitted  in  the case of  statistics  on  "all  visits" and
"casenode".

Item

On creation of statistics on discrete items (radiobuttons and popup items) or numerical items, the item
from which the value is to be read-out must also be specified in addition to the above described data. To
do this, select the form in which the item is found from the front drop-down list. The item can now also be
selected in the rear drop-down list. 

Value ranges

For numerical items, the value range into which the saved data are to be subdivided for evaluation has to
be specified. For a sensible evaluation, at least two value ranges should be specified. 

A plausibility check, which warns you in the event of overlaps or gaps in the value range, is available. If
desired, this warning can be ignored by saving again.

Generation

The data statistics can be optionally generated per project, centre or country.

On generation per centre or country, several statistics files are generated for each statistics definition. In
the AdminTool, rights are still assigned via the assignment of roles to the statistics definition.

The display in  the DataCapture is  carried out depending on the current  participant's  role  rights  and
assignment to the centres. In the case of centre statistics, only the statistics files for his centres are
displayed to the participant. In the case of country statistics, assignment to a centre within the country is
sufficient to be able to view the statistics file.
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7. Messages

7.1 Types, general settings

Messages can be generated in secuTrial® from four different levels.

 Project messages (bundled, not bundled)

 Form messages.

 Randomization messages.

 Rule messages.

You can substitute the following placeholder in the subject, Placeholders with patient related information
can only be set, if the message is sent in relation to a patient. Without that relation the placeholder is
removed without a replacement:

 <CENTRE> = Name of current centre of the patient

 <PAT-ID> = Pat-ID of the patient

 <ADD-ID> = Add-ID of the patient

 <LAB-ID> = Lab-ID of the patient

 <RANDOM> =  Randomization(s)  of  the  patient  (in  a  blinded  randomization  the  randomization
number of the patient will be shown, in a unblinded randomization the randomization group of the
patient).

For all message types it is possible to select the included information individually.

Fig. 96: Selecting  the  standard  information  for  the  content  of  a  message.  The  available  selection

options differ according to the message and form type; this example shows the configuration of

a follow-up form message.

The following options can be selected:

 Note regarding automatically generated e-mail

To prevent users from trying to answer automatically generated e-mails, the note "This is an auto-
matically generated e-mail. Please do not reply to this message." can be placed at the beginning of
the e-mail. 

 Note regarding multiple messages
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(Only configurable for form messages) If a message is defined as a form follow-up action, this may
be triggered and sent multiple times if a form is edited more than once. The defined notification text
will be placed above the message if the message is triggered more than once. (Note: because the

sending action itself is not recorded, the currently defined trigger will be searched for in the Audit

Trail. If this already exists, the message will be considered to have been sent out again.)

 Patient

On the one hand the availability of pseudonyms depends on the project and customer configuration
on the other hand on the form type used. In messages generated from centre forms no patient
pseudonyms or patient URLs can be included.

 Pat-ID

(Only configurable when using the Pat-ID in the project)

 Add-ID

(Only configurable when using the Add-ID in the project)

 Lab-ID

(Only configurable when using the pseudonym display in the customer)

 URL for the patient

If this option is selected, a URL for directly accessing the patient is included in the mes-
sage.

 Form

The form entries can only be selected if the message is triggered during form editing.

 SDV items

(Only configurable for SDV messages) By selecting this option, items which reset the SDV
status when edited are also listed in the message.

 Query item

(Only configurable for query messages) This option includes the queried item in the mes-
sage.

 Query text

(Only configurable for query messages) The current query entry is included in the mes-
sage.

 The deviation item 

(Only configurable for deviation messages).  This option incorporates the item with the
noted deviation into the message. 

 The status, assessment(s) and description of the deviation 

(Only configurable for deviation messages). This option incorporates the status, assess-
ment(s) and description of the deviation into the message. 

 URL for the form

(Cannot be configured when creating a patient or empty visit messages) By selecting this
option, a URL for directly accessing the form is included in the message

Note: 

By clicking the URL in a message for directly accessing patients or forms the URL is called up in the
browser (e-mail programme function, alternatively copy the URL in the browser's address line) and the
usual login page for DataCapture will be initially displayed.

The participant signs in with their usual user name and password. After successful authentication, the
participant will be directly taken to the form overview of the patient (with patient URL) or form view (with
form URL).

If the participant does not have the rights to edit that patient or form, after successfully logging in an error
page will be displayed and the participant will remain on the Welcome page.

The URLs are also contained in internal messages, for example in sent messages. Clicking on the URL
will likewise open the DataCapture login page, even though the participant has already logged in.
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 Centre

 Name

 E-mail

 Participant

If "Name" and "Role" are selected, they will be summarised in one row. If only one option is selec-
ted, then "Participant" (for "Name") or "Role" will be put first.

 Name

 Role

 Address

 E-mail

Note:

When defining messages for bundled message dispatch, please bear in mind that the more specific the
content, the more messages will be sent. This is because bundling is based on a comparison of the
message content.

For example, if only the centre and the patient are contained as general information in a query message,
only one message will be sent for each of the patients within the dispatch interval. If the query text is also
included, a separate message will be sent for each individual query.

In addition you can assign HTML tags to the definition of beginning and end texts by selecting the config -
uration “HTML Format”. This also means vice-versa that simple line breaks within the templates will be
ignored. With HTML formatted messages, the automatically included information from form questions will
also be formatted similar to the way in which messages copies are displayed in DataCapture. The preset
question texts will be displayed in bold face and the data entered by the user will be displayed with nor-
mal formatting.

7.2 Project messages

The following messages can be sent independent from forms. Those messages are defined in the Form-
Builder under the category “Configuration”.

 Withdraw query

 Query asked

 Query answered

 Query resolved

 Reminder: Query asked

 Reminder: Query answered

 SDV reset

 Empty visit

 New patient

 Deviation created

 Deviation saved with severity "major”

 Deviation saved with notification to authorities "yes”
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Fig. 97: Overview of all project messages on the project configuration page. Scheduled message dis-

patches are indicated with a clock icon.

Scheduled messages

Scheduled messages are sent within the the AdminTool at the indicated point  in time defined in the
respective project. Bundled messages are sent in the interval defined in the project, triggered messages
are sent in the interval defined in the respective message template.

Bundled messages

Bundled messages in secuTrial® are messages, which are generated when processing queries, on auto-
matic reset of a SDV status or at empty visits. These are not dispatched directly, but are initially collected
and dispatched at the point in time and interval, defined in the AdminTool. If a message is triggered in the
DataCapture the content of all cached messages of the same template is compared with the new mes-
sage. If a message with the same content has already been cached no new message  will be created.

The bundling should minimize the amount of messages sent. The comparison of the content also means,
that the more specific it is, the more messages are created anyway. If a query message does contain the
query text as well as a link to the form, a message will probably be send for each query.

Automatic  messages

Query reminder messages and visit reminder messages are not triggered by events in the DataCapture
but will always be send at the point in time defined in the project.

For each query a message is send, empty visits are always combined in one message per patient.

Configuration of message templates

In the FormBuilder the content of the message can be configured depending on the respective message
type.

For the different message triggers multiple messages can be defined. This makes it possible to define
e.g. a query message in different languages, which then will be send to different roles depending on the
respective language used (if roles are assigned according languages).

In addition reminder message regarding different events can be configured.

 Reminder: Query asked

With this trigger either a new query has been created or there is an unanswered query.

 Reminder: Query answered

This trigger means that a query has been answered but the answer has not yet been evaluated.
The query still needs to be closed.

 Empty visit

When selecting one of these triggers, the time frame of the message must be configured. Enter the num-
ber of days after the last query or the planned but empty visit to specify the start and end of the message
period and enter the message interval in days.
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Fig. 98: Area for configuring the message period for query reminder message.

Query ID / Deviation ID in messages

If the inclusion of the query item or the query text is configured for a message from the query workflow,
the query ID and the current query status (as a symbol) will now also be included in the message. 

This only applies to messages triggered by query editing and not for query reminder messages.

In the case of deviation messages, the deviation ID and editing status will also be displayed in the mes -
sage if either the deviation item or the deviation description is included with the message.

Immediate messages

Further messages can be defined for following triggers:

 Patient created

 Deviation created

 Deviation saved with severity "major”

 Deviation saved with notification to authorities "yes”

These messages are not sent as a scheduled message dispatch but are send immediately when a patient
is created or a deviation complies with the above triggers.

7.3 Form messages

You can define multiple messages per form. This enables different messages to be configured for differ -
ent form actions, e.g. when entering form data (select completion status as the trigger) or for monitoring
(select form status as the trigger).

Fig. 99: List of all form messages on the form editing page.

When configuring forms and rule messages, it can  also be configured that a message is only dispatched
once. If this configuration is selected, for every document it will be checked whether this message has
already been sent before.
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The check is performed for each individual document. The same form in two visits of patient creates two
documents and also each adverse event form in an examination is counted as a separate document.
Saving the same document multiple times with fulfilled message conditions does not lead to multiple mes-
sage dispatches.

Fig.100: Message as a following action for a form with the option to execute once only (highlighted).

For all form messages, in addition to the general settings, questions can be dispatched from the current
or other forms. Which sources are available to choose from depends on the message form and the selec-
ted form to be added. In the case of visit forms, both relative visits (similar to the definition of rule condi-
tions) and defined visits from the project visit plan can be selected. If the visit defined here has been cre -
ated multiple times in a patient, the first visit of this type will be used for the message.

You can mark in addition the resending of messages through an additional template text which can be
entered accordingly. This information will then be displayed before the message if the message was pre-
viously triggered with the current settings in the audit trail of the form. This indicates that the result has
already been reported, e.g. in the case of an automatic Adverse Event message.

Fig. 101: Configuration of marked up changes in the message template.

With the option „Whole form as PDF attachment” the currently saved form is generated as a PDF and
attached to the message if it is being sent as an email. This does not apply to internal messages.

If the option “Markup of changed form values” has been configured from you for this message type this
will always exclusively be used for questions from the current message form. Only with these questions it
is possible to compare the current values with the last entries in the audit trail. For all other questions the
time of the message dispatch does not correlate with the date of saving the data in the audit trail.
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Fig. 102: Adding form questions, specifying the visit and selecting the attach image option on the mes-

sage editing page.

For questions that are included in the message and contain image items, you can also select whether
saved image files are to be attached to the message

If an image attachment has been selected for at least one question, the message will be automatically set
to HTML and can no longer be changed. For messages that are only sent internally within secuTrial®, no
images can be attached, even if this has been specified in the message definition.

Note:

Only images smaller than 5 MB can be sent. When creating messages, please note that both the
sending and receiving e-mail servers may have restrictions on the size of e-mails. This limit can soon
be reached even when sending multiple small image files.

7.4 Randomization messages

In addition you can define a message inside the  Configurable Randomization Button item  as another
message type.

You can set the message to be triggered directly with the randomization of a patient or depending on the
number of possible randomization options remaining. The message will then be sent, if the exact amount
of entries is available for each randomization group (with necessary centre affiliation also per centre).

7.5 Rule messages

For rule-generated messages, the execution options are "always", "only on value change" or "only once".
The option "on value change" restricts the resending of the message to case the value of the rule-item
has changed additionally to the fulfilled rule conditions. The option "only once" has the same effect as for
form messages (see above). At first form saving all rule message are triggered if the rule conditions are
fulfilled, regardless to the set execution options.

Fig. 103: Message as following action for a rule with the option to execute only once (highlighted).
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As with form messages additional items, questions and pictures from the current form or  other forms of
the current visit or another visit can be included and sent in this message type (see Form messages), as
well as attaching the saved form as a PDF file or the markup of changed form values.

Fig. 104: Additional configuration option for triggering a message if the value has been changed (high-

lighted).

Note:

If a rule message is subsequently defined in the project setup, the rule might not be triggered for forms
that have already been saved. Only when the rule item value is changed will the message dispatch be
triggered for the first time.

7.6 Documentation of sent messages in DataCapture AuditTrail

All message dispatches triggered from a form, i.e. form, rule-generated and randomization messages and
project messages triggered by form editing (query, SDV, deviation), will be documented in the audit trail of
the form starting with secuTrial® version 5.3.

The messages can then be displayed from the audit trail of the form. An envelope symbol is displayed
next  to  the triggering step in  the document  history.  By clicking on the symbol,  all  of  the messages
triggered by this step will be listed in a new window.
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Fig.105: Message window opened via the envelope symbol (highlighted) from the audit trail of a form. 

Note:

The details will only be displayed if the current participant’s role includes the right to “read messages”
or the participant triggered the messages himself or herself.

In the case of bundled messages, it may take some time between when the message is triggered and
when it is actually sent. During this interim period, a grey envelope symbol will be displayed. The mes-
sage contents can only be viewed after the message has been sent. 

For messages triggered by a randomization, the message dispatch will only be displayed in the audit trail
once the randomization has been saved in the form (a randomization can be saved independently from
the form by clicking on the item).

The link with the message dispatch is also displayed in the audit trail of a deviation.

Note:

The documentation process is not retroactive! Sent messages can only displayed from this version of
secuTrial®  onwards.
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8. Annex

8.1 secuTrial® database structure: Essential project tables
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Form data
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Casenode forms
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Visit forms
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Adverse Event forms
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To enable simplified SQL statements for reports, the structure of the medical project database schemes has been extended. New columns have been introduced to
allow the shortening of joins (light blue lines).

The following tables have been extended (TPX is the placeholder for the project scheme name):

TPXdocument

pid NUMBER NULL Foreign key to Patient in the corresponding participant administration. Value corresponds to the value in the related TPXcasenode.

Will only be set for main (outer) forms.

ctrid NUMBER NULL Foreign key to Centre in the corresponding participant administration. Value corresponds to the value in the related TPXcasenode.

Will only be set for main (outer) forms.

TPXquery, TPXcomment

mnptopdid  NUMBER NULL Foreign key to the outer  TPXdocument of the query or comment. If the query/comment has been set for a main form, this is the
same value as in mnpdid.

Due to the double storage of the foreign keys to the patient and centre in the central TPXdocument table, it is now much easier to retrieve summarised form informa-
tion for a specific patient or centre, for example the date of the last saved form. There is no need to distinguish between casenode, visit or adverse event forms in
this case.

Thanks to the additional storage of the main form in queries and comments, it is easier to list all queries or comments for each patient.
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8.2 Available SDTM variables

AE: Adverse Events Events General Observation Class

Variable Prefix Variable label Type Core Role Description 

AEDECOD yes 
Standardized Treatment 
Name 

Char req Synonym Qualifier of --TRT 

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

AEENTPT yes End Reference Time Point Char perm Timing Variables 
Description or date/time in ISO 8601 character format of the spon-
sor-defined reference point referred to by --ENRTPT. Examples: "2 
003-12-25" or "VISIT 2". 

AESCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

AEPRESP yes Pre-specified Char perm Record Qualifier 
Used when a specific intervention is pre-specified on a CRF. Values
should be "Y" or null. 

AEMODIFY yes Modified Name Char perm 
Synonym Qualifier of --TRT, 
--TERM or --ORRES 

If the value for --TRT, --TERM or --ORRES is modified for coding 
purposes, then the modified text is placed here. 

AELOC yes 
Location of Dose Adminis-
tration 

Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. Ex-
ample: RIGHT ARM for an injection. 

AETERM yes Reported Term Char req Topic 
Topic variable for an event observation, which is the verbatim or 
pre-specified name of the event. 

AEBODSYS yes 
Body System or Organ 
Class 

Char exp Record Qualifier 
Body system or system organ class from a standard hierarchy (e.g.
MedDRA) associated with an event. Example: GASTROINTESTIN-
AL DISO RDERS. 

AESEV yes Severity/Intensity Char perm Record Qualifier 
The severity or intensity of the event. Examples: MILD, MODER-
ATE, SEVERE. 

AESER yes Serious Event Char exp Record Qualifier Is this is a serious event? Valid values are "Y" and "N". 

AEACN yes 
Action Taken with Study 
Treatment 

Char exp Record Qualifier 
Describes changes made to the study treatment as a result of the 
event. Examples: DOSE INCREASED, DOSE NOT CHANGED. 

AEACNOTH yes Other Action Taken Char perm Record Qualifier 
Describes other actions taken as a result of the event that are unre-
lated to dose adjustments of study treatment. 

AEREL yes Causality Char exp Record Qualifier 

Records the investigator's opinion as to the causality of the event to
the treatment. ICH E2A and E2B examples include NOT 
RELATED , UNLIKELY RELATED, POSSIBLY RELATED, RE-
LATED. 

AERELNST yes Relationship to Non-Study Char perm Record Qualifier An opinion as to whether the event may have been due to a treat-
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Variable Prefix Variable label Type Core Role Description 

Treatment 
ment other than study drug. Example: "MORE LIKELY RELATED 
TO ASPIRI N USE." 

AEPATT yes Pattern of Event Char perm Record Qualifier 
Used to indicate the pattern of the event over time. Examples: IN-
TERMITTENT, CONTINUOUS, SINGLE EVENT. 

AEOUT yes Outcome of Event Char perm Record Qualifier 
Description of the outcome of an event. Examples: 
RECOVERED/RESOLVED, FATAL. 

AESCAN yes Involves Cancer Char perm Record Qualifier 
Was the event associated with the development of cancer? Valid 
values are "Y" and "N". 

AESCONG yes 
Congenital Anomaly or Birth 
Defect 

Char perm Record Qualifier 
Was the event associated with congenital anomaly or birth defect? 
Valid values are "Y" and "N". 

AESDISAB yes 
Persist or Signif Disability/In-
capacity 

Char perm Record Qualifier 
Did the event result in persistent or significant disability/incapacity? 
Valid values are "Y" and "N". 

AESDTH yes Results in Death Char perm Record Qualifier Did the event result in death? Valid values are "Y" and "N". 

AESHOSP yes 
Requires or Prolongs Hos-
pitalization 

Char perm Record Qualifier 
Did the event require or prolong hospitalization? Valid values are 
"Y" and "N". 

AESOD yes Occurred with Overdose Char perm Record Qualifier 
Did the event occur with an overdose? Valid values are "Y" and 
"N". 

AESMIE yes 
Other Medically Important 
Serious Event 

Char perm Record Qualifier 
Do additional categories for seriousness apply? Valid values are 
"Y" and "N". 

AECONTRT yes 
Concomitant or Additional 
Trtmnt Given 

Char perm Record Qualifier 
Was another treatment given because of the occurrence of the 
event? Valid values are "Y" and "N". 

AETOXGR yes Toxicity Grade Char perm Record Qualifier 

Records toxicity grade using a standard toxicity scale (such as the 
NCI CTCAE). Sponsor should specify which scale and version is 
used in the Sponsor Comments column of the Define.xml docu-
ment. 

AESTDTC yes 
Start Date/Time of Observa-
tion 

Char exp Timing Variables 
Start date/time of an observation represented in IS0 8601 character
format. 

AEENDTC yes 
End Date/Time of Observa-
tion 

Char exp Timing Variables 
End date/time of the observation represented in IS0 8601 character
format. 

AEDUR yes Duration Char perm Timing Variables 
Collected duration of an event, intervention, or finding represented 
in ISO 8601 character format. Used only if collected on the C RF 
and not derived. 

AEENRF yes End Relative to Reference 
Period 

Char perm Timing Variables Identifies the end of the observation as being before, during or after
the sponsor-defined reference period. The sponsor-defined r efer-
ence period is a continuous period of time defined by a discrete 
starting point and a discrete ending point represented by RFS 
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Variable Prefix Variable label Type Core Role Description 

TDTC and RFENDTC in Demographics. 

AEENRTPT yes 
End Relative to Reference 
Time Point 

Char perm Timing Variables 
Identifies the end of the observation as being before or after the 
sponsor-defined reference time point defined by variable --ENTP T. 

AECAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

CE: Clinical Events Events General Observation Class

Variable Prefix Variable label Type Core Role Description 

CEDECOD yes 
Standardized Treatment 
Name 

Char perm Synonym Qualifier of --TRT 

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

CEENRTPT yes 
End Relative to Reference 
Time Point 

Char perm Timing Variables 
Identifies the end of the observation as being before or after the 
sponsor-defined reference time point defined by variable --ENTP T. 

CESTTPT yes Start Reference Time Point Char perm Timing Variables 
Description or date/time in ISO 8601 character format of the spon-
sor-defined reference point referred to by --STRTPT. Examples: "2 
003-12-15" or "VISIT 1". 

CESTRTPT yes 
Start Relative to Reference 
Time Point 

Char perm Timing Variables 
Identifies the start of the observation as being before or after the 
sponsor-defined reference time point defined by variable --ST TPT. 

CEENRF yes 
End Relative to Reference 
Period 

Char perm Timing Variables 

Identifies the end of the observation as being before, during or after
the sponsor-defined reference period. The sponsor-defined r efer-
ence period is a continuous period of time defined by a discrete 
starting point and a discrete ending point represented by RFS 
TDTC and RFENDTC in Demographics. 

CESTRF yes 
Start Relative to Reference 
Period 

Char perm Timing Variables 

Identifies the start of the observation as being before, during, or 
after the sponsor-defined reference period. The sponsor-define d 
reference period is a continuous period of time defined by a dis-
crete starting point and a discrete ending point represented by RF-
STDTC and RFENDTC in Demographics. 

CEDY yes 
Study Day of Visit/Collec-
tion/Exam 

Num perm Timing Variables 
Actual study day of visit/collection/exam expressed in integer days 
relative to the sponsor-defined RFSTDTC in Demographics. 

CEENDTC yes 
End Date/Time of Observa-
tion 

Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 character
format. 

CESTDTC yes 
Start Date/Time of Observa-
tion 

Char perm Timing Variables 
Start date/time of an observation represented in IS0 8601 character
format. 

CEDTC yes Date/Time of Collection Char perm Timing Variables Collection date and time of an observation represented in IS0 8601
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Variable Prefix Variable label Type Core Role Description 

character format. 

CESEV yes Severity/Intensity Char perm Record Qualifier 
The severity or intensity of the event. Examples: MILD, MODER-
ATE, SEVERE. 

CEBODSYS yes 
Body System or Organ 
Class 

Char perm Record Qualifier 
Body system or system organ class from a standard hierarchy (e.g.
MedDRA) associated with an event. Example: GASTROINTESTIN-
AL DISO RDERS. 

CETERM yes Reported Term Char req Topic 
Topic variable for an event observation, which is the verbatim or 
pre-specified name of the event. 

CEREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

CESTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a v
alue of NOT DONE. 

CEOCCUR yes Occurrence Char perm Record Qualifier 
Used to record whether a pre-specified intervention occurred when 
information about the occurrence of a specific intervention is s oli-
cited. 

CEPRESP yes Pre-specified Char perm Record Qualifier 
Used when a specific intervention is pre-specified on a CRF. Values
should be "Y" or null. 

CESCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

CECAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

CEENTPT yes End Reference Time Point Char perm Timing Variables 
Description or date/time in ISO 8601 character format of the spon-
sor-defined reference point referred to by --ENRTPT. Examples: "2 
003-12-25" or "VISIT 2". 

CM: Concomitant Medications Interventions General Observation Class

Variable Prefix Variable label Type Core Role Description 

CMDOSFRM yes Dose Form Char perm 
Variable Qualifier of 
--DOSE 

Dose form for the treatment. Examples: TABLET, CAPSULE. 

CMDECOD yes 
Standardized Treatment 
Name 

Char perm Synonym Qualifier of --TRT 

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

CMDOSTXT yes Dose Description Char perm Record Qualifier 
Dosing information collected in text form. Examples: <1 per day, 
200-400. Not populated when --DOSE is populated. 

CMMODIFY yes Modified Name Char perm Synonym Qualifier of --TRT, If the value for --TRT, --TERM or --ORRES is modified for coding 
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Variable Prefix Variable label Type Core Role Description 

--TERM or --ORRES purposes, then the modified text is placed here. 

CMTRT yes Name of Treatment Char req Topic 
The topic for the intervention observation, usually the verbatim 
name of the treatment, drug, medicine, or therapy given during th e
dosing interval for the observation. 

CMDOSE yes Dose Num perm Record Qualifier 
Amount of --TRT given. Not populated when --DOSTXT is popu-
lated. 

CMCLASCD yes Class Code Char perm Variable Qualifier of --TRT Used to represent code for --CLAS. 

CMCLAS yes Class Char perm Variable Qualifier of --TRT 
Class for a medication or treatment, often obtained from a coding 
dictionary. 

CMINDC yes Indication Char perm Record Qualifier 
Denotes the indication for the intervention (e.g., why the therapy 
was taken or administered). 

CMDOSU yes Dose Units Char perm 
Variable Qualifier of 
--DOSE 

Units for --DOSE, --DOSTOT, or --DOSTXT (Examples: ng, mg, 
mg/kg). 

CMREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

CMDUR yes Duration Char perm Timing Variables 
Collected duration of an event, intervention, or finding represented 
in ISO 8601 character format. Used only if collected on the C RF 
and not derived. 

CMSTDTC yes 
Start Date/Time of Observa-
tion 

Char perm Timing Variables 
Start date/time of an observation represented in IS0 8601 charac-
ter format. 

CMENDTC yes 
End Date/Time of Observa-
tion 

Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 character
format. 

CMDOSRGM yes Intended Dose Regimen Char perm 
Variable Qualifier of 
--DOSE 

Text description of the (intended) schedule or regimen for the Inter-
vention. Examples: TWO WEEKS ON, TWO WEEKS OFF. 

CMSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

CMDOSTOT yes Total Daily Dose Num perm Record Qualifier 
Total daily dose of --TRT using the units in --DOSU. Used when 
dosing is collected as Total Daily Dose. 

CMDOSFRQ yes 
Dosing Frequency per Inter-
val 

Char perm 
Variable Qualifier of 
--DOSE 

Usually expressed as the number of doses given per a specific in-
terval. Examples: QD, BID, TID, QID. 

CO: Comments Domain Special Purpose

Variable Prefix Variable label Type Core Role Description 

COVAL yes Comment Char req Topic 
The text of the comment. Text over 200 characters can be added to
additional columns COVAL1-COVALn. 
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DA: Drug Accountability Findings General Observation Class

Variable 
Pre
fix 

Variable label Type Core Role Description 

DACAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

DASCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

DASTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

DAREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

DATESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

DATEST yes 
Name of Measurement, Test 
or Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

DAORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

DAORRESU yes Original Units Char perm 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

DASTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

DASTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num perm Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

DASTRESU yes Standard Units Char perm 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

DADTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 
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DM: Demographic Special Purpose

Variable Prefix Variable label Type Core Role Description 

DMDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

AGEU no Age Units Char exp Qualifier Variables Units associated with AGE. 

AGE no Age Num exp Qualifier Variables 
Age expressed in AGEU. May be derived as (RFSTDTC-BRTH-
DTC), but BRTHDTC may not be available in all cases (due to sub-
ject privacy concerns). 

BRTHDTC no Date/Time of Birth Char perm Qualifier Variables Date/time of birth of the subject in ISO 8601 character format. 

RFENDTC no 
Subject Reference End 
Date/Time 

Char exp Qualifier Variables 

Reference End Date/time for the subject in ISO 8601 character 
format. Usually equivalent to the date/time when subject was de-
termi ned to have ended the trial, and often equivalent to date/time 
of last exposure to study treatment. Required for all randomized su
bjects; null for screen failures or unassigned subjects. 

RFSTDTC no 
Subject Reference Start 
Date/Time 

Char exp Qualifier Variables 

Reference Start Date/time for the subject in ISO 8601 character 
format. Usually equivalent to date/time when subject was first exp 
osed to study treatment. Required for all randomized subjects; will 
be null for all subjects who did not meet the milestone the da te re-
quires, such as screen failures or unassigned subjects. 

SEX no Sex Char req Qualifier Variables Sex of the subject. 

RACE no Race Char exp Qualifier Variables 

Race of the subject. Sponsors should refer to "Collection of Race 
and Ethnicity Data in Clinical Trials" (FDA, September 2005) for 
guidance regarding the collection of race 
(http://www.fda.gov/cder/guidance/5656fnl.htm) 

ETHNIC no Ethnicity Char perm Qualifier Variables 

The ethnicity of the subject. Sponsors should refer to "Collection of
Race and Ethnicity Data in Clinical Trials" (FDA, September 2005) 
for guidance regarding the collection of ethnicity (http://www.f-
da.gov/cder/guidance/5656fnl.htm). 

ARMCD no Planned Arm Code Char req Qualifier Variables 
ARMCD is limited to 20 characters and does not have special char-
acter restrictions. 

ARM no Description of Planned Arm Char req Qualifier Variables Name of the Arm to which the subject was assigned. 

DS: Disposition Events General Observation Class 

Variable Prefix Variable label Type Core Role Description 

DSDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

DSSTDY yes Study Day of Start of Observa- Num perm Timing Variables Actual study day of start of observation expressed in integer days 
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tion relative to the sponsor-defined RFSTDTC in Demographics. 

DSSTDTC yes 
Start Date/Time of Observa-
tion 

Char exp Timing Variables 
Start date/time of an observation represented in IS0 8601 charac-
ter format. 

DSTERM yes Reported Term Char req Topic 
Topic variable for an event observation, which is the verbatim or 
pre-specified name of the event. 

DSSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

DSCAT yes Category Char exp Grouping Qualifier Used to define a category of topic-variable values. 

DSDECOD yes Standardized Treatment Name Char req Synonym Qualifier of --TRT

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

EG: ECG Test Results Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

EGCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

EGPOS yes 
Position of Subject During Ob-
servation 

Char perm Record Qualifier 
Position of the subject during a measurement or examination. Ex-
amples: SUPINE, STANDING, SITTING. 

EGTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS 
MEAL. 

EGELTM yes 
Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables 

Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive 
measures. Not a clock time or a date/time variable, but an interva 
l, represented as ISO duration. 

EGTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

EGTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

EGDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

EGEVAL yes Evaluator Char perm Record Qualifier 
Role of the person who provided the evaluation. Used only for res-
ults that are subjective (e.g., assigned by a person or a group). Ex-
amples: ADJUDICATION COMMITTEE, VENDOR. 

EGDRVFL yes Derived Flag Char perm Record Qualifier Used to indicate a derived record (e.g., a record that represents 
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the average of other records such as a computed baseline). Shoul 
d be Y or null. 

EGBLFL yes Baseline Flag Char exp Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

EGMETH-
OD 

yes Method of Test or Examination Char perm Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Im-
munoassay), ELECTROPHORESIS, DIPSTICK. 

EGNAM yes Laboratory/Vendor Name Char perm Record Qualifier 
Name or identifier of the vendor (e.g., laboratory) that provided the
test results. 

EGXFN yes External Filename Char perm Record Qualifier 
Filename for an external file, such as one for an ECG waveform or
a medical image. 

EGSTRESU yes Standard Units Char perm 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

EGSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num perm Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

EGSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

EGOR-
RESU 

yes Original Units Char perm 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

EGORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

EGRFTDTC yes 
Date/Time of Reference Time 
Point 

Char perm Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

EGTEST yes 
Name of Measurement, Test 
or Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

EGTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

EGLOC yes 
Location of Dose Administra-
tion 

Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. 
Example: RIGHT ARM for an injection. 
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EGREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

EGSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

EGSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

EX: Exposure Interventions General Observation Class 

Variable Prefix Variable label Type Core Role Description 

EXENDTC yes 
End Date/Time of Observa-
tion 

Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 charac-
ter format. 

EXSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

EXTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS
MEAL. 

EXADJ yes Reason for Dose Adjustment Char perm Record Qualifier 
Describes reason or explanation of why a dose is adjusted. Ex-
amples ADVERSE EVENT, INSUFFICIENT RESPONSE, NON-
MEDICAL REASON. 

EXVAMTU yes 
Treatment Vehicle Amount 
Units 

Char perm 
Variable Qualifier of 
--VAMT 

Units for the treatment vehicle. Examples: mL, mg. 

EXVAMT yes Treatment Vehicle Amount Num perm Record Qualifier Amount of the treatment vehicle administered or given. 

EXTRTV yes Treatment Vehicle Char perm Record Qualifier 
Vehicle for administration of treatment, such as a liquid in which 
the treatment drug is dissolved. Example: SALINE. 

EXTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

EXLOC yes 
Location of Dose Administra-
tion 

Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. 
Example: RIGHT ARM for an injection. 

EXLOT yes Lot Number Char perm Record Qualifier Lot number for the intervention described in --TRT. 

EXROUTE yes Route of Administration Char perm Variable Qualifier of --TRT 
Route of administration for the intervention. Examples: ORAL, IN-
TRAVENOUS. 

EXDOSRGM yes Intended Dose Regimen Char perm 
Variable Qualifier of 
--DOSE 

Text description of the (intended) schedule or regimen for the In-
tervention. Examples: TWO WEEKS ON, TWO WEEKS OFF. 

EXDOSTOT yes Total Daily Dose Num perm Record Qualifier 
Total daily dose of --TRT using the units in --DOSU. Used when 
dosing is collected as Total Daily Dose. 

EXDOSFRQ yes 
Dosing Frequency per Inter-
val 

Char perm 
Variable Qualifier of 
--DOSE 

Usually expressed as the number of doses given per a specific in-
terval. Examples: QD, BID, TID, QID. 
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EXDOSFRM yes Dose Form Char exp 
Variable Qualifier of 
--DOSE 

Dose form for the treatment. Examples: TABLET, CAPSULE. 

EXDOSU yes Dose Units Char exp 
Variable Qualifier of 
--DOSE 

Units for --DOSE, --DOSTOT, or --DOSTXT (Examples: ng, mg, 
mg/kg). 

EXDOSTXT yes Dose Description Char perm Record Qualifier 
Dosing information collected in text form. Examples: <1 per day, 
200-400. Not populated when --DOSE is populated. 

EXTRT yes Name of Treatment Char req Topic 
The topic for the intervention observation, usually the verbatim 
name of the treatment, drug, medicine, or therapy given during th 
e dosing interval for the observation. 

EXDOSE yes Dose Num exp Record Qualifier 
Amount of --TRT given. Not populated when --DOSTXT is popu-
lated. 

EXELTM yes 
Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables 

Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive 
measures. Not a clock time or a date/time variable, but an interva 
l, represented as ISO duration. 

EXTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

EXDUR yes Duration Char perm Timing Variables 
Collected duration of an event, intervention, or finding represented
in ISO 8601 character format. Used only if collected on the C RF 
and not derived. 

EXSTDTC yes 
Start Date/Time of Observa-
tion 

Char exp Timing Variables 
Start date/time of an observation represented in IS0 8601 charac-
ter format. 

IE: Inclusion/Exclusion Criteria Not Met Findings General Observation Class 

Variable Prefix Variable label Type Core Role Description 

IECAT yes Category Char req Grouping Qualifier Used to define a category of topic-variable values. 

IESCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

IETESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

IEDTC yes Date/Time of Collection Char req Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 
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IEORRES yes 
Result or Finding in Original 
Units 

Char req Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

IESTRESC yes 
Result or Finding in Standard 
Format 

Char req Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho
uld store all results or findings in character format; if results are 
numeric, they should also be stored in numeric format in --S 
TRESN. For example, if various tests have results "NONE", 
"NEG", and "NEGATIVE" in --ORRES and these results effectively
have the same meaning, they could be represented in standard 
format in --STRESC as "NEGATIVE". 

IETEST yes 
Name of Measurement, Test or
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

LB: Laboratory Test Results Findings General Observation Class 

Variable Prefix Variable label Type Core Role Description 

LBCAT yes Category Char exp Grouping Qualifier Used to define a category of topic-variable values. 

LBRFTDTC yes 
Date/Time of Reference Time 
Point 

Char perm Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

LBSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

LBREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

LBTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, 
SYSBP, RRMIN, EYEEXAM. 

LBTEST yes 
Name of Measurement, Test or
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

LBORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

LBORRESU yes Original Units Char exp 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

LBORNRLO yes 
Normal Range Lower Limit-Ori-
ginal Units 

Char exp 
Variable Qualifier of 
--ORRES 

Lower end of normal range or reference range for results stored in
--ORRES. 

LBORNRHI yes Normal Range Upper Limit-Ori- Char exp Variable Qualifier of Upper end of normal range or reference range for results stored in
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ginal Units --ORRES --ORRES. 

LBSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho
uld store all results or findings in character format; if results are 
numeric, they should also be stored in numeric format in --S 
TRESN. For example, if various tests have results "NONE", 
"NEG", and "NEGATIVE" in --ORRES and these results effectively
have the same meaning, they could be represented in standard 
format in --STRESC as "NEGATIVE". 

LBSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num exp Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

LBSTRESU yes Standard Units Char exp 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

LBSTNRLO yes 
Normal Range Lower Lim-
it-Standard Units 

Num exp 
Variable Qualifier of 
---STRESC and --STRESN

Lower end of normal range or reference range for standardized 
results (e.g., --STRESC, --STRESN) represented in standardized 
units (--STRESU). 

LBTOX yes Toxicity Char perm 
Variable Qualifier of --TOX-
GR 

Description of toxicity quantified by --TOXGR such as NCI CTCAE
Short Name. Examples: HYPERCALCEMIA, HYPOCALCEMIA. 
Sponsor should specify which scale and version is used in the 
Sponsor Comments column of the Define.xml document. 

LBTOXGR yes Toxicity Grade Char perm Record Qualifier 

Records toxicity grade using a standard toxicity scale (such as the
NCI CTCAE). Sponsor should specify which scale and version is 
used in the Sponsor Comments column of the Define.xml docu-
ment. 

LBSTNRHI yes 
Normal Range Upper Lim-
it-Standard Units 

Num exp 
Variable Qualifier of 
---STRESC and --STRESN

Upper end of normal range or reference range for standardized 
results (e.g., --STRESC, --STRESN) represented in standardized 
units (--STRESU). 

LBSTNRC yes 
Normal Range for Character 
Results 

Char perm 
Variable Qualifier of 
---STRESC 

Normal range or reference range for results stored in --STRESC 
that are character in ordinal or categorical scale. Example: Negati 
ve to Trace. 

LBNRIND yes 
Normal/Reference Range In-
dicator 

Char exp 
Variable Qualifier of 
--ORRES 

Used to indicate the value is outside the normal range or refer-
ence range. May be defined by --ORNRLO and --ORNRHI or oth-
er object ive criteria. Examples: Y, N; HIGH, LOW; NORMAL; AB-
NORMAL. 

LBNAM yes Laboratory/Vendor Name Char perm Record Qualifier 
Name or identifier of the vendor (e.g., laboratory) that provided the
test results. 

State of: 23/04/2019 - 143 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

Variable Prefix Variable label Type Core Role Description 

LBLOINC yes LOINC Code Char perm 
Synonym Qualifier of 
--TESTCD 

Logical Observation Identifiers Names and Codes (LOINC) code 
for the topic variable such as a lab test. 

LBSPEC yes Specimen Material Type Char perm Record Qualifier 
Defines the type of specimen used for a measurement. Examples:
SERUM, PLASMA, URINE. 

LBSPCCND yes Specimen Condition Char perm Record Qualifier Defines the condition of the specimen. Example: CLOUDY. 

LBMETHOD yes Method of Test or Examination Char perm Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Im-
munoassay), ELECTROPHORESIS, DIPSTICK. 

LBBLFL yes Baseline Flag Char exp Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

LBFAST yes Fasting Status Char perm Record Qualifier 
Indicator used to identify fasting status. Valid values include Y, N, 
U or null if not relevant. 

LBDRVFL yes Derived Flag Char perm Record Qualifier 
Used to indicate a derived record (e.g., a record that represents 
the average of other records such as a computed baseline). Shoul
d be Y or null. 

LBDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

LBENDTC yes End Date/Time of Observation Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 charac-
ter format. 

LBTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

LBTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

LBELTM yes 
Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables 

Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive 
measures. Not a clock time or a date/time variable, but an interva 
l, represented as ISO duration. 

LBTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS
MEAL. 

LBSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

MB: Microbiology Specimen Findings General Observation Class 

Variable Prefix Variable label Type Core Role Description 

MBNAM yes Laboratory/Vendor Name Char perm Record Qualifier 
Name or identifier of the vendor (e.g., laboratory) that provided 
the test results. 
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MBORRESU yes Original Units Char perm 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

MBRESCAT yes Result Category Char exp 
Variable Qualifier of 
--ORRES 

Used to categorize the result of a finding. Example: MALIGNANT 
or BENIGN for tumor findings. 

MBSPEC yes Specimen Material Type Char perm Record Qualifier 
Defines the type of specimen used for a measurement. Examples:
SERUM, PLASMA, URINE. 

MBSTRESU yes Standard Units Char perm 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

MBSPCCND yes Specimen Condition Char perm Record Qualifier Defines the condition of the specimen. Example: CLOUDY. 

MBSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num perm Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

MBMETHOD yes 
Method of Test or Examina-
tion 

Char exp Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Im-
munoassay), ELECTROPHORESIS, DIPSTICK. 

MBSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC 
sho uld store all results or findings in character format; if results 
are numeric, they should also be stored in numeric format in --S 
TRESN. For example, if various tests have results "NONE", 
"NEG", and "NEGATIVE" in --ORRES and these results effectively
have the same meaning, they could be represented in standard 
format in --STRESC as "NEGATIVE". 

MBBLFL yes Baseline Flag Char perm Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

MBSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a
v alue of NOT DONE. 

MBELTM yes 
Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables 

Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive
measures. Not a clock time or a date/time variable, but an interva 
l, represented as ISO duration. 

MBTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS
MEAL. 

MBREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

MBTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 
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MBRFTDTC yes 
Date/Time of Reference Time 
Point 

Char perm Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

MBLOC yes 
Location of Dose Administra-
tion 

Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. 
Example: RIGHT ARM for an injection. 

MBCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

MBSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

MBTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, 
SYSBP, RRMIN, EYEEXAM. 

MBTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

MBTEST yes 
Name of Measurement, Test 
or Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

MBDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

MBORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

MBDRVFL yes Derived Flag Char perm Record Qualifier 
Used to indicate a derived record (e.g., a record that represents 
the average of other records such as a computed baseline). Shoul
d be Y or null. 

MBLOINC yes LOINC Code Char perm 
Synonym Qualifier of 
--TESTCD 

Logical Observation Identifiers Names and Codes (LOINC) code 
for the topic variable such as a lab test. 

MH: Medical History Events General Observation Class 

Variable Prefix Variable label Type Core Role Description 

MHBODSYS yes Body System or Organ Class Char perm Record Qualifier 
Body system or system organ class from a standard hierarchy 
(e.g. MedDRA) associated with an event. Example: 
GASTROINTESTINAL DISO RDERS. 

MHTERM yes Reported Term Char req Topic 
Topic variable for an event observation, which is the verbatim or 
pre-specified name of the event. 

MHMODIFY yes Modified Name Char perm 
Synonym Qualifier of 
--TRT, --TERM or --ORRES

If the value for --TRT, --TERM or --ORRES is modified for coding 
purposes, then the modified text is placed here. 

MHREASND yes Reason Not Done Char perm Record Qualifier Reason not done. Used in conjunction with --STAT when value is 
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NOT DONE. 

MHSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a
v alue of NOT DONE. 

MHOCCUR yes Occurrence Char perm Record Qualifier 
Used to record whether a pre-specified intervention occurred 
when information about the occurrence of a specific intervention 
is s olicited. 

MHPRESP yes Pre-specified Char perm Record Qualifier 
Used when a specific intervention is pre-specified on a CRF. Val-
ues should be "Y" or null. 

MHSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

MHENTPT yes End Reference Time Point Char perm Timing Variables 
Description or date/time in ISO 8601 character format of the 
sponsor-defined reference point referred to by --ENRTPT. Ex-
amples: "2 003-12-25" or "VISIT 2". 

MHDECOD yes 
Standardized Treatment 
Name 

Char perm Synonym Qualifier of --TRT

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

MHCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

MHENRTPT yes 
End Relative to Reference 
Time Point 

Char perm Timing Variables 
Identifies the end of the observation as being before or after the 
sponsor-defined reference time point defined by variable --ENTP 
T. 

MHENRF yes 
End Relative to Reference 
Period 

Char perm Timing Variables 

Identifies the end of the observation as being before, during or 
after the sponsor-defined reference period. The sponsor-defined r
eference period is a continuous period of time defined by a dis-
crete starting point and a discrete ending point represented by 
RFS TDTC and RFENDTC in Demographics. 

MHENDTC yes End Date/Time of Observation Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 charac-
ter format. 

MHSTDTC yes 
Start Date/Time of Observa-
tion 

Char perm Timing Variables 
Start date/time of an observation represented in IS0 8601 charac-
ter format. 

MHDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

MS: Microbiology Susceptibility Findings General Observation Class 

Variable Prefix Variable label Type Core Role Description 
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MSMETHOD yes 
Method of Test or Examina-
tion 

Char exp Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Im-
munoassay), ELECTROPHORESIS, DIPSTICK. 

MSNAM yes Laboratory/Vendor Name Char perm Record Qualifier 
Name or identifier of the vendor (e.g., laboratory) that provided 
the test results. 

MSBLFL yes Baseline Flag Char perm Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

MSORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

MSDRVFL yes Derived Flag Char perm Record Qualifier 
Used to indicate a derived record (e.g., a record that represents 
the average of other records such as a computed baseline). 
Shoul d be Y or null. 

MSSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

MSTEST yes 
Name of Measurement, Test 
or Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

MSDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

MSTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVI-
OUS MEAL. 

MSCAT yes Category Char req Grouping Qualifier Used to define a category of topic-variable values. 

MSTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, 
SYSBP, RRMIN, EYEEXAM. 

MSTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

MSREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

MSTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

MSSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a
v alue of NOT DONE. 

MSELTM yes Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive
measures. Not a clock time or a date/time variable, but an interva 
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l, represented as ISO duration. 

MSSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC 
sho uld store all results or findings in character format; if results 
are numeric, they should also be stored in numeric format in --S 
TRESN. For example, if various tests have results "NONE", 
"NEG", and "NEGATIVE" in --ORRES and these results effect-
ively have the same meaning, they could be represented in 
standard format in --STRESC as "NEGATIVE". 

MSSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num exp Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

MSSTRESU yes Standard Units Char exp 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

MSLOINC yes LOINC Code Char perm 
Synonym Qualifier of 
--TESTCD 

Logical Observation Identifiers Names and Codes (LOINC) code 
for the topic variable such as a lab test. 

MSRESCAT yes Result Category Char exp 
Variable Qualifier of 
--ORRES 

Used to categorize the result of a finding. Example: MALIGNANT 
or BENIGN for tumor findings. 

MSORRESU yes Original Units Char exp 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

PC: Pharmacokinetic Concentrations Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

PCSPEC yes Specimen Material Type Char perm Record Qualifier 
Defines the type of specimen used for a measurement. Ex-
amples: SERUM, PLASMA, URINE. 

PCORRESU yes Original Units Char exp 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

PCSPCCND yes Specimen Condition Char perm Record Qualifier Defines the condition of the specimen. Example: CLOUDY. 

PCSTRESU yes Standard Units Char exp 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

PCMETHOD yes Method of Test or Examination Char perm Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Im-
munoassay), ELECTROPHORESIS, DIPSTICK. 

PCSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num exp Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

PCFAST yes Fasting Status Char perm Record Qualifier 
Indicator used to identify fasting status. Valid values include Y, N, 
U or null if not relevant. 

State of: 23/04/2019 - 149 - © interActive Systems



FormEngine secuTrial® 5.3 Product Description II

Variable Prefix Variable label Type Core Role Description 

PCSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC 
sho uld store all results or findings in character format; if results 
are numeric, they should also be stored in numeric format in --S 
TRESN. For example, if various tests have results "NONE", 
"NEG", and "NEGATIVE" in --ORRES and these results effect-
ively have the same meaning, they could be represented in 
standard format in --STRESC as "NEGATIVE". 

PCEVLINT yes Evaluation Interval Char perm Timing Variables Evaluation interval associated with an observation such as a find-
ing --TESTCD, represented in ISO 8601 character format. Ex-
ample: -P2M to represent a period of the past 2 months as the 
evaluation interval for a question from a questionnaire such as 
SF-36. 

PCDRVFL yes Derived Flag Char perm Record Qualifier 
Used to indicate a derived record (e.g., a record that represents 
the average of other records such as a computed baseline). 
Should be Y or null. 

PCREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

PCTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

PCSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

PCELTM yes 

Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive
measures. Not a clock time or a date/time variable, but an interva 
l, represented as ISO duration. 

PCTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVI-
OUS MEAL. 

PCTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, 
SYSBP, RRMIN, EYEEXAM. 

PCENDTC yes End Date/Time of Observation Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 charac-
ter format. 
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Variable Prefix Variable label Type Core Role Description 

PCSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a
v alue of NOT DONE. 

PCTEST yes 
Name of Measurement, Test or
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

PCDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 
8601 character format. 

PCTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

PCORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

PCLLOQ yes Lower Limit of Quantitation Num exp 
Variable Qualifier of 
--STRESN 

Indicates the lower limit of quantitation for an assay. Units will be 
those used for --STRESU. 

PCCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

PCNAM yes Laboratory/Vendor Name Char exp Record Qualifier 
Name or identifier of the vendor (e.g., laboratory) that provided 
the test results. 

PE: Physical Examination Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

PEORRESU yes Original Units Char perm 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

PEORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

PETEST yes 
Name of Measurement, Test or 
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

PETESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

PELOC yes Location of Dose Administration Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. 
Example: RIGHT ARM for an injection. 

PEMODIFY yes Modified Name Char perm 
Synonym Qualifier of --TRT, 
--TERM or --ORRES 

If the value for --TRT, --TERM or --ORRES is modified for coding 
purposes, then the modified text is placed here. 
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PEREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

PESTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

PESCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

PECAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

PESTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

PEDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

PEEVAL yes Evaluator Char perm Record Qualifier 
Role of the person who provided the evaluation. Used only for res-
ults that are subjective (e.g., assigned by a person or a group). Ex-
amples: ADJUDICATION COMMITTEE, VENDOR. 

PEMETHOD yes Method of Test or Examination Char perm Record Qualifier 
Method of the test or examination. Examples: EIA (Enzyme Immun-
oassay), ELECTROPHORESIS, DIPSTICK. 

PP: Pharmacokinetic Parameters  Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

PPSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

PPORRESU yes Original Units Char exp 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

PPCAT yes Category Char exp Grouping Qualifier Used to define a category of topic-variable values. 

PPORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 
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Variable Prefix Variable label Type Core Role Description 

PPRFTDTC yes 
Date/Time of Reference Time 
Point 

Char exp Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

PPTEST yes 
Name of Measurement, Test or 
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

PPSPEC yes Specimen Material Type Char exp Record Qualifier 
Defines the type of specimen used for a measurement. Examples: 
SERUM, PLASMA, URINE. 

PPTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

PPREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

PPSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a v
alue of NOT DONE. 

PPSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num exp Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

PPSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

PPSTRESU yes Standard Units Char exp 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

PPDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

QS Questionnaires Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

QSCAT yes Category Char req Grouping Qualifier Used to define a category of topic-variable values. 

QSEVLINT yes Evaluation Interval Char perm Timing Variables 

Evaluation interval associated with an observation such as a find-
ing --TESTCD, represented in ISO 8601 character format. Ex-
ample: -P2M to represent a period of the past 2 months as the 
evaluation interval for a question from a questionnaire such as SF-
36. 

QSSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

QSREASND yes Reason Not Done Char perm Record Qualifier Reason not done. Used in conjunction with --STAT when value is 
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Variable Prefix Variable label Type Core Role Description 

NOT DONE. 

QSTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

QSTEST yes 
Name of Measurement, Test or 
Examination 

Char 
REQ
P 

Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

QSORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

QSORRESU yes Original Units Char perm
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

QSSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

QSSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num perm Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

QSSTRESU yes Standard Units Char perm
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

QSBLFL yes Baseline Flag Char exp Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

QSDRVFL yes Derived Flag Char perm Record Qualifier 
Used to indicate a derived record (e.g., a record that represents the
average of other records such as a computed baseline). Shoul d be
Y or null. 

QSDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

QSTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

QSTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

QSELTM yes Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
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Variable Prefix Variable label Type Core Role Description 

"Pre vious Meal". This variable is useful where there are repetitive 
measures. Not a clock time or a date/time variable, but an interva l,
represented as ISO duration. 

QSTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS 
MEAL. 

QSRFTDTC yes 
Date/Time of Reference Time 
Point 

Char perm Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

QSSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

SC Subject Characteristics Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

SCORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

SCTEST yes 
Name of Measurement, Test or 
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

SCTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

SCSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

SCSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

SCORRESU yes Original Units Char perm
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

SCREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

SCDTC yes Date/Time of Collection Char perm Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

SCSTRESU yes Standard Units Char perm
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

SCSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num perm Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

SCSTRESC yes Result or Finding in Standard Char exp Result Qualifier Contains the result value for all findings, copied or derived from 
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Variable Prefix Variable label Type Core Role Description 

Format 

--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

SCCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 

SU Substance Use Interventions General Observation Class

Variable Prefix Variable label Type Core Role Description 

SUDOSFRQ yes Dosing Frequency per Interval Char perm Variable Qualifier of --DOSE 
Usually expressed as the number of doses given per a specific in-
terval. Examples: QD, BID, TID, QID. 

SUENTPT yes End Reference Time Point Char perm Timing Variables 
Description or date/time in ISO 8601 character format of the spon-
sor-defined reference point referred to by --ENRTPT. Examples: "2
003-12-25" or "VISIT 2". 

SUROUTE yes Route of Administration Char perm Variable Qualifier of --TRT 
Route of administration for the intervention. Examples: ORAL, IN-
TRAVENOUS. 

SUSTDTC yes Start Date/Time of Observation Char perm Timing Variables 
Start date/time of an observation represented in IS0 8601 charac-
ter format. 

SUENDTC yes End Date/Time of Observation Char perm Timing Variables 
End date/time of the observation represented in IS0 8601 charac-
ter format. 

SUDUR yes Duration Char perm Timing Variables 
Collected duration of an event, intervention, or finding represented 
in ISO 8601 character format. Used only if collected on the C RF 
and not derived. 

SUSTRF yes 
Start Relative to Reference 
Period 

Char perm Timing Variables 

Identifies the start of the observation as being before, during, or 
after the sponsor-defined reference period. The sponsor-define d 
reference period is a continuous period of time defined by a dis-
crete starting point and a discrete ending point represented by RF-
STDTC and RFENDTC in Demographics. 

SUENRF yes 
End Relative to Reference Peri-
od 

Char perm Timing Variables 

Identifies the end of the observation as being before, during or 
after the sponsor-defined reference period. The sponsor-defined r 
eference period is a continuous period of time defined by a dis-
crete starting point and a discrete ending point represented by 
RFS TDTC and RFENDTC in Demographics. 

SUSTTPT yes Start Reference Time Point Char perm Timing Variables Description or date/time in ISO 8601 character format of the spon-
sor-defined reference point referred to by --STRTPT. Examples: "2 
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Variable Prefix Variable label Type Core Role Description 

003-12-15" or "VISIT 1". 

SUENRTPT yes 
End Relative to Reference Time
Point 

Char perm Timing Variables 
Identifies the end of the observation as being before or after the 
sponsor-defined reference time point defined by variable --ENTP T.

SUDOSFRM yes Dose Form Char perm Variable Qualifier of --DOSE Dose form for the treatment. Examples: TABLET, CAPSULE. 

SUDOSU yes Dose Units Char perm Variable Qualifier of --DOSE 
Units for --DOSE, --DOSTOT, or --DOSTXT (Examples: ng, mg, 
mg/kg). 

SUDOSTXT yes Dose Description Char perm Record Qualifier 
Dosing information collected in text form. Examples: <1 per day, 
200-400. Not populated when --DOSE is populated. 

SUMODIFY yes Modified Name Char perm
Synonym Qualifier of --TRT, 
--TERM or --ORRES 

If the value for --TRT, --TERM or --ORRES is modified for coding 
purposes, then the modified text is placed here. 

SUTRT yes Name of Treatment Char req Topic 
The topic for the intervention observation, usually the verbatim 
name of the treatment, drug, medicine, or therapy given during th e
dosing interval for the observation. 

SUDOSE yes Dose Num perm Record Qualifier 
Amount of --TRT given. Not populated when --DOSTXT is popu-
lated. 

SUCLASCD yes Class Code Char perm Variable Qualifier of --TRT Used to represent code for --CLAS. 

SUCLAS yes Class Char perm Variable Qualifier of --TRT 
Class for a medication or treatment, often obtained from a coding 
dictionary. 

SUREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

SUOCCUR yes Occurrence Char perm Record Qualifier 
Used to record whether a pre-specified intervention occurred when
information about the occurrence of a specific intervention is s oli-
cited. 

SUSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 

SUDECOD yes Standardized Treatment Name Char perm Synonym Qualifier of --TRT 

Standardized or dictionary-derived name of the topic variable, 
--TRT, or the modified topic variable (--MODIFY), if applicable. Eq 
uivalent to the generic drug name in WHO Drug, or a term in 
SNOMED, ICD9, or other published or sponsor-defined dictionar-
ies. 

SUDOSTOT yes Total Daily Dose Num perm Record Qualifier 
Total daily dose of --TRT using the units in --DOSU. Used when 
dosing is collected as Total Daily Dose. 

VS Vital Signs Findings General Observation Class

Variable Prefix Variable label Type Core Role Description 

VSCAT yes Category Char perm Grouping Qualifier Used to define a category of topic-variable values. 
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Variable Prefix Variable label Type Core Role Description 

VSRFTDTC yes 
Date/Time of Reference Time 
Point 

Char perm Timing Variables 
Date/time for a fixed reference time point defined by --TPTREF in 
ISO 8601 character format. 

VSSTAT yes Completion Status Char perm Record Qualifier 
Used to indicate when a question about the occurrence of a pre-
specified intervention was not answered. Should be null or have a 
v alue of NOT DONE. 

VSREASND yes Reason Not Done Char perm Record Qualifier 
Reason not done. Used in conjunction with --STAT when value is 
NOT DONE. 

VSLOC yes Location of Dose Administration Char perm Record Qualifier 
Anatomical location of an intervention, such as an injection site. 
Example: RIGHT ARM for an injection. 

VSTESTCD yes 
Short Name of Measurement, 
Test or Examination 

Char req Topic 

Short character value for --TEST used as a column name when 
converting a dataset from a vertical format to a horizontal format. 
Th e short value can be up to 8 characters. Examples: PLAT, SYS-
BP, RRMIN, EYEEXAM. 

VSTEST yes 
Name of Measurement, Test or 
Examination 

Char req 
Synonym Qualifier of 
--TESTCD 

Long name For --TESTCD. Examples: Platelet, Systolic Blood 
Pressure, Summary (Min) RR Duration, Eye Examination. 

VSPOS yes 
Position of Subject During Ob-
servation 

Char perm Record Qualifier 
Position of the subject during a measurement or examination. Ex-
amples: SUPINE, STANDING, SITTING. 

VSORRES yes 
Result or Finding in Original 
Units 

Char exp Result Qualifier 
Result of the measurement or finding as originally received or col-
lected. Examples: 120, <1, POS. 

VSORRESU yes Original Units Char exp 
Variable Qualifier of 
--ORRES 

Unit for --ORRES. Examples: IN, LB, kg/L. 

VSSTRESC yes 
Result or Finding in Standard 
Format 

Char exp Result Qualifier 

Contains the result value for all findings, copied or derived from 
--ORRES in a standard format or in standard units. --STRESC sho 
uld store all results or findings in character format; if results are nu-
meric, they should also be stored in numeric format in --S TRESN. 
For example, if various tests have results "NONE", "NEG", and 
"NEGATIVE" in --ORRES and these results effectively have the 
same meaning, they could be represented in standard format in 
--STRESC as "NEGATIVE". 

VSSTRESN yes 
Numeric Result/Finding in 
Standard Units 

Num exp Result Qualifier 
Used for continuous or numeric results or findings in standard 
format; copied in numeric format from --STRESC. --STRESN 
should sto re all numeric test results or findings. 

VSSTRESU yes Standard Units Char req 
Variable Qualifier of 
--STRESC and --STRESN 

Standardized units used for --STRESC and --STRESN. Example: 
mol/L. 

VSBLFL yes Baseline Flag Char exp Record Qualifier Indicator used to identify a baseline value. Should be Y or null. 

VSDRVFL yes Derived Flag Char perm Record Qualifier Used to indicate a derived record (e.g., a record that represents 
the average of other records such as a computed baseline). Shoul 
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Variable Prefix Variable label Type Core Role Description 

d be Y or null. 

VSDTC yes Date/Time of Collection Char exp Timing Variables 
Collection date and time of an observation represented in IS0 8601
character format. 

VSTPT yes Planned Time Point Name Char perm Timing Variables 

Text description of time when a measurement or observation 
should be taken as defined in the protocol. This may be represen-
ted as an elapsed time relative to a fixed reference point, such as 
time of last dose. See --TPTNUM and --TPTREF. 

VSTPTNUM yes Planned Time Point Number Num perm Timing Variables Numeric version of planned time point used in sorting. 

VSELTM yes 
Planned Elapsed Time from 
Time Point Ref 

Char perm Timing Variables 

Planned Elapsed time in ISO 8601 character format relative to a 
planned fixed reference (--TPTREF) such as "Previous Dose" or 
"Pre vious Meal". This variable is useful where there are repetitive 
measures. Not a clock time or a date/time variable, but an interva l,
represented as ISO duration. 

VSTPTREF yes Time Point Reference Char perm Timing Variables 
Description of the fixed reference point referred to by --ELTM, 
--TPTNUM, and --TPT. Examples: PREVIOUS DOSE, PREVIOUS 
MEAL. 

VSSCAT yes Subcategory Char perm Grouping Qualifier Used to define a further categorization of --CAT values. 
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1. Introduction

This manual is designed to make using secuTrial®  DataCapture as easy possible. DataCapture enables
you to conveniently enter and manage patient data.

This step-by-step guide explains the individual functions for creating, editing and managing your patient
datasets.

Since 5.3 In the current version the following new functions have been introduced:

 Display options for Audit Trail

 Displaying value development charts

 Data entry and editing with Data corrections (DC)

 Deviation workflow (DV)

 New status “pending” for discrepancies

1.1 System requirements

The secuTrial® DataCapture can run under different operating systems (e.g. Windows, MacOS or Linux).

In order to work with the secuTrial® DataCapture no special software needs to be installed on your com-
puter.

A PC with internet connection (or intranet connection when developing in a company network) serves as
the client.

The software required to run this tool is installed on a central server and can be accessed simply by using
one of the common browsers (Microsoft Internet Explorer, Google Chrome, Mozilla Firefox, Safari etc.).

We recommend using the most recent version of the browser available.

JavaScript and SSL encryption need to be activated in your browser and the MetaRefresh should be
allowed. Java and ActiveX can be deactivated.

For security and data safety reasons the cache should be set to zero.

If the browser offers a popup suppression it should be deactivated. If you need support for the correct
browser configuration please contact your local system administrator.

Note: 

The browsers Firefox (version 52 upwards), Google Chrome (version 42 upwards) and Microsoft Edge
don't  support  the execution of Java applets (in secuTrial® necessary for the upload and display of
DICOM files)!

A use  may  be  possible  with  the  Firefox-ESR version  (see:  https://support.mozilla.org/de/kb/npapi-
plugins), on windows clients the Internet Explorer 10 or 11 could be used instead the Edge-Browser
(the  change  can  be  configured  via  the  "Enterprise  Mode",  see  https://docs.microsoft.com/de-
de/microsoft-edge/deploy/emie-to-improve-compatibility). 

1.2 General user information

DataCapture is accessed via the internet. If your internet connection is slow, unsafe or unstable, this will
inevitably limit the performance of the system.
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The URL (=internet address) for logging in to DataCapture has been provided to you separately along
with your login details (user ID / password).

Depending on which browser you are using, there may be slight differences in window views or in the
menu and print layout. All DataCapture functions have been tested with standard browsers.

NEVER use the browser functions "Refresh", "Back" or "Forward". Please use only the secuTrial® buttons.

 Clicking on the Cancel button takes you back to the previous page.

 Clicking on the Close button closes the current window and takes you back to the main window.

 Click on the Logout button to quit the application. If you want to log in again, you will need to re-
enter your user ID and password. 

 The secuTrial® menu buttons are always located at the top right of the page.

If the warning before data loss is configured this is displayed every time you try to leave the form during
editing via a general navigation link, a report or the browser navigation functions. A pop-up will be dis-
played requesting a confirmation for form leave.  If  the confirmation is  negated the action will  not  be
executed and you will stay on the form page. The confirmation is only displayed if you has the editing or
modify right for the form and the form is at least partly (with an non-closed query after DEC) editable.

If the server does not register any activity for a long period of time, your session will automatically time
out. This guarantees that no unauthorised persons gain access to the database and can change your
datasets. Activity on the server means saving or changing form pages, but not just entering data in a
form. The exact time until timeout is configured on the secuTrial® server and is usually 20 minutes.

The remaining time until the session timeout is displayed in the title bar of the browser window as well as
in red on the page in the upper status bar. If your session automatically times out, any unsaved data may
be lost.

If your session automatically times out, any unsaved data may be lost. If you interrupt your work at any
point, you should therefore make sure you save the form on which you are currently working (with the
SAVE button).

Most pages in DataCapture have a help function which you can open by clicking on the HELP button in the
main menu at the top right of the screen. 

For orientation, the current user's data is always displayed in the header of all secuTrial® pages.
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2. Login

2.1 Standard Login

Fig. 1: DataCapture login page.

To log in to DataCapture, enter your user ID and password. Your user ID has already been assigned to
you together with your password.

The login procedure involves three steps:

1. Enter your user ID exactly as it was assigned to you. Make sure to use exactly the same capital
and lower case letters.

2. Enter your assigned password.

3. Click on Login.

2.2 Logging in using the 2-factor authentication with TAN 

After a user ID and password have been entered, the TAN is sent to the specified email address. Instead
of the password field, the entry field for the TAN and instructions will then be displayed on the login page  

After changing the user password from the login page, it is also necessary to enter the TAN in order to log
in.
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Fig. 2: Login page in DataCapture for entering the TAN.

In addition to the TAN, the email contains the URL of the application as well as the customer area and
validity duration of the TAN.

Fig. 3: Example of an email containing the TAN.

Note:

The URL is only provided as a reminder. To make sure the URL cannot be accessed directly, it is
intentionally left incomplete (the protocol and customer area suffix are missing). Calling up the URL
would terminate the login process.

If the TAN has expired or the permitted number of incorrectly entered values has been exceeded, the
login process will be terminated. The user will then be redirected to the logout page and an error message
will be displayed. This will also happen if no email address has been specified for the user. The login pro-
cess can then be started again from the beginning. 
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2.3 Logout

Fig. 4: Information page after logging out.

Each time you have finished your work and when leaving your work station you must manually log out
(LOGOUT in the top menu bar) to ensure that no unauthorised persons can use your user account.

After logging out, an information page will be displayed. Use the provided link to return to the Login page.

It  may happen that  you  will  be logged out  automatically,  if  the server  does not  register  any activity
(=server contact) for a longer period of time (=session timeout). The exact time until timeout will be shown
in the browser title bar of the main browser window.

After log in you will land on the welcome page (see section Welcome page). If a timeout message has
been configured for the customer in the CustomerAdminTool, it is checked whether the last session was
properly ended by logging out or whether it was ended due to a timeout. In that case, you will be informed
with a Javascript pop-up window and asked to logout properly. After confirming the Javascript message,
the normal welcome page of the tool will be displayed.

2.4 Change password

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the Login page.

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default:  8) and include a non-alphabetical  character (number, dot,  slash, etc.).  It  should not be
identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 When choosing your password, please be aware of any SOPs that may apply to you.

If  you enter  your password incorrectly three times,  your account will  be locked. Should this happen,
please contact  your secuTrial® administrator who will  assign a new password to you.  The amount of
allowed failed attempts may be configured differently. You may ask your participant-management for fur-
ther details.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.
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After you have logged in, the Welcome page of secuTrial® DataCapture will open.

2.5 Request new password

If the "Participant password reset" function has been activated in the CustomerAdminTool, a  REQUEST

NEW PASSWORD button will appear on the login page. Clicking on this button opens the page for requesting
a new password.

Fig. 5: Page for requesting a new password. If the user ID has already been entered on the login
page, this field will be filled accordingly.

If an e-mail address has been saved for you, after clicking on the REQUEST NEW PASSWORD button you will
receive an e-mail containing a reset URL. Via this URL you can create a new password. The URL is valid
for 4 hours. In normal situations, passwords can therefore be automatically reset for participants and
there is no need to involve an administrator.

If no e-mail address has been registered for you, an e-mail will be sent to the e-mail address for the pro -
ject to which you are assigned, either directly or via centres. In the case of multiple projects, all projects
will be notified. If no address has been entered for any of the projects or if you are not assigned to a pro -
ject, the e-mail address registered for the customer will be used. If no address can be determined, no e-
mail will be sent.

After clicking on the  REQUEST NEW PASSWORD button, you will be informed of the respectively performed
action. The e-mail will be sent in the language used by you, if a language has been configured. Otherwise
the language displayed on the request password page will be used.

After creating a password, on the next page a link will be displayed to the login page of the tool from
which the request was made.
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Fig. 6: Page for creating a new password (accessed via the e-mailed link).
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3. Welcome page

Fig. 7: Welcome page overview 

This page is the central access point for the various functions of  the application. Depending on your
assigned role, on this page you can:

 Create new patients

 Access patient- / centre data

 Access reports and statistics

 View and write messages

 Access and change your own participant data (My Account)

 Import form data or discrepancies

 Perform a qualification test

 Download documents

The Welcome page contains general information about using the application.

Another feature in the setup-DataCapture is the RELOAD button. When clicking this button, all data from
the database is re-read and any changes made in the FormBuilder, AdminTool or participant administra-
tion (role rights) will be reloaded.

Any open windows, e.g. for reports or query processing will be closed. If the displayed page is no longer
valid after the reload, e.g. because the opened form was deleted, the next highest displayable level will
be shown. If the displayed form is deleted, the form overview of the patient will be displayed. If the patient
has also been deleted or if only the display rights for the patient have been deleted (e.g. due to a centre
change), the DataCapture welcome will be displayed again.

In the case of simple additions, e.g. an additional form component, the displayed form will be retained.
However, all entered but not yet saved data will be deleted.

Use the HELP button to obtain detailed descriptions of the various functions.

Click on the WELCOME button to return to the welcome page from any page in DataCapture. The functions
MY ACCOUNT, IMPORT, DOWNLOAD, NEW PATIENT, REPORT AND QUALIFICATION TEST are only available if the pro-
ject has been configured accordingly.
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3.1 Qualification test (optional)

For certain studies you will first need to prove adequate qualification before you are permitted to create
new patients and edit data. In such cases, instead of showing the above-listed functions when you log in
to DataCapture for the first time, the Welcome page will offer you the option of performing a qualification
test.

The TEST button (button text may vary according to configuration) in the header displays the test overview.
After the test has been successfully completed, you will automatically receive access to the database and
be able to enter medical data into the study. 

Please click on the TEST button to display the test overview. You can open the test form by clicking on the
test form icon. Several test attempts can usually be performed (this number can be configured for each
project).

After correctly answering all of the questions, you will be able to access the data entry start page by
pressing the EVALUATE TEST button. If you have not achieved the necessary number of points (displayed at
the end of the test), you can return to the test overview page and perform further attempts. In this case,
only the results will be saved. Your answers won't be saved and they will no longer be available for view-
ing.

Once you have answered all  of the questions correctly, you can access the data entry start  page by
pressing the CONTINUE button.

3.2 Message function

Certain events that occur when saving a form will automatically generate messages that are sent to all
potentially interested individuals, e.g. if an adverse event has been registered or if a patient has passed
away.

Additionally, secuTrial® offers a simple messaging function for personally exchanging information within
the system. Depending on the rights assigned to your role, you can use the message function on the start
page. Click on the MESSAGES button to write, send and read messages. You can also view new and old
messages.

To write a message and send it, you must first click on the SEND NEW MESSAGE link. Select the recipient
group, write the message and the message title and then click on SAVE to send the message.

After logging in to DataCapture, all new messages addressed to you will appear in a pop-up window. With
the CONFIRM BUTTON you can mark a new message as 'read'.  In the message menu, you can also view
new messages as well as messages that have been previously read or sent at any time. 

3.3 Reports and statistics

If you click on the REPORT button in the main menu, you will obtain an overview of all of the reports and
statistics created for your project which your rights permit you to view.

The preferred report that has been defined for the participant (editable in My Account – Preferred Report)
will be displayed as an additional menu button on the Welcome page,  Form Overview page  and  Form
page. If you click on this button, the preferred report will open in an additional pop-up window and can be
used to navigate between patients. 

Directly after logging in, your preferred report will immediately open in a pop-up window. If you only wish
the report to appear as a menu item option, you can configure this accordingly in My Account.
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Reports

After selecting a report by clicking on its title, it will open in a new window together with an overview of all
the patients (or results) for your assigned centres. One entry (line) is usually displayed for each patient
included in this report.

Reports are always displayed in a separate report window which is independent from all other windows.
The report window remains open even if an additional window is opened in the form view, e.g. to edit
queries. All reports are always opened in the same window.

If a help text has been defined for a report in the FormBuilder the menu of the report window in DataCap-
ture will include a help button. This button opens an additional, small pop-up with the defined help text.

The report view may vary depending on the information presented. Patients are usually displayed separ-
ately according to centres and you will need to click on the desired centre to select it. If there is no option
to sort manually, the patients are sorted alphabetically according to pseudonym.

Note: 

When using the function "Patient in multiple centres", it can also be specified for visits that they can
only be viewed and edited from the creating centre. This editing and viewing limitation regarding the
form data  for  centre  specific  visits  does  not  apply  to  reports.  Depending on  the  report  definition,
participant may be able to view data that they would otherwise not be permitted to display or edit.
However, it is not possible to access forms which cannot be edited via these reports (e.g. displaying
queries) and an error message will be displayed accordingly, therefore the use of reports if using centre
specific visits should be considered carefully.

For all report types that list patients per centre, the number of patients in the centre is listed in brackets
after the centre name.

Each patient is only listed once in these centre-oriented reports, even if the patient is assigned to multiple
centres (function “patient in multiple centres” activated in the FormBuilder). If you and the patient have
only one mutual centre in common, the patient will be listed in that centre. If you and the patient have
more than one mutual centre in common and you have the rights to the report via the centre role, the
patient will be listed in the centre in which he or she was first created.

With SQL reports, the report definition determines whether a patient will be listed and if so under which
centre. If additional centre assignments are to be listed and not only the home centre, these must be
joined via the tables Patient – Ctrpatient – Centre. The link between Centre – Casenode only represents
the home centre of the patient.

In projects with treatment arms, status and icon reports list the patients from different treatment arms sep-
arately if the report is sorted by visit type. You can select whether the report should be sorted according to
treatment arms or centres. The display can also be filtered according to treatment arm.

Note: 

In  projects  with  centre-specific  project  versioning  it  is  not  possible  to  choose  between sorting by
centres or treatment arms.  For each centre, the project version that is applicable for this centre will be
used to evaluate and display the report data. If the report definition is changed, this can lead to the
single field and status displays being mixed within a report. If a report is defined as ‘hidden’ for all of a
participant’s centre versions, the report will no longer be listed in the report overview. If a report is
defined as hidden only for the project version of a single centre, then only this centre will left out from
the report.

If the visits have not been created chronologically with a different number of repeated visit groups or in
the case of a modified visit plan template, when displaying the individual patients there may be empty
spaces or skipped information. Displaying a report sorted by visit type can take considerably longer than
a chronologically sorted report (visit sorting can be configured in the report definition).
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In a chronologically sorted report, the patients are not listed separately according to treatment arms. In
this case, the patient visits which are displayed one below the other may not be of the same type. For this
reason the headings are displayed only with simple numbering.

Additionally indicated in the title of image reports is the number of displayed forms compared to the total
number of displayable image forms (display can be filtered via selection lists). With SQL reports the num-
ber of rows is listed in the same way. 

If the number of displayed rows per page has been set for the SQL report in FormBuilder, page buttons
with the page number are displayed in the title row at the top right of the screen. These can be used to
click through the different pages. If the filtering or sorting has been altered, the display will always jump
back to the first page of the currently displayed lines.

After viewing, click on the PRINT button to print the report and close the window by clicking on the CLOSE

button. Certain reports can be downloaded as Excel files by clicking on the EXCEL button.

Under the Pat-ID column (and depending on the configuration also via Add-ID or Lab-ID) patients can be
selected for viewing and editing. The form overview for the selected patient will then appear in the main
window (see chapter 4.2).

If the document ID of a form is listed in an SQL report, the form can be directly accessed using this ID. If
the current  participant does not have the right to view the form, an error message will  be displayed
instead. An error message is also displayed if the document ID does not refer to an existing (valid) form.

Reports and statistics are not displayed for inactive projects. In closed projects these continue to be dis -
played.

Statistics

After selecting an individual statistic it will open in a separate window and the number of patients with a
defined data criteria will be graphically displayed. These are summaries of patient data and do not show
individual patients.

After viewing, statistics can be printed with the PRINT button. To close the window, click on the CLOSE but-
ton. 

The data can be exported to Excel by clicking on the EXCEL button.

3.4 My Account (optional)

Click on the MY ACCOUNT button to view or change your participant data. Your data will be automatically
updated in the AdminTool. In addition to the regular participant data you can make the following settings:

Preferred report: You can select a preferred report for your user account, which will then be immediately
displayed after logging in instead of the usual Welcome page (unless you activate the box only as menu
item). You can only select reports that are permitted for your role(s).

"AutoTab" enabled: For date fields (e.g. when entering a new patient) and some items (e.g. number
items with post decimal digits as well as date and time items) it can be configured that the cursor auto -
matically moves to the next  input  element if  the last possible value (e.g.  complete month) has been
entered. Without specification per participant the setting in the project or customer design is used. This
'AutoTab' feature is explained in a short online help.

Change password: Here you can change your password. The new password has to be confirmed by
double input as well as by entering the old password. It has to fulfill the general requirements regarding
length and composition (configured per customer in the CustomerAdminTool) and must differ from the old
password.
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Preferred language: You can also select your preferred language. All of the buttons and general head-
ings in the programme to which you have access will then be displayed in that language. At the present
time German and English and when configured French, Italian, Spanish, Polish, Swedish and Greek are
available. If you do not make a selection, the default setting for the project or current customer will be
used.

Last Login: Here the time of the last DataCapture login is displayed. If  there have been failed login
attempts since the last login, this will be displayed as a warning next to the login time. 

Fig. 8: The "My account" page.

3.5 Downloading (optional)

On the Welcome page there is an option for you to download documents. 

Click on the corresponding document name under the welcome text to download the document or open it
directly with the relevant application.

3.6 Creating and editing new patients

To enter medical data in secuTrial® DataCapture, you can either edit an already existing dataset or add a
new dataset for a patient.

To add a new patient, click on the NEW PATIENT button at the top right of the main menu.

To edit an existing dataset, enter the patient's pseudonym in the input field at the top right of the page and
then click on the entry in the list below or press the enter key on your keyboard.
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3.7 Accessing patients / centres via the navigation bar

As soon as two letters are entered, all centres with centre forms and all patient pseudonyms containing
the entered letters are searched for and listed. Capitals and lower case letters are ignored in the search.
The matches are listed separately according to type and project.

Fig. 9: Example search for "BO": both the centre "Bonn" and the patients with the prefix "BO" in the
Add-ID are found and listed.

During the search, all access and display rights are taken into account. You may then select a match from
the list or enter further letters. After each additional letter is entered, the search is accordingly refined. 

3.8 Mass import of form data

On the Welcome page you will find an optional IMPORT button for performing imports of medical measure-
ment data in multiple patients at the same time or importing discrepancies see Fig. 10 ). The IMPORT but-
ton is only available if you have the role right for mass import and for forms that have been configured
accordingly or if you have the role right for importing discrepancies (see section: Discrepancies Transfer
Module (DTM)).

Fig. 10: First set of options when performing imports (with DTM and mass import right).
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Mass import for a single form

Only the CSV parser can be used as a parser (line 1 = variables, values from line 2 onwards, one line per
patient). To conduct a mass import, perform the following steps:

Fig. 11: Selection page for the form data mass import.

1. Click on IMPORT in the main menu (top right) of the Welcome page and select “Form data for single
form“.

2. Now select the relevant project.

3. If import formats have been configured for visit and case node forms, you now need to select either
visit plan or case node.

4. Next select the form as well as the import format and visit into which you wish to import. If you have
defined a form field as a dataset identifier for mass imports, you do not need to select a visit. You
also do not need to select a visit if an import format with visit specifications has been created in
FormBuilder and the visit must be entered in the import file.

5. Select the file you want upload by clicking on Browse.

6. Click on Upload to start the import process. In the same window, you will now see a preview of the
measurement data to be imported and can change the column separator and column delimiter if
necessary.

7. Click on Analyse to analyse the datasets and display the result. The analysis shows the number of
successfully analysed datasets and the number of datasets with warnings. It also shows the num-
ber of datasets which were unable to be assigned and/or were ignored due to variable errors or
format errors. Errors mean datasets that were unable to be attributed, for example because the
pseudonyms are missing. Warnings are datasets in which individual columns are unable to be
assigned. They may be in the wrong format for example. You have the option of importing these
datasets. However, the missing columns will not be included in the import.

8. On the basis of the error overview, you can decide whether you want to perform the import or not. If
you do, click on Import. If you do not, click on Cancel.

9. All error-free analysed data and, if selected, the datasets with warnings, will be imported into the
form and saved. If the form has been locked due to missing rights and/or subject to certain condi-
tions, this will be displayed as an error in the import results. 

10. Datasets that have been imported despite warnings in the analysis will be listed in the results list
under "Warnings". The same applies for datasets which were saved with errors or warnings result-
ing from the plausibility checks in this form during the saving process.

11. After analysing and performing a mass import, a summary of successful datasets and datasets with
errors or warnings is displayed. In addition to viewing the analysis or import details, it is also pos-
sible to download the datasets again as a CSV file. When downloading you can select a character
set so that the CSV file can also be downloaded into other character sets as UTF-8.
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12. In the Audit Trail the imported data will be marked as “Data imported” after saving.

If the function “patient in multiple centres” has been configured in the FormBuilder, after selecting the pro-
ject, the centre must now also be selected for the import when performing the mass imports. The addi-
tional option "all centres" is available if you are allowed to conduct a mass import into more than one
centre. If you have only the necessary rights for one centre, it will be automatically selected.

If the option "All centres" is selected, for patients in multiple centres the import will be conducted for the
respective home centre. If you are not assigned to this centre or don’t have the necessary rights, the
import cannot be conducted for these patients.

Centre specific visits are also checked during mass imports. In this case the centre selected for import
(see above) will be used. If the selected centre and the centre for the centre specific visit are not the
same, the import cannot be carried out.

Mass import for multiple forms

When importing into multiple forms the preselection of visits and forms is skipped and only a suitable
import configuration and the file to be imported has to be selected:

1. Click on IMPORT in the main menu (top right) of the Welcome page and select “Form data for mul-
tiple forms“.

2. Select the relevant project.

In the import file, the data for the different forms must be prefixed with the identifier for the respective form
import format as "identifier.externalkey".

After selecting and uploading the file, a data preview will be displayed and at this point it is still possible to
change the file format details (separator, encloser, start line of import). Next, the file analysis will be per -
formed and the participant can then decide whether datasets should be imported with warnings. Only
then will the actual import be conducted.

Fig. 12: Selecting the import configuration for an import in multiple forms.

In the import file data it is possible to simultaneously import data for visit forms, adverse event forms and
casenode forms. However, it  is recommended that these different form types are imported separately
(see Fig. 13 and Fig. 14 ).

When importing it is also possible to create new patients, visits or adverse events if this is permitted in the
import configuration. This is possible without entering form data.
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Fig. 13: Example file for visit forms including repetition groups in scheduled and unscheduled visits.

Fig. 14: Example file for AE forms including repetition groups and follow-up examinations.

Any unknown centres contained in the imported data will be newly created if you are either assigned to
the import project as a project participant or if your role has been specified for future centres for this pro -
ject. The centre will then be created for the import project and all participants with roles for future centres
within this project will be assigned to the centre with these roles.

If no future role can be found, the centre will not be created and the dataset import will be rejected with an
error message. If a centre with a role assignment was successfully created, the next import steps for this
dataset will be performed with this role.

In the Audit Trail the imported data will be marked as “Data imported” after saving.

3.9 Discrepancies Transfer Module (DTM)

To ensure data quality in studies, data is often checked for deviations from expectations (=discrepancies)
using external tools. The DTM enables you to integrate the results lists of these checks into secuTrial ®.
After importing the results lists, you can check them manually and convert them into queries.

To use the DTM in DataCapture, the necessary user rights and functions must first be assigned in the
CustomerAdminTool, AdminTool and FormBuilder. If you have the necessary authorisation for the DTM,
you can use the DTM via the IMPORT button on the Welcome page. In the dropdown menu next to IMPORT

OF, select Discrepancies.
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Importing discrepancies 

Fig. 15: Importing discrepancies.

The files that you wish to import must either be in XML or CSV format. Further details and extracts from
example files can be found in the Appendix.

Selected the project from the options list for the discrepancies that are to be imported. This lists all pro-
jects that you have been directly or indirectly assigned to by association with a centre.

To prevent the same data from being imported more than once, a doublet search will be conducted during
the import process and any doublets will be discarded. The doublet search checks the following proper-
ties of a discrepancy:

 Table name

 Column name

 Patient-ID 

 Document-ID

 Test No. (identification of the test programme)

 Discrepancy text (optional component of the doublet search depending on whether the checkbox
has been ticked on the Import page)

Click on UPLOAD to perform the import for the selected file. A preview of the file will then be displayed.
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Fig. 16: Preview of the import file.

You can define the column separator and column delimiter as well as specify in which line the analysis
should begin. The import contents will be displayed in the preview according to your settings.

Once you have made the necessary settings, click on the button ANALYSE. If you want to upload another
file instead of performing the import, click on UPLOAD FILE AGAIN.

The analysis results show you whether the import was successful, which discrepancies can be imported
and which were discarded. To finally save the import, click on the SAVE button.

Fig. 17: Results of the import analysis.

All newly created and already existing discrepancies are listed by project on the Reports page. On this
page you can edit discrepancies or create queries.
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Editing discrepancies 

In the DTM overview window discrepancies can be filtered according to certain criteria using the drop-
down lists.

Fig. 18: Overview of all discrepancies

All newly created discrepancies are shown with the status “new”. In the advanced view, you can change
the status of a discrepancy or create a query using the available options.

As long as a discrepancy has not been transferred into a query, the status can be changed as many times
as necessary. The following discrepancy status settings are now possible:

– new (imported)
– rejected (no real problem)
– pending (will be checked again later)
– query created
– resolved (query has been closed)
– check again (query has been closed with status "check again")

A discrepancy can be edited until  it  is  is assigned a query-related status.  The status  "resolved" and
"check again" are automatically set when editing the query. 

When discrepancies are imported again, entries identified as doublets will only be rejected if the discrep-
ancy has not the current status "check again".

Fig. 19: Excerpt from the discrepancy report with entry opened for editing.
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In certain cases, you may only be able to edit discrepancies to a limited extent. This is the case when

 you do not have the DTM right/authorisation for the centre that belongs to the discrepancy. This
right is assigned in the AdminTool.

 a query has already been created for a discrepancy. In this case you will not be able to create a
new query and the discrepancy can no longer be edited. However, you can skip directly from the
discrepancy to the created query form by clicking on the link.

 the patient has died or withdrawn from the study and has therefore been locked.

 the form to which the discrepancy is linked has been locked either because it is has been manually
locked or because it is currently being worked on by another user. It is not possible to create a
query until the form has been unlocked.

When creating a query you can use either the predefined text of the discrepancy or your own text. This
will then be used as the question in the query. The creation of a discrepancy from the DTM will be recor -
ded in the Audit Trail of the respective form as a normal query.

A comment can be added each time a discrepancy is edited (max. 1,000 characters). When the status is
set to "pending", entering a comment  is mandatory; for all other statuses it is optional.

Fig. 20: Excerpt from the discrepancy report with commentaries in the last column..

If you would like to create queries for multiple discrepancies simultaneously, activate the corresponding
check box at the beginning of the row next to the discrepancy or the check box "All".

Below the list you can select whether the respective discrepancy text from the list should be used or a
standard text for all of the queries. Enter this in the corresponding text field.

After clicking on the "Ask Query" button, an editing lock will be imposed on the forms in order to create
the query. The editable and non-editable forms will then be listed and the query can be saved on all edit -
able forms. If an e-signature is necessary for creating a query, this must then be entered.

If a query about a discrepancy is answered, resolved or if a new search is initiated, the status will be
indicated accordingly in the overview.

Queries created due to a discrepancy will be indicated with the letter "A".

Discrepancies can continue to be viewed in a closed project, but is not possible to import new discrepan-
cies. For inactive projects neither of these functions are possible.

Every editing step is logged in an audit trail. 

In the report, the current status is shown for every discrepancy. Any previous editing steps can be dis-
played by clicking on the triangle next to the editing date.
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Fig. 21: Excerpt from the discrepancy report with audit trail entries opened for viewing.

Creating deviations in a discrepancy report

If Deviations are activated for the project and the current participant has the necessary rights, a deviation
can be created in place of a query. 

The pre-entered discrepancy text is then used as the default for the deviation description. If the partici-
pant also has the "severity” assessment right in addition to the “create” right, an assessment option will
also be displayed.

Fig. 22 Creating a deviation while individually editing a discrepancy in the report.

When editing multiple discrepancies at once, it is also possible to select whether queries or deviations
should be created. Here again, the discrepancy text can be used for describing the individual deviations
or an alternative text can be manually entered for all of the deviations together. If the participant has the
corresponding assessment right, a severity assessment option will be displayed. If the participant does
not have the necessary rights for all of the forms in the selected discrepancy, the assessment will  only be
applied to the forms to which the participant has the rights. 

To create a deviation, each form must be locked for editing. When creating an individual deviation, the
form is immediately locked for editing as soon as the "Create deviation” option is selected. An error mes-
sage will be displayed if it is not possible to lock the form for editing. When creating multiple deviations, a
second window will appear in which an e-signature can be entered in order to implement the editing lock.
The process for creating multiple deviations is the same as for creating multiple queries.
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In the discrepancy report it is only possible to create new deviations; editing existing deviations is not pos-
sible. For each deviation, a reference to the original discrepancy is recorded. Only one deviation can be
created for each discrepancy.

When re-importing the discrepancies, a discrepancy with a created deviation will always be rejected, re-
gardless of the deviation status or assessment. Contrary to query editing, the editing of deviations has no 
retroactive effect on the status of the triggering discrepancy.

Fig. 23 Creating deviations when editing multiple discrepancies in the report.

3.10 Mass action

If role rights have been set, you will be given a new MASS ACTION menu option on the welcome page. This
can be used to start simplified monitoring actions (see Fig. 24). This right can  be assigned to participant
roles only.

Fig. 24: Page for starting the mass monitoring actions via the menu option 'Mass Action'.

Here you can make a selection from all projects, centres, forms and actions for which you have the cor -
responding action rights as well as the new right to perform a mass action. The following actions can be
carried out as a mass action:

 Review A

 Revoke review A  

 Review B

 Freeze forms 

 Form revalidation 

For all actions, except for revoking review A, it is possible to select whether unsaved forms should also be
edited. 
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After selecting the action, click on the 'Analyse' button to launch the action. The basic conditions for per -
forming the action will first of all be checked, e.g. form rights and patient status. The entire patient will be
locked for editing for the duration of the action. If a patient form is currently being edited by another parti -
cipant, the patient cannot be locked for editing and will not be available for the mass action (= not edit -
able). The same conditions for performing an individual action in the patient apply for performing the
selected action.

During the analysis a progress bar will be displayed. After completion of the analysis, an overview page
will  be displayed listing all  editable and non-editable patients and forms. Forms will  only be listed for
which you has the corresponding rights for performing the selected action. The details of the list can be
viewed down to the individual form level. This list can be downloaded as an Excel file. Only patients and
forms which can be edited will be used when carrying out the selected action.

Fig. 25: Example of the preliminary results of the analysis with a list of editable and non-editable forms.

By clicking on the Save REVIEW A button (labelled with the corresponding action) the action will be carried
out and saved. If necessary, the e-signature must be entered first. A progress bar will be displayed while
the action is being saved. In addition, the results list will be displayed in advance listing all executable
patients and forms. The final result of the individual form action will then be gradually updated.  
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Fig. 26: Example results page of the analysis.

After the action has been completed, the progress bar will disappear and the buttons will be displayed.
The result of the entire action is displayed as the number of successfully processed forms (=OK) and
forms which could not be edited. No distinction is made between previously saved forms and unsaved
forms. The details right down to the individual form can be viewed by cascading the results list. The final
results list can also be downloaded as an Excel file.

Revalidation

By conducting a revalidation, the results are even more precisely differentiated:

 OK

 OK (with rule violations) 

 No action 

 Invalid preconditions 

 Error 

OK (with rule violations): If error or warning messages occur during a revalidation, the form will still be
saved and given the status 'with errors' or 'with warnings'. In this case, the mass action behaves as if you
has deselected the 'Check data' checkbox in the individual form.

No action: If the revalidation did not result in any changes (see above section on revalidation), the revalid-
ation will likewise not be saved in the mass action.

Invalid preconditions: As the revalidation of  a form can have an effect on other forms via rules (e.g.
changed form preconditions, frozen forms), before performing a revalidation the form preconditions for
each individual form are checked again. If these are not fulfilled (or no longer fulfilled), the form will not be
edited any further and marked as such.

Error: If any other problem occurred during the revalidation, the result will be displayed as “error”.
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Fig. 27: Example of a revalidation results page .
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4. Entering patient data

Fig. 28: Creating a new patient – an Add-ID is only necessary if the project has been configured this
way.

4.1 Adding a new patient to the database

For projects it can be defined whether patients can participate in only one centre of this project or whether
they can be entered into multiple centres.

With “patients in multiple centres“ new patients are created in a centre as normal. This is stored as the
"home centre” in the casenode entry. These patients can then be subsequently assigned to other centres.
Depending on the role rights of the centre participant, the patient can be viewed and edited in all of his or
her centres (see Patient in multiple centres).

Patient in single centre

One way to add a new patient to the database is from the Welcome page after logging in.

Every patient whose personal data is entered into the application is given a pseudonym for identification
(= Pat-ID). Depending on the chosen configuration, there are also two additional patient ID pseudonyms:
the laboratory ID (= Lab-ID) and an additional ID (= Add-ID, see below). The secuTrial® database uses
only these pseudonyms. The personal data of the patients is not saved or transferred to the secuTrial ®

server. 

To add a new patient, click on NEW PATIENT at the top right of the main menu. If you are a participant in
multiple centres or projects, you can select which project or centre the data should be attributed to. The
structure of this page depends on your user rights and the projects which are available to you.

If you click on the NEW PATIENT Button from the form overview page of a patient, the current  project and
centre are already selected. However, you can also select other options.

If in addition to the secuTrial® pseudonym an additional identifier (= Add-ID) has been envisaged for the
project to which you wish to add the patient, depending on the configuration, on the selection page for the
centre a text field will appear into which you must enter this ID (the Add-ID must also be unique for all pro-
jects of a customer). Alternatively, if the Add-ID is to be consecutively generated, depending on the config-
uration, the next available number for the centre or the project will be assigned.
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To prevent gaps in the automatic consecutive numbering of Add-IDs caused by cancelling the process
when creating new patients, an automatic system lock has been introduced. In the case of consecutive
numbering per centre, only one patient can be created at a time per centre. In the case of consecutive
numbering per project, only one patient can be created at a time in the entire project. All other participants
will receive notification accordingly.

For the duration of the editing lock, the session timeout for the participant who is creating the patient will
be temporarily lowered to 5 minutes. This means the system lock time for other participants will also be
reduced to this amount of time if the participant does not properly complete the process of creating the
patient (e.g. simply closing the browser). The system lock will then be deactivated after the session has
expired. 

If the system lock is deactivated by cancelling the editing process, changing the project or centre for cre-
ating the patient or because the session has expired, the next previously displayed number will once
again be available and can be used to create the next patient in this centre or project. This guarantees
consecutive numbering without any gaps.

Fig. 29 Automatic assignment of Add-ID with numbering per centre.

If the use of centre prefixes has been defined for the project, when creating a new patient the centre pre-
fix will automatically be placed in front of the Add-ID as a non-editable component. New patients can only
be created if the prefix has been set in the AdminTool, otherwise an error message will appear when
selecting a centre.

When entering an Add-ID, any invalid formats will be reported in an error message.

Enter the entry date for the patient. Depending on the configuration, the date field is optionally preset with
the current date or the date must be entered. Click on CONTINUE. The patient entry form will then appear. 

If you want to enter data for a patient who has not yet been added to the system, you will be directed to a
page for entering the patient's personal data (provided a patient entry form has been created in the Form -
Builder).
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Fig. 30: Form for pseudonymisation of the identifying patient data.

Follow these steps when filling out the form:

 To enter the name, address etc. use the respective input fields. To enter the patient's gender, click
on the relevant button (see above).

 Mandatory fields are indicated by a red star. A data record can only be generated if all of the man-
datory fields have been filled out. 

 The information in the date field will be checked for the correct format.

Once you have filled out all of the mandatory fields, click on PRINT AND CREATE PATIENT. A new window will
appear with a print preview of the patient's personal data and the pseudonym assigned to the patient. The
pseudonym and the patient's visit plan will be saved in the database.

The print preview contains a separate text field for listing personal data and status information, separated
by a semicolon. The data can be copied and pasted into another programme (e.g. Excel). You therefore
have the possibility to create your own re-identification database. Please make sure that the data is not
been saved on a computer with an internet connection and that your database complies with local data
protection regulations and security guidelines for data management.

Important:

A print message will automatically appear and you will  need to press print to complete the printing
process. Keep the printouts containing the patient pseudonyms and personal data in a safe place. You
will need the pseudonyms to edit and update patient datasets.

Before you close the window to continue, check to see if printing has been successfully completed. Warn-
ing: all patient identification data will be deleted after you close the print window!

You  will  receive  a  message  confirming  that  the  visit  plan  has  been  successfully  created.  Click  on
CONTINUE to go to the overview page for the individual data forms, referred to as the Form Overview.

If consecutive generation of Add-IDs has been configured for the project, when creating a new patient the
time until you are automatically logged out if you do not have contact with the server is reduced to 5
minutes. After ending the process, the time until automatic logout will be set back to the standard number
of minutes.
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Summary: steps for creating a new patient

1. Click on the NEW PATIENT button on the Welcome page.

2. Select the centre or the project to which the patient is to be assigned and create an Add-ID if
required. Enter the entry date and click on CONTINUE.

3. Enter the data for re-identifying the patient.

4. Fill out all mandatory fields. 

5. Click on the PRINT AND CREATE PATIENT button.

6. Check if printing was successful before closing the window.

7. Close the printout preview and click on CONTINUE.

Patient in multiple centres

If “patient in multiple centres“ has been configured in FormBuilder, you can select whether a completely
new patient is to be created or whether an existing patient is to be included in the previously selected
centre. To do this, you must enter the known pseudonym for this patient so that the patient can also be
assigned to this centre.

Fig. 31: Function options for creating a new patient to be included in a centre.

When changing centres in the AdminTool all the visits from the original centre will also be transferred to
the new centre.

4.2 Entering and editing datasets (form overview)

To edit an existing dataset, enter the pseudonym in the input field at the top right of the main menu and
click on  SELECT or press the enter key. The  Form overview (overview page for editing forms) will now
open.
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Fig. 32: Complete view of an example patient visit  plan with planned (clinic) visits and unscheduled
(diary) visits.

The form overview is the main starting point for entering or editing patient data. The symbols provide a
quick overview of the status (see Product description l) of the various form families (listed underneath
each other to the left of the window). A form family can contain one or more forms.

If a form family contains only one form, open it directly by clicking on the symbol for the form family. If it
contains several forms, an overview of the forms will be initially displayed at the foot of the page (below
the window). To close this, click on the form family symbol again. To open a single form, click on the cor -
responding symbol below.

As a rule, the individual forms can be opened and edited in any order. However, please note that due to
participant role rights, in certain circumstances not all participants will be able to view, open or edit all
forms.

Patient editing lock in case of multiple participants

In some cases, another participant may also be working on the patient data. In this case, the current form
is then locked for editing. A corresponding generic note is displayed.

Fig. 33: The name of the lock holding participant is displayed above the form.

If additionally configured in the CustomerAdminTool, that the participant who caused the blocking is dis-
played, then the blocking participant is listed in the message text.
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In addition to being displayed in the form, the lock holding participant is also listed in all other places in
DataCapture where simultaneous editing by more than one participant is not permitted:

 Form data imports

 Creating new visits, new adverse events or examinations

 Editing the visit plan or the adverse event date information

 Visit or patient reviews

 Emergency unblinding

Note:

However, a form lock is often not caused by another participant, but is caused by closing the browser
or using the browser navigation (see: General user information).

In this case,  the session is not  correctly logged off  and thus blocks the patient although no other
participant is logged on.

In this case the lock will expire after the normal timespan of a session.

Below the form new navigation buttons have been added on the left and right which lead to the previous
(left) or next (right) form in the order of display. By clicking on one of these buttons, the user can leave the
current form without saving and move to the next form according to the order of the project and the dis -
play rights of current participant.

These navigation buttons are not available if data entry is possible in the current form.

Fig. 34: Example of a form with navigation buttons in the bottom button bar leading to the previous (left)
and next (right) forms.In the form overview only the form families containing forms which are
available to you for viewing will be listed. If this is not the case, the form family will be hidden.

The HELP button in the form overview will provide you with an overview of the displayed icons and func-
tions (see Chapter 4.5).

In the DataCapture header, your name, project, date, centre and the pseudonym(s) must be correctly dis-
played. Navigation buttons with which you can return to the Welcome page (WELCOME) or log out of the
system (LOGOUT) can be found at the top right of the main menu page. 

If you wish to change to a new patient, enter the respective pseudonym in the input field at the top right of
the main menu. Click on SELECT or press enter on your keyboard.

If centre forms have been defined in the project and you have at least display rights for a centre form, a
"centre" link will be displayed instead of the "welcome" link in the general menu bar of the patient form
overview. The name of the centre will be added to the breadcrumb trail between "Welcome" and "Patient".
Both centre links lead to the form overview of the current centre.
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Visibility of visits according to form rights

If visits are made visible in a project according to form viewing rights, the visit plan of a patient differs
according to the role rights of the current participant or patient. 

For example, this can be used in a project with patient  reported outcome as a diary of unscheduled
patient visits and scheduled visits conducted in the clinic by clinical investigators to show the investigators
in the clinic and the patient only those visits which are relevant to them.

Note:

If the role has been defined with the right to create visits according to the form editing rights and the
visit visibility is configured with "Hidden", the participant can only create the visits which are actually
visible for him or her.

Fig. 35: Visiting plan displayed for a clinical investigator: only the planned visits are displayed.

Fig. 36: Visit plan displayed for the patient: only the unscheduled (diary) visits are displayed, omitted
visits are indicated by the number of non-displayed visits and dots in brackets.

Depending on the project  configuration,  the visits which are not  displayed are indicated by omission
marks and the number of omitted visits (see Fig. 36) or completely ignored (as in Fig. 35).
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Entering and editing with a follow-up form rule

If a follow-up form rule has been defined in a form and if this rule is fulfilled when saving the form data,
the option "Edit next form" will be extended with a list of the rule follow-up form and the form which would
normally be next based on the normal order.

When evaluating the follow-up form rules, it is also checked whether you have the necessary viewing
rights for the form and whether any form conditions that have been defined are fulfilled.

If you select the rule follow-up form, the next occurrence of this form in the patient's visit plan will open.
After you filled out and saved this form, the next form displayed will be the form that was originally the
next form of the original form. If this form is selected, the original order in the source visit will be used
again. The normally next form of the triggered form will continue to be ignored. 

If multiple follow-up form rules have been defined in a form or if these rules are defined in triggered form,
the selection list will be extended accordingly. This list can be worked through in this way until all that is
left is what would have been the original next form and the original order has been reached again. Every
form is offered only once in the selection list, even if it should be displayed because of different fulfilled
follow-up form rules.

If you return to the form overview before completing this process, the list will be cleared.

Entering and editing with patient in multiple centres

For editing and viewing patients, if you and the patient are in more than one mutual centre a centre must
be selected in each case. In such situations the selection can be changed in the form overview of the
patient via the centre dropdown list (see highlighted area in Fig. 37).

Fig. 37: Form overview for a patient in multiple centres (dropdown list) and centre specific visits

For all centre specific visits, the form icons will be displayed in the form overview of the patient for all
centres.  However,  viewing and editing visit  forms is  only possible  for the participant  of  the "owning"
centre. For all other centres, these visits will be shown against a grey background (see Fig.  37). When
opening the form family a warning message will be displayed accordingly.
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Entering and editing with Data corrections (DC)

If items in a form are configured for the Data correction (DC), the corrections can be performed in the nor -
mal form view of DataCapture. A reason must be entered for each correction. Depending on the project
configuration, it may be necessary to enter an e-signature in order to save the correction.

Fig. 38 Example of a form with items opened for correction in DataCapture.

Conditions

To enable corrections to be made to a form, the following conditions must be fulfilled:

 Form is configured as fully or partly correctable

 Patient can be edited

 Form has been saved at least once

 Form conditions have been fulfilled

 DDE form: DDE completed or omitted

 Form is not being edited by another participant

 Form cannot normally be edited by the current participant, but is not yet frozen (=frozen manually
or by a rule)

Repetition groups

If the whole form can be corrected, it is also possible to create new repetitions in repetition groups or
delete repetitions. If only part of the form can be corrected, these buttons will not be displayed and only
the configured items can be individually edited within the repetitions.
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Hide rules

If only part of a form can be corrected, this will be displayed in the same way as data changes for queries
after DEC. This also means that hide rules will not be triggered immediately by data entries. Only after
saving and displaying the form again will these rules be newly calculated using the new data and applied.

Note:

If a query or a comment is contained in a question, any hide rules relating to this question will not be
applied.

Check before the correction is saved 

After clicking on the CORRECT button, it is first checked whether a reason has been entered for the correc-
tion. If no reason has been provided, an error message will appear and the form will continue to be dis -
played.

Before saving the correction, it is then checked whether any data has been changed. Only if at least one
value in the form has changed since the last saved status will the correction actually be performed and
saved. You will be informed on the save-notice page if the save was actually performed.

Rules and following actions

After the correction has been saved, all defined form rules and following actions will be calculated and
executed accordingly, just like with normal data editing. For instance, this includes displaying error mes-
sages, calculating the completion status, sending messages and freezing following forms. 

If "Automatic query answering (after value change)" has been activated for the project, queries can also
be answered by corrections.

Corrections and SDV

If specified in the project configuration, the SDV status will be reset if corrections are made to items set to
"verified". The SDV status will then be newly calculated for the entire form. If a message in the project has
been defined as the trigger for the "SDV reset", this will be triggered accordingly.

Entering and editing with double data entry (DDE)

If double data entry has been set for a form, the data entry views and processes are different. 

With double data entry, for every DDE form two separate datasets are initially created, DDE 1 and DDE 2.
During double data entry, these are indicated in the form title in front of the document ID.
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Fig. 39: Specification of the DDE dataset in the form display.

The two datasets are then compared and merged into a single dataset. 

Depending on the selected DDE rights, there are three different role types for DDE entry: participants for
data entry 1 and 2 (each with a DDE right), the participant conducting the comparison (with both DDE
rights) and basic participant (without DDE rights).

Participants for data entry 1 and 2

As one of the two participants for data entry with a DDE right, you can enter your dataset into a DDE form
independently from the other participant for DDE. You can edit and save the DDE form as many times as
you like until you explicitly end the data entry process. Editing is recorded in the Audit Trail with  "DDE
entry" or "DDE entry complete". Re-opening is recorded as "DDE entry reopened".

Data entry cannot take place simultaneously. If a DDE form is open, it is locked against any further edit -
ing, even in another dataset.

As a participant for DDE data entry, you can only see and edit your dataset if the first data entry has not
yet been completed. Data entry can only be reopened if the comparison has not yet been completed.
Once it has been completed, the following  message will  appear:  "The form is no longer editable, the
double data entry is already completed.".

Participant conducting the comparison

As the participant conducting the comparison with both DDE rights, when opening form family you will be

able to see and view both datasets displayed beside each other in the overview. However, you will not be
able to create or edit them until the first data entry has been completed. The already entered data is dis-
played with the message "The form is not editable yet, the double data entry is not completed.".

Fig. 40: Message that the form cannot be edited yet.

After the data entries have been completed, as the comparison participant with both DDE rights you can
correct the completed dataset. Both the first and the second dataset can be changed once the respective
data entry has been completed. In the Audit Trail this is logged as  "DDE entry corrected" (see section
"Comparison").

Basic participant

As a basic participant without DDE rights, you cannot edit a DDE form if a participant for DDE entry has
entered data and the DDE comparison has not yet been completed. You can open the form, but instead of
values you will see the message:  "The form is not editable yet, the double data entry is not completed".
In the form overview this will be indicated by "(1/2)" next to the form.

If the DDE form has not been saved by either of the two persons entering data, as a participant you can
edit and save the DDE form as normal. In this case double data entry is skipped and the two persons
entering data no longer have the possibility to enter data.
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Comparison

During the comparison you can individually view and change the two datasets for the double data entry.
To identify differences there is a new button in the form overview of  individual patients and in the report
overview DDE COMPARISON. This opens a pop-up window in which both datasets of all DDE forms can be
compared with each other.

When conducting the comparison, the data from the various centres can be hidden or displayed in the
report overview. When comparing a patient, all of the data is immediately displayed.

If a comparison is not yet or no longer necessary, a message will be displayed accordingly. If there are
any deviations, all of the deviating data is individually listed in red. Correctly corresponding data is indic-
ated with a green text and a check box can be selected next to the form. All visible check boxes can be
selected or deselected together using the links below the list.

Fig. 41: DDE comparison pop-up for a patient. If a deviation is found when comparing the hash value of
images, this will be indicated by the words "hash value" after the image text.

After all (or individual) corresponding forms have been selected for comparison, you can complete the
comparison by clicking on the SAVE COMPARISON button. An overview will then be displayed listing which
forms can actually be saved in the next step. 

The second list is necessary in order to lock the forms against editing so the comparison can be saved.
The comparison can also be viewed if one or more forms are currently being edited. Forms that another
participant currently has open cannot be saved in the DDE comparison. These forms will be listed separ -
ately in the overview. 
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Fig. 42: DDE comparison pop-up with entry of e-signature (if necessary).

If an e-signature has been configured for the entire project or only for this function, it must be entered in
order to save the comparison. When saving the comparison, an entry will be made accordingly in the
Audit Trail of the forms.

Afterwards, in the form overview and in all other representations (e.g. reports) only the (original) dataset 1
will be displayed. The second (duplicate) dataset is now only visible in the Audit Trail of dataset 1. It can
be made visible or hidden in the document history and the document changes.

Fig. 43: Document history in the Audit Trail of a DDE form after completing a comparison.

Further monitoring can only begin after completing the double data entry by comparing the DDE datasets.
Only then can queries or comments be made and a review or SDV be implemented. 

Status display DDE

An abbreviation is displayed before the form name to indicate the status in the DDE work flow for indi -
vidual forms and roles:

Role right

Form status

unsaved DDE entered
DDE entry com-
plete

DDE comparison 
finished

without DDE (1/2) (1/2)

DDE 1 (1) (1) (√1) (--)

DDE 2 (2) (2) (√2) (--) 

DDE 1 and 2 (1&2) (1&2) (√1&√2)
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Fig. 44: DDE forms in the form overview with the DDE set indicated as a prefix (1/2, see table above).
In this example the participant does not have the DDE right for the form "labor data 1" , only the
DDE 1 right for "labor data 2" and both DDE rights to the "Results" form.

Data entry and executing at configurable randomization

Randomization

To execute the randomization process, all of the entered stratification factors for the patients must be
available. If a blinding process is to be performed (see below), enough unused randomization numbers
must be available for the patient’s centre.

If the form with the randomization button has been explicitly marked for randomization, no button will be
displayed on the form. Instead, the randomization will be performed when saving the form and a message
will be displayed in the form accordingly. 

Fig. 45: Randomization form: Randomization is performed when saving.

In all other cases the randomization will be executed and saved immediately after clicking on the button.

If the randomization cannot be performed, e.g. because the stratification factors have not yet been saved,
an error message will appear.

Fig. 46: Error message if randomization is not possible.

If the randomization has been successful, instead of the button the respective randomization group or
number (in the case of blinding) will be displayed together with the remaining number of available ran -
domizations (see messages). In addition to the separate storing of the data the randomization will also be
saved as a form item. 

For randomization forms, the randomization group or number will be displayed on the overlay together
with the save message.
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Fig. 47: Randomization note after saving.

The randomization is displayed in the status header and in the form. All randomizations are displayed in
the status header when implementing multiple randomizations within a project using various randomiza-
tion buttons.

Blinding

If blinding is configured for a project, only the randomization numbers will be displayed in DataCapture in
both the status header and in the form. The randomization group will not be displayed.

Fig. 48: Blinded display of the randomization.

In order to execute randomization with blinding, a blinding list for this button must first be imported in the
AdminTool and for stratification per centre the randomization numbers must have been assigned to the
centres. If you receive a corresponding error message, please contact your participant administration.

Randomization numbers can only be used once.  When they are assigned to  a patient,  they will  be
marked in the list as used. The centre assignment of used numbers cannot be changed.

Unblinded display by role right

If in a project with blinded randomization, the patient has already been randomized at least once and you
have the "Display unblinded" role right, when you access the patient the randomization group will also be
displayed in the status header of DataCapture in addition to the randomization number.
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Fig. 49: Unblinded display of randomization in the form and form header.

When viewing the corresponding randomization form, both the number and the group of the randomiza-
tion is displayed in the randomization item. This display is also used for printing out the patient file.

In the reports, only the patient's randomization number will continue to be displayed if this has been con-
figured for the respective report.

Emergency unblinding

Fig. 50: Link emergency unblinding when role right is set for it. 

In the form overview of the patient, there is a  "Emergency unblind" menu option, if:

 at least one blinded randomization is used in the project and

 the patient has already been randomized and

 either the emergency unblind function has been activated for the project and your current role has
the emergency unblinding right

 or the patient has already been permanently unblinded. In that case the unblinding history can be
viewed via this menu option.
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Fig.. 51: Execution of the emergency unblinding when role right is set for it.

You will then be prompted to confirm your action, after which the patient will be permanently unblinded.
From then on, the randomization number and group will be displayed in the DataCapture status header
and in the form.

Fig. 52: Confirmation and changed display after emergency unblinding.

Messages

If a message has been configured for a specific number of remaining randomizations in the randomization
configuration, after the randomization an estimate will be performed of the remaining number of random-
izations possible. If this calculated number corresponds with the number configured for a randomization
message, a message will be sent accordingly.

Displaying real names from the Mainzelliste

If you have configured the role right "Display real name" in the AdminTool, then in addition to the previous
pseudonyms in the headers of the form, the patient’s first name and surname will be displayed from the
Mainzelliste in the form headers, in the form overview header for the patient and in the reports.

Fig. 53:  Real names displayed in the patient header

Fig. 54: Real names displayed in reports

The real name is also displayed in a sub-project if

 the participant has the real name right in his or her current role and

 the patient was created in a registry with pseudonymisation via the Mainzelliste

Restrictions

The real name is not displayed in the patient file or when printing out forms.

Stand: 05/07/2019 – 45 – © interActive Systems



DataCapture secuTrial® 5.3 User manual

If the patient has been deleted from the registry, it will no longer be possible to display the patient’s real
name in sub-projects.

Data entry and executing with hidden items

Items and questions can be hidden and displayed with the rule type 'Hide when...' 

Example: 

Display of  the additional  question 'Smoking occasions'  on a form 'Smoking habits'  only if  one the
values 'Light smoker', 'Heavy smoker' or 'Ex-smoker' has been specified.

In contrast to all other rules the 'Hide' rule is evaluated directly in the client during the entry of values into
a form, a server contact is not necessary. Conditions derived from values of other forms or visits are eval-
uated during the initialisation of the form, during every form reload (server contact) and at last during the
finally rule evaluation before form save. The conditions will be updated if necessary during this occasions.

Rule evaluation during form save

Hidden items are ignored during the final rule evaluation before form save and treated as non-existent.
Possibly previous entered values are maintained during form display but will be set to NULL during form
save. If the values has been stored already they will be moved to the audit trail. All rules defined on hid -
den items will not be evaluated, possible defined actions not performed regardless if the action would be
triggered by a NULL value.

Form display

The display of the form will be adjusted according the matching 'Hide' rules during form editing, form print
and in the patient file. The audit trail in contrast always displays every defined form item independent of
display in the entry mode.

Queries and comments

Once a query or comment has been made on an item the item or enclosing question cannot be hidden
and possible matching 'Hide' rules are ignored. The form element will still be displayed even if a 'Hide'
rule will evaluate to true after a value change.

Vice versa it is possible to create a query or comment for a hidden item (and by that force a display of this
element). It is although not possible to create a query or comment for a hidden question because the
menu option is not visible by hiding of the complete question section in the form.

If a query is revoked (and this was the last valid query on that element) the 'Hide' rules will be evaluated
again.

Data entry and editing with hidden item options

Item options of radio buttons and popups in productive mode but also entries in lookup tables in product -
ive mode may be hidden and will then be shown different in the form:

 An option of a radio button, a popup or a lookup entry has been already saved in the form and is
then hidden afterwards. In that case the actual hidden value is displayed normally and can also be
saved again.

 An option of a radio button, a popup or a lookup entry has been hidden in the FormBuilder and is
currently not saved, e.g. no value or an other option has been saved. In that case the hidden value
is no longer displayed and it cannot be saved.

If you switch during form editing from a currently saved hidden value to a value that has not been hidden
and then save the form, the hidden value can no longer be selected the next time the form data is edited.
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Data entry and editing with missing values (MV)

Display and editing

For all items configured with the function "Missing Values (MV)", an icon is displayed next to the entry
field (see below). Clicking on this icon opens the popup window for setting the "Missing Value" status.
Performing this action only requires the editing or modify right (after DEC) or the revalidation right for the
form.

All MV statuses will be saved simultaneously with the form data. No separate entry will be made for this in
the audit trail. The MV status is saved in a separate database table. Entries will only be created for all val -
ues defined as not collected or missing.

When opening a form for the first time, all MV statuses are set by default to "Value exists". When editing
the form, you can indicate that a field has been intentionally left empty by setting the MV status to "Value
not collected". The following options are available:

Icon Label MV status

Value exists --

Value not collected 2

Value not collected due to rule (only set automatically) 3

Other reason for missing value (optional, with free text entry) 4

When the form is saved, all items for which a value exists will automatically be set to "Value exists". For
items without a value and the entry "Value exists" an error message will be displayed, stating that either a
value must be entered or MV must be set to "Value not collected". This error message will be treated as a
"hard" error message. Saving the form is then only possible by unchecking the "Check data" checkbox.
The error message will also be listed in the validation report.

If configured in the project, all items with the MV status set to "Value not collected" will be considered as
complete for the purposes of determining the completion status. The MV function can therefore be used
instead of a "Ignore for completion status if..." rule. Unlike the evaluation of completion status rules, the
MV function only requires an action by the user in order to mark a missing value.
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Fig. 55: MV editing window after clicking on the MV icon next to the first radiobutton.

MV and rule evaluation

Depending on the defined rules and rule conditions, it may not be necessary for a value to be entered
(not required for the completion status) or entering a value may not be permitted (input impossible). In this
case, when evaluating the rule the MV status will automatically be set to "Value not collected due to rule".
This status is indicated by a grey MV icon. It cannot be actively selected by you.

Fig. 56: Error messages for the MV function (because of the "Input impossible if..." rule the checkbox is
automatically set to "Value not collected due to rule"). Below, no value is entered for the radi -
obutton or for the text field. In the upper text field, at first entry was not possible due to a rule
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condition (MV status "Value not collected due to rule"), then the value of the rule condition was
changed. Now the participant either has to change the MV value or enter a value into the text
field.

The checking and any necessary setting of the MV status is always performed together with the rule
check, i.e. also when performing a revalidation. Changes in the MV error message are treated in exactly
the same way as changes in rule error messages. In this case the revalidation will then also be saved.

MV History

The history of MV status editing can be viewed via a new button in the top menu bar labelled "MV His-
tory". Here, all changes to the MV status are listed for the individual questions, as displayed in the SDV
history.

Fig. 57: Example of an MV history with entries changed relating to the MV status.

Data entry and editing of centre forms

In accordance with the patient form overview, in DataCapture there is a page showing all centre forms of
a centre. In this overview all centre form families are listed in separate sections. The family name is used
for the tab label and all forms are listed below it one after the other.

Fig. 58: Centre overview - shown here with three families and different forms and editing statuses.

Centre forms are only ever filled out once per centre. No visits or events are repeated. If repetitions need
to be entered, this can be done in repetition groups within a form.
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The individual form can then be opened for data entry by clicking on the icon or name. All normal form
functions and workflows can then be used in accordance with the project and form configuration and the
rights of the current participant. These include:

 Missing Values (MV)

 Source Data Verification (SDV)

 Data Entry Complete (DEC)

 Queries

 Comments

 Review

 Freeze

4.3 Create a new visit

To enter data for a new visit, click on the NEXT VISIT button.

If different visit types are specified (scheduled and unscheduled) in the visit plan template for the present
project, you now have the option to select the required type.

Fig. 59: Input field for the visit types and date of the next visit.

For scheduled flexible, free and unscheduled visits you now need to enter the date of the next visit. In the
case of scheduled fixed visits, only the new date will be displayed and there will be no option to enter a
date.

If treatment arms have been defined for a project, when creating a patient only visits without a treatment
arm will be initially created. The next offered visit will be the next defined visit in the order of the project
which fulfils the treatment arm condition. If both visits have already been created from one treatment arm,
all other visits of the treatment arm will be carried out without checking the treatment arm condition again.
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If visit groups have been defined for a project, when creating the first visit of a repetition group, all of the
first visits of the group will be created. After creating the last visit of a group, when creating the next visit
the option will be displayed to select whether the previous group is to be repeated or whether the next
visit is be created according to the project plan. This selection option is offered if the maximum number of
repetitions for the visit group has not yet been reached.

If more visits are permitted in the project visit plan template than have been pre-defined, the last visit will
be repeated.

You may also be able to create visits in a non-chronological order. The internal numbering of the visits will
then follow the order in which they are entered. In the form overview they will be displayed in strictly chro -
nological order.

For every new visit a new form set will be provided which can be opened using the corresponding sym-
bols. The forms belonging to each visit are already provided within the system.

Note: 

Unplanned visits are created independently of the planned order. For each defined unplanned visit, you
can specify the maximum number that can be created. If the current role of the participant or patient
has been defined in such a way that creating visits depends on form rights, the participant or patient
must have editing rights to at least one form of the unplanned visit in order to be able to create this
unplanned visit.

If you only wish to view one visit for reasons of clarity, you have the option of displaying the previous visit
using the link PREVIOUS VISIT.

4.4 Editing an existing visit

Fig. 60: Visit plan with a link for changing the visit type and date (highlighted).

Editing a visit plan 

Regardless whether forms have already been saved in the visits, the entry date and the planned visit date
for all visits can be edited if the right to edit and display the EDIT VISIT PLAN button has been configured for
the current role. Here either all visits or a single visit can be edited. The editing is recorded in the visit plan
history and a reason must be entered. 

When changing a visit date of all visits, all following planned visits are shifted accordingly providing the
date of a subsequent visit has not been changed directly. In this case, the change will be recalculated and
implemented from the changed visit date.

After a single visit has been edited, the new visit plan will be changed accordingly and checked according
to the specifications in the project visit plan template. It may not be possible to save the modified visit plan
if changing just one visit date means that the chronological order of the visits no longer corresponds with
their order of creation and if this is not permitted by the project configuration.
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Fig. 61: Extended editing options for the visit plan (highlighted).

To change the visit date and visit type, click on the link EDIT VISIT PLAN (link name may vary depending on
configuration).

Unplanned visits  are  not  affected  by changes to  planned visits.  They can  be  independently  shifted.
Unscheduled visits for which no data has been collected can be deleted in any order (see Fig. 61).

If unscheduled visits in the middle are deleted, gaps will appear in the order, as there are are consecut-
ively numbered per type in the order of creation. If you do not want this to happen, during the deletion
process you can select whether the numbering of these unscheduled visits should be adjusted to the
order after deletion.

Both the deletion and the order adjustment will be recorded in the visit plan history.

After changing a date or a visit, a new visit plan will be calculated and checked against the visit plan for
the project. Any errors will be displayed. Only visit plans that comply with the configuration can be saved.
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Fig. 62: Page for editing the visit plan and viewing the history.

To save a change in the visit plan a reason must first be provided. This will be listed in the visit plan his -
tory.

Even if it is not possible to edit the visit plan, you can still view the history from the Edit Visit Plan page
(assuming changes have been made). 

Fig. 63: History of all changes to visits
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When changing the visit plan, the patient's file will be automatically locked. Therefore, it is not possible for
more than one participant to edit the file simultaneously. Even if just one form of the patient has been
opened, that patient's entire file will be locked. You will also only be able to make changes if you are per -
mitted to edit at least one form. If this is not the case, a message will be displayed accordingly.

Deleting visits

The last planned visit in visit plans in which no form dates have been saved can be deleted with a reason.
The last unplanned visit of the defined visit type can also be deleted if no form data has been saved
saved there yet. 

4.5 Status and Help

The status of the forms (empty, partially filled or completely filled) is displayed with different coloured sym-
bols. Click on the HELP button on the form overview page of a patient to open the "Help – Form overview"
window. Here you can read the explanations for each of the symbols.

Fig. 64: Help window with explanations of the form icons (partial view).

4.6 Value development charts

The value development reports are not listed on the report overview of the welcome page. Instead, a
menu button can be found in the form overview for a selected patient. If you have the right to at least one
value development report of the current project in your role, clicking on this button will open an additional
report window. The same menu button is also displayed in the open form (see Fig. 65 and 66).
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Fig. 65: Menu option (highlighted) in the form overview of the patient

Fig. 66: Menu option (highlighted) in the open form of the patient.

On the left-hand side of the report window, all reports are listed which the current participant has the right
to display. For "+ single" type reports, multiple links are listed which either display a full overview (symbol:
solid circle) or the individual charts for the respective visits or events (symbol: circle outline).

The charts are displayed on the right-hand side of the report window. The first time the chart is generated
and if there is a lot of data to process, a progress bar will be initially displayed. 

Fig. 67: Report window for value development charts - the list of possible links on the left, the gener-
ated chart on the right.
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In the value development chart, the two axes depict the maximum value range on both the X axis and the
Y axis. The presentation is labelled according to the displayed range. The first Y axis is displayed on the
left, the second on the right. Any additional axes are alternately added on the left and right.

To include any values that have been modified in the meantime, click on the RELOAD button to generate
the image again.

The data for the displayed chart can also be downloaded as an Excel file. With chronological presenta -
tion, the items with the same measurement date/time source (and end date/time source) are displayed in
a table. The values are listed in the order of the forms in the patient. This order may deviate from the
chronological order of the measurement date/time points.

Fig. 68: Excel export of the previous value development chart

When printing out the report window, only the currently displayed image of the selected value develop-
ment chart is printed. The list of reports is not included in the print-out.

4.7 Project selection

If you want to switch between the different part projects (sub-projects) of a particular patient, use the
selection list on right-hand side (in the frame around the form symbols). 

This will only be displayed if the patient has been entered into multiple part projects and you have been
assigned to these projects.

4.8 Review / locking data (freeze)

secuTrial® offers various ways to support the data management work flow which is typical in medical stud-
ies. This includes locking patient data after data entry has been completed and enabling various reviews
to check the data before releasing it for further processing.
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The first review can be performed with the REVIEW A button for each individual form or for an entire visit.
The review can be revoked with the REVOKE REVIEW A button.

A second review can be performed with the  REVIEW B button for each individual form or for all of the
patients within a project (i.e. all forms from all visits, including the status form of the patient in the current
project). A review B can be revoked through a query. 

When performing a review, any data changes that are made will not be saved. If you have the right to
both change data and conduct a review, you will be reminded of this accordingly in a notification under-
neath the buttons.

The final locking of a form is performed using the FREEZE button for each individual form, for each visit on
the form overview page or for the entire patient (=all forms of all visits including the status forms of the
patient in the actual project) as well on the form overview page (here: FREEZE PATIENT). Afterwards it is no
longer possible to perform reviews and/or create queries. 

As a rule, the prerequisite for manual locking is that the form (or forms of a visit) has already undergone a
Review A and/or a Review B.  For adverse event forms the respective adverse event has to be closed (by
rule: creating of follow-ups not possible).

If only a Review A is the prerequisite: manually locking the patient's file also locks all forms with open
queries.

Under certain conditions forms can also be locked automatically. For example, if it has been declared in
an exit form that the patient no longer wishes to participate in the study.

Fig. 69: Visit plan in the form overview with the buttons for reviewing or freezing all the forms of one
visit (right part of the marking) for reviewing or freezing all of a patient's forms. (left part of the
marking).

4.9 Patient access (optional)

If patient reported outcome has been configured for the project, you can set up a patient login at any time.

After you have created the patient in the system, the PATIENT LOGIN button will appear in the top right of the
form overview. Click on this button to set up the login.
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If you have selected a patient for whom a login has not yet been created, you must first assign a role for
this patient and then click on SAVE. Without an assigned role, the patient will be unable to view or edit his
or her data.

Fig. 70: Setting up a login for patient reported outcome.

The next step is to click on  SETUP ACCESS.  Two links will then appear that both create an email to the
patient from your standard email programme (either Outlook or another email client). The patient will need
both emails to set up the login.

The first email contains a link to DataCapture with the patient's User-ID (login URL). In the second email
there is a link with which the patient can choose a password (password reentry URL). The link is valid
until the patient has chosen a password.

For data privacy reasons, the patient's email address will not be saved in secuTrial®. It is therefore only
possible to send notification emails manually. The same function is available in the AdminTool, which also
enables the project administrator to manage the patient's login access.

Above the email links you will also see a link for opening a print preview of the information that has been
sent. This page can be printed out for your records or it can be given to the patient.

Depending on the assigned role rights, the patient can now view his or her data in the form overview and
read or edit the forms. It is not possible for participants and patients to enter data at the same time. Once
a form is being edited, it will be locked for all other participants/patients (see manual for patients).

Once the patient has set up the login and logged in to DataCapture for the first time, access enabled will
be displayed in the overview. A message will be sent to the centre's email address stating that the patient
has successfully logged in.

If a patient is contained in multiple centre (see Patient in multiple centres) and patient reported outcome is
used for the project, the patient can also be assigned different patient roles in all of his or her assigned
centres. In contrast, the login status is only managed once per patient. In this case, just like a participant,
after logging in the patient must select the centre for editing.

When editing patient access in DataCapture, only the role for the current centre can be assigned. In the
AdminTool, the patient roles can be edited simultaneously for all centres of the patient.

When it has been configured for the project, the patient can also open the “My account” page. There are
less editable properties for patients on the "My account" page.
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4.10 Patient letter (optional)

To print out certain pre-defined data from a visit in a patient letter, click on PRINT LETTER. This function is
optional and is not available for all projects.

To use this function, you must have the explicit reading rights for at least one form of this visit.

4.11 Patient file  / Centre file

Patient file

Patient files are an extended form of documentation in which all of the forms of one or more patients can
be downloaded as a PDF or an HTML file and then printed out. The difference compared to the normal
printing function lies in the data configuration options. Whereas the print function always prints exactly
one form, the patient file function can be used for example to download all forms of all of the patients in a
centre for printing.

Fig. 71: Patient file printing window.

The patient file can be found in the form overview under the correspondingly named button. After clicking
on the button the above pop-up window will appear. Here various options can be selected for patients,
visits and forms. 

After clicking on the option Form, depending on your user rights, you can select individual forms to print
as a patient file under Choose a form.

The Audit Trail can also be included in the patient file. To do this, activate the checkbox SHOW next to
Audit Trail. At the end of the form, an overview will then be included detailing the document history and
document changes. This is a thumbnail view of the Audit Trail window displayed as configured for the pro-
ject.

Activate the checkbox  SHOW next to  Queries, comments and deviations to include these in the patient
files. The queries and comments will be listed in an overview at the bottom of the form. The image forms
will be included when printing the patient file if you select either all forms or a visit that has associated
image forms. The patient images will be included in a folder entitled "patientimages" in the zip file. Image
icons and other symbols will be saved in the folder "img".

With the Original image files checkbox you can include the originals in the patient file. You can then dis-
play them directly from the patient file or download them. If you include the original images, this may
make the patient file very large (the file size will be shown in the download link).
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With many forms for each visit or many visits (e.g. more than 10), the patient file should be divided per
visit. Otherwise it is possible that the patient file will be unable to be created. When dividing up the patient
file, all adverse events and the casenode forms will be given a separate file for each visit. The files are
numbered consecutively for each patient.

After you have made all the necessary settings, you can export the patient file by clicking on GENERATE

PRINT or close the pop-up without saving changes by clicking on CLOSE or CANCEL. You will then be given
the results in a zip file for you to download. The required forms are saved in a format ready for printing.

For each patient, exactly one or with a breakdown multiple PDF or HMTL file(s) will be created in which all
selected forms are consecutively listed. 

For  HTML files a  PrintOptions file  will  be created additionally in  which your settings are saved. The
images that were used will be provided in an additional folder (“img”).

In the PDF format the forms are created with consecutive page numbers and every form begins on a sep-
arate page in A4 portrait format. In the footer of each page the secuTrial® version which has been used is
indicated There is an additional table of contents which lists the forms twice – once for the form type and
once organised according to domains. Visits, adverse events and the additional casenode and image
form tabs are summarised as the 'domain'.

Fig. 72: View of a patient file with opened domain table of content.

If a patient is in multiple centres, the patient files for a particular centre list all of the patients that are
assigned to the centre.  This enables patients to be documented in multiple files and also applies to
archiving projects.

Furthermore centre specific visits are not displayed if the current centre does not correspond with the
centre for the visit.

Centre file

Similar to creating the patient file, on the centre form overview a centre file can also be created with all
centre forms or selected centre forms. As an additional option, all centres of the project to which the cur-
rent participant is assigned can also be included in the centre file. Per centre one HTML file or PDF file is
always created; all created files are bundled in a ZIP file for download.
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Fig. 73: Pop-up window for creating the centre file.

Barcode print for pseudonyms

In addition to print the whole patients file you find in the window the function to print barcode labels for the
patients main pseudonym (see mark-up Fig. 71). 

Clicking the button PRINT BARCODES opens a new selection popup window. There are several standard
label formats you can select from. You can also choose to print the whole page or only single rows. In
addition to the barcode the pseudonym, the patients name and the date of birth can be printed in plain
text.

Fig. 74: Configuration of the barcode print.

The barcodes will then be shown as a tabular page in the selection window. This page has to be adjusted
to the selected label format paper with the normal print menu.

Fig. 75: Section from the barcode print page with additional display of the patient's pseudonym in plain
text.

4.12 Adverse events

secuTrial® has a special work flow for documenting adverse events that occur when entering patient data.
These events can be integrated into the patient datasets and displayed in the form overview in a separate
tab.

Creating adverse events via the visit plan 

To access the entry page for adverse events, click on the ADVERSE EVENTS tab in the form overview. This is
located above the symbols, next to the visit plan tab. Click on the link NEW ADVERSE EVENT. 
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On the entry page for adverse events, please select whether it is an Adverse Event (AE) or a Serious
Adverse Event (SAE). If no selection can be made, an SAE can only be made after first filling out a form
for an AE.

On the input page for AE, please enter the date of the event and the date of the follow-up in the corres-
ponding input fields. Click on SAVE to continue or on CANCEL to return to the form overview. The entry is
omitted if the option to skip the interim page has been selected for the project. In this case, the data will
be preset in the background with the current date and time.

Please check the respective time zone. If you are entering data from a different time zone (e.g. for inter-
national or multi-centre studies), it is advisable to use the time zone of the main study centre.

A form will then open where you can enter specific data regarding the AE. Continue as usual with the
input fields, dropdown lists and radio buttons. Click on SAVE to save the data. Click on SAVE + PRINT if you
need a printed copy. Click on CANCEL to return to the previous window without saving any of the data. (In
this case, an adverse event won’t be created). 

When you return to the form overview page, you will see that the ADVERSE EVENT tab will now have a dif-
ferent colour. This enables users to immediately see if an adverse event has been added to the patient
data. A correspondingly coloured symbol on the adverse event form overview enables you to conveniently
access the respective data details.

A new event can be added by clicking again on the NEW ADVERSE EVENT link.

You can create a follow-up examination for an AE or SAE by clicking on the NEW FOLLOW-UP link. You will
be once again be asked to enter the date of the next examination for this event. It is not possible to create
a new follow-up after completing the follow-up examination for this event.

Creating adverse events via rules

As an alternative adverse events can be created via a rule-based workflow. If a "Create new adverse
event if ..." rule has been created in a in a visit or casenode form and is fulfilled during entering data in
DataCapture, after saving the first adverse event form of the project will be added to the list of possible
next forms. 

The  form rights  for  the  adverse event  forms and  any form requirements based on this  will  also  be
checked. Only if these conditions are also fulfilled will the first editable form actually be offered as the fol-
low-up form.

If you select the AE / SAE as the next form, the prompt page for entering the event and examination date
will be displayed if the option "Hide event and examination dates" was not selected in the project. In the
AE workflow with pre-filled default selection, the option to create either an AE or SAE is already pre-selec-
ted on this page according to the fulfilled rule and cannot be changed. 

Note: 

If instead or in addition one or more "Create new serious adverse event if... " rules are fulfilled, only the
first form labelled as "SAE" will be added to the list.

After this – or immediately if this information is not meant to be displayed – the AE / SAE form will open
and can be filled out. The new AE / SAE will then be created upon saving this form.

The original order of the visit or casenode forms will then continue, as is usual for the rule "Show form
if...". After filling out the AE / SAE form, if the participant returns to the form overview of the patient, the list
of following forms will be deleted.

AEs  and  SAEs  are  displayed  with  different  coloured  symbols  and  different  coloured  form  overview
frames. Furthermore, in the form overview an event tab will be displayed in place of the usual visit plan
tab when a patient with at least one SAE is viewed.
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4.13 Editing adverse events

From the adverse event form overview adverse event dates can be edited and the editing history can be
viewed via the menu option “Edit adverse events” 

This option is only displayed if at least one adverse event has been created for the patient and you have
the editing right or have already edited dates and if you have the right to view the editing history.

Fig. 76: Menu option (highlighted) for editing adverse events.

On the editing page, the adverse event date and the follow-up examination dates are listed for all adverse
events and can be edited there. In the upper area of the screen, the editing history can be displayed and
hidden. If you only have the right to view the history, only the history will be displayed on this page.

Fig. 77: Editing page (excerpt) for adverse events with history displayed.

Changing AE numbering
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If the project has been configured so that adverse events can also be created in non-chronological order,
when changing AE creation dates, the numbering of the altered chronological order can also be adjusted
(AEs are normally numbered in the order they were created) by clicking the "Adjust numbering" checkbox
above the date fields. The numbering can also be modified without changing the event or examination
dates if the AEs were created in non-chronological order.

After changing the data or numbering, click on the CHECK AND CONTINUE button for a summary of the per-
formed changes. The modified date values will also be checked to ensure they are permitted. The exam -
ination date must always be after the event date and neither date is permitted to be in the future. If the
changes are permitted, a reason must be entered in order to save the changes. A maximum of 200 char-
acters are available for stating the reason.

4.14 Image families

If the "Image" form family type has been defined in the FormBuilder, an additional tab with the name of
the form family will be displayed in the form overview.

The forms in this form family can also be created using the NEW IMAGE FORM link. This is similar to the pro-
cess for creating AEs. When creating a patient, these forms can be assigned to a specific (already cre-
ated) visit or to the examination of an existing AE. After they have been created, the forms will be listed
according to these three aspects in three rows in the order they were created.

Fig. 78: Form overview of created image forms with thumbnails (=miniature view of the image).

When creating an image form, the time it was created and the participant will be saved and displayed.
You can create as many different image forms as you wish. The choice of possible image forms is defined
by creating different forms in the image family in the FormBuilder. If the open form is not saved after
selecting its assignment and image form, this assignment information will not be saved. Once forms have
been saved, they cannot be deleted and their assignment cannot be changed.

4.15 Filling out or editing forms

Click on the corresponding symbol in the form overview to open the form you wish to edit.
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Fig. 79: Example of a form.

Once you have filled out a form, please make sure you click on SAVE or SIGN+SAVE to send the data to the
secuTrial® database, otherwise the data won't be saved and may be lost. If you are working on large
forms, it  is advisable to regularly save the data to avoid losing data due to timeouts. After you have
entered the data correctly and saved the form, you will receive confirmation accordingly (for information
on using individual input fields see Chapter 5).

Displayed at the bottom of the form are the author, date, reason and validity of the signature the last time
the form was saved, both in the online view and on the printout.

On the confirmation page you can usually select whether you wish to go to the next form, return to the
present form or return to the form overview page. You may be asked about the occurrence of an AE or
SAE and re-directed accordingly.

Notes on filling out forms:

The navigation buttons (WELCOME,  HELP,  LOGOUT etc.) are displayed at the top right of the main menu.
Additional buttons refer to the open form: PRINT,  QUERIES, COMMENTS and AUDIT TRAIL (these only appear
after the form has been saved for the first time). You can also use the navigation bar at the top left of the
screen to return to the welcome page or the form overview for that patient.

Click on PRINT to print the form – this will print the version that was last saved in the database! 

With the buttons QUERIES, COMMENTS and AUDIT TRAIL you can conduct queries, add comments and view
the Audit Trail of the current latest form (see chapter 6.2).

To the right of the individual questions you will find buttons for writing COMMENTS and/or for editing QUERIES

(if your role gives you these rights). In certain cases there will also be a button with which you can open a
question-based help window. Details on these functions can be found in the chapter 6.2.

At the bottom of the page you will find further buttons. Click on CANCEL to leave the form without making
changes to the medical data. Click on SAVE to save the entered data in the form in the secuTrial® data-
base.
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Depending on your role rights and the configuration of the project, further buttons may be available: 

 REVIEW A activates the first data review and locks the medical data form against further editing.
REVOKE REVIEW A will revoke the data review and re-enable data entry. Any data that has been mod-
ified will not be saved by the review.

 REVIEW B activates the second data review and locks the medical data form against further editing.
An open query can revoke a REVIEW B and/or prohibit it. Any data that has been modified will not be
saved by the review.

 FORM FREEZE irrevocably locks the form. After this, no medical data can be edited and no other
actions can be performed. Locking a form may only be revoked in exceptional cases by the sec-
uTrial® administrator.

 SAVE + CLOSE ENTRY saves the entered data and at the same time ends the data entry. Afterwards,
the form is symbolised with a green icon and monitoring the data may begin. Subsequent data
changes are now only possible with a query (see chapter 6.2). 

 SAVE MODIFICATION saves the data modification for a question which has been released for editing
through a query. For this kind of change you must give a reason. You must also remember to actu-
ally answer the query (see see Entering and Viewing Comments and Queries). The DEC (Data
Entry Complete) can be revoked as long as no query has been created and no monitor work flow
has been conducted (see chapter 6.2).

Not all data entry functions are necessarily available in every form. The type of data entry varies depend -
ing on the type of information to be entered.

It  is  not  always necessary for  a  form to be immediately  completed.  Partial  information may also be
entered and then saved. Mandatory input fields are indicated with an asterisk or with text when saving.

If the project has been configured accordingly, open queries can be automatically answered by changing
the value of the query item. If you are required to give a reason for the value change (having successfully
completed the data entry), the reason will be used as the answer text for the query. For automatic query
answering you must have the right to both modify data and to answer queries (see  Automatic query
answering in chapter 6.2).

If the form has already been opened by another participant, the form will be locked against further data
entries. In this case you will be notified accordingly.

The forms of a closed project can be viewed but not edited. Forms in inactive projects can no longer be
opened.

Plausibility checks

Various data checking functions are integrated into secuTrial® DataCapture to minimise the probability of
incorrect data entries and thus to improve data quality. These functions inform you of potentially incorrect
data when you save a form.

In the top area of the form you will be informed about present error messages.

As a rule, checks are conducted on date formats (e.g. you cannot enter 30 February as a date), logical
plausibility (e.g. pregnancy only occurs in female patients) and threshold values (e.g. a pulse over 250 is
highly unlikely).

Furthermore plausibility checks could have been created for your form, which will be marked with a red
error message or an exclamation mark at the related item when you try to save the form.

When configured, error messages are displayed as soon as you open the form and you will  be also
informed about items which are necessary for the form to be completed.
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When you save the form despite warnings (confirmation checks), the form will be marked with a grey
exclamation mark.

If there are problems with the data which cannot be solved during the data entry but you still wish to con-
tinue with the data entry, there is an option to disable the plausibility check. This depends on the configur -
ation in the FormBuilder. You can do this by deactivating the checkbox “Check data” next to the SAVE but-
ton. This can also be useful for longer forms when you need to postpone data entry but cannot save the
form in its current state because a rule check prevents this. Deactivating the plausibility check should be
an exception and not the rule. Incorrect forms (e.g. letters in number fields) still cannot be saved. Error
messages dealt with in this way will be displayed with a red exclamation mark next to the form icon.

Fig. 80: Example of a form with error messages.

Summary: steps for entering data into forms

1. Click on the icon of the form you wish to work on in the form overview. 

2. Enter the data into the corresponding fields.

3. If  necessary, enter comments and questions (see Chapter  Entering and viewing comments and
queries).

4. Click on SAVE to save the entries or SAVE AND PRINT if you need a printed copy.

5. The data entry will be confirmed. You now have the option to edit the subsequent form or return to
the form overview.
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5. Form Components

Entering data into forms is performed using a range of different functions which depend on the type of
question. You will already be familiar with most of the elements from filling out forms on the internet. How-
ever, in secuTrial® there are a few combined fields which offer additional functions.

In the event of a format error or plausibility error, you will be informed accordingly with a message which
will appear directly above the respective entry field. Instructions will also be provided to assist you with
entering the data.

5.1 Basic form components

In text fields you can enter any text you wish. The length of the text is restricted to the length of the field
displayed

Number or date fields restrict the entries to numbers only or to valid dates and times. Some date fields
must be completely filled out, while in others you can leave out some information (e.g. the day from a
day-month-year entry). The required format is shown to the right of the data input field. With a helpful cal -
endar next to the field, the date can be searched quickly and entered in the field.

Decimal places are displayed in the second numeric field.

A radio button is used for either-or questions and only one answer is possible. By double-clicking the
chosen option you can deselect the radio button

With resettable radio buttons, you can undo an entry by choosing NOT APPLICABLE. By double-clicking the
chosen option not applicable will be selected again.

A checkbox is used for 'yes' or 'no' questions. To agree with a question, activate the checkbox with a
mouse click. A second click removes the tick from the checkbox.

With the dropdown lists you can select one out of a list of several possible answers. Click on the arrow to
open the list and then on the applicable answer in the list.

5.2 Combined form components

In extended dropdown lists you have the option of adding your own entries in a second list if the provided
options are insufficient. This is done using the OTHERS button. An additional entry field will then appear to
the right where you can create the new entry. This will be adopted into the second list by clicking on the
small  triangle  or  saving the  form.  You can  also  choose  an  entry  directly  from the  list.  Click  on the
SELECTION button to return to the first list on the left. The first list contains all possible answers created in
the project design. The second list contains all additional entries added by you or other users.
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Hierarchical dropdown lists build on each other. The selection you make in the first list determines the
selections that are available in the following list: 

In the laboratory value input fields, measured data can be entered in various predefined units. In the sec -
uTrial® database they are always saved in the same reference units. The converted value is displayed
next to the input field if a unit other than the reference unit has been selected (circled).

  

By using the RANDOMIZATION button you can divide the patients into two random groups. After clicking on
the button (pictured on the left) the selected random group will be displayed in place of the button (pic-
tured on the right). The randomization is performed as soon as you click on the RANDOMIZATION button and
cannot be reversed – even if you do not save the form! This prevents the randomization process from
being bypassed by cancelling and reopening the form. If you do not save the form, the information will not
be contained in any of the reports. The randomization group of a patient is shown next to the pseudonym
in the header.

 

5.3 Scores

Evaluation fields (scores) show the results after clicking on SCORE. If the form has already been saved,
the saved results will be displayed when you open it. Clicking on SCORE will perform an updated evalu-
ation (with the current scores). 

All scores in a form are calculated by pressing the CALCULATE SCORES button at the bottom of the form. The
scores are automatically calculated when saving and then displayed in the print preview.
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The rules defined for calculating score fields are evaluated in a preliminary step before evaluating the
data check rules. This ensures that the rules for checking the calculated score values can always be cor -
rectly evaluated, regardless of whether they are defined above or below the score item in the form.

5.4 Catalogues

Catalogue-aided entry is a special method for making form entries. If a catalogue has been specified for a
question, this will be marked by a CATALOGUE button to the left of the question. 

Fig. 81: Catalogue entry fields

Click on the CATALOGUE button to the left of the question to open the catalogue in a separate window.
Browse through the catalogue and select an entry. The values of the selected catalogue entry will then be
transferred into the respective input fields of the form.

Fig. 82: Opened catalogue.

In the catalogue window you can either browse through the catalogue entries or search for a specific
term.

You can define your search in the upper area of the window. In the middle area you can choose which
columns of the catalogue are to be displayed. In the lower area you will see the chapter headings from
the topmost hierarchy levels of the catalogue. Click on one of the small triangles to the left to open the
chapters and browse, e.g. if you are not searching for a specific term.
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Click on the triangle to the left of “Display” to open the display filter for the catalogue columns. Using the
checkboxes you can activate or deactivate the display for each catalogue column. After performing a
change, the display must be updated by clicking on the SHOW button on the right. After this, only cata-
logue columns marked with a tick will be displayed. 

In the search field you can enter any search terms or letter combinations. Searches do not look for com -
plete words or word beginnings; the entered letter combinations may occur anywhere within a word.

For example, a search for the word “ill” could produce both i  llness and pill in the search results (assuming
these entries occur in the catalogue).

You can search for several words simultaneously if they are separated with a space. Searches are per -
formed for entries in which all of the words appear, regardless of order. No distinction is made between
different letters or between capitals and lower-case letters. For example, a search for the words thorax
lung would find the entry Lung and thorax diseases (assuming this entry exists in the catalogue).

When searching for set  terms that  contain a space, please use quotation marks for each word.  For
example, if a search is conducted for “Lung and”, the entry Lung and thorax illnesses would be found, but
not entries such as collapsed lung.

After a search, all of the entries in the catalogue which contain the search term will be displayed in a list.
The found entries will be indicated in bold and the found terms will be highlighted in yellow. 

To fully display the hierarchy, superordinate items will also be shown if one of their sub-items is contained
in the search results. If they do not contain the search term, they will not be shown in bold.

If matches only occur in one of the upper levels, without matches in any of the lower levels, these will be
shown in bold and collapsed.

The catalogue column display can also be filtered in the search function. Only the categories that have
been selected with a tick will be displayed. Filtering the display does not affect the search results. It is
thus possible that a term is contained in a column, but because of the filter the column is not displayed. In
this case the actual search result will not be displayed, but all other columns that are associated with the
search result in the catalogue and which have not been deactivated by the filter will be displayed. 

Click on the triangles to open the entries below. All sub-items of the open chapter which were included in
the search will continue to be highlighted. 

Click on the triangle a second time and the chapter will close. However, the highlighted sub-items with the
search results will continue to be displayed. 

To see all chapters again and return to the normal catalogue view, click on RESET to end the search.

You can transfer catalogue entries directly into the input fields of the main form. Simply click on the entry
– it makes no difference whether you do this following a search or by browsing. The catalogue search
window will close and the values will appear in the corresponding fields of the main form. Please note that
when you select a catalogue entry, all associated entries of this and all superordinate levels (if existing)
will be transferred into the form. 

Important: 

The entries from the subordinate levels will not be automatically transferred. If you wish to transfer the
complete data of a catalogue entry, you need to select the entry at the lowest hierarchy level by clicking
on it.

Note: If you select an entry in one of the top levels in the catalogue for which no input fields exist in the
form, the catalogue window will close after you click on this entry without transferring the values. 
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Exception: Entries exist on one of the superordinate levels and corresponding input fields exist in the
form. In this case, all of the superordinate values for which there is an input field will be transferred into
the form. 

In catalogue-aided fields you can also manually enter data without using the catalogue selection function.
However, in these fields only values or text entries are permitted that are stored in the database of the
corresponding catalogue. When saving the form, the contents of the catalogue fields are carefully com-
pared with the contents of the catalogue in the database. For this reason it is generally not possible to
save values or combinations of values which are not specified in the catalogue.

All levels of the catalogue have been filled out in the form: 

 One of the entered values does not exist in the catalogue:  An error message will appear when
saving the form and the values must be corrected.

 The individual values exist in the catalogue, but the combination of values does not result in a clear
entry:  An error message will appear when saving the form and the values must be corrected.

If several, but not all levels of a catalogue can be filled out in the form:

 All fields of an upper catalogue level have been fully (and correctly) filled, all subordinate levels
have been left empty. This basically equates to selecting a category entry in an upper catalogue
level in the catalogue window.  The form will be successfully saved.

 Fields on an upper level or the same level have been left empty:  If a clear catalogue entry can
be identified from the filled out fields, the empty fields will be automatically filled out and the form
will be displayed again for confirmation. Only after confirmation by saving again will the form be
saved. (Please note: if you do not confirm by saving again, the form will not be saved! All entries
that have been made and all changes will be discarded and lost. No entry will be generated in the
Audit Trail.)

If only one level of a catalogue can be filled out in the form:

 All fields have been fully (and correctly) filled out:  The form will be saved.

 Not all fields have been fully (and correctly) filled out:  An error message will be displayed when
saving the form and the values must be corrected.

5.5 Repetition groups 

By integrating subforms in repetition groups it is possible to include several details for a single point. An
example would be listing all prescribed medication.

Displayed in ascending order of creation

Fig. 83: Repetition group with subform medication.

or displayed in descending order of creation or as a table:
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Fig. 84: Form excerpt with two table repetition groups. In the bottom question the repetitions are con-
figured in reverse order and the subform has no specified form title.

By clicking on the  MORE button below or above the repetitions you can create a new group or, if con-
figured, delete a group with the DELETE button respectively the trash can. Deleting a group can only be
done if no queries or comments have been made. The data from deleted repetition groups still remains
visible in the Audit Trail.

5.6 Uploading images

To upload images, click on the link/button in the image component to open a pop-up window for selecting
a file. After starting the upload process, a progress bar and the processing status will appear in the pop-
up window. The form will be hidden in the main window, as no further procedures may be carried out
while uploading. If you close the pop-up window or leave the form page, the upload will be cancelled. You
can also cancel by clicking on cancel in the pop-up window. After cancelling or after the upload has been
completed, close the pop-up window and the form will be displayed again with the uploaded and scaled
image. Only after the form has been saved will the image be permanently referenced in the form, other -
wise it will be deleted from the server. 

Fig. 85: Form extract: image item with a link to the upload pop-up window.

Fig. 86: Upload image: selecting the file to be uploaded
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While uploading time-consuming large files, DataCapture can be used by other participants as normal.
When uploading a large number of files simultaneously, performance may be slightly affected. The parti -
cipant who is uploading files cannot perform any other procedures until the upload process has been
completed.

After uploading, in addition to the original image, two further images will be generated for display, provid-
ing it is possible to scale the image file. In order to be displayed in the form, an image will be created in
the (maximum) size  defined in  the  FormBuilder.  If  this  is  larger  than the original,  the  image not  be
enlarged. The scaled image will maintain the size ratio of the original image. For displaying the image in
reports and the Audit Trail, an additional thumbnail (max. 75x75 pixel) will be created. The thumbnail will
also be used for the form overview display of the image tab, providing an image component has been
selected as a thumbnail in the form.

All images are saved on the server in a directory specified in the configuration file. For organisational pur-
poses, the files are arranged in several sub-folders that are created according to the reference numbers
of the internal patient ID database.

Images can be downloaded from the display window or by clicking on the original file name. Downloading
will begin in your browser and the file will be opened with the application specified in your browser for this
file type. Downloading is also possible from the Audit Trail.

5.7 Uploading DICOM images

Apart from image files, you also have the option to upload DICOM images or a series of images. Upload-
ing is started with a separate link in the pop-up window. In the applet window that opens, DICOM images
can be selected from the file system or the user's CD drive. You can select individual images, a series of
images or studies of a particular patient. A new DICOMDIR file will be created which only contains the
uploaded images.

The DICOM-applet is implemented in Java. You may have to activate at first a necessary Java-plugin in
your browser.

Before uploading the selected images, the file will be given a pseudonym in the DICOM header and in the
DICOMDIR. The name of the patient will also be replaced by the secuTrial® pseudonym. The date of birth
will be set to the first of the month.

If the date of birth has already been anonymised with a text in the system in which the file was created,
this text will be left unchanged. It is thus possible to upload DICOMs that have already been anonymised.

To upload DICOM images or a series of images, open the Dicom file selection dialogue using the Dicom
Browser. The respective link can be accessed by clicking on the UPLOAD button in the form. 

Fig. 87: Upload DICOM image: opening the Dicom browser (mark-up).

The Dicom browser will then open. Select the required DICOM images from a CD or your file system.
Multiple selections can be made by holding down the CTRL key.
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The Dicom browser is a Java applet, which is executed in the browser. This applet is signed for the pro -
vider "interActive Systems Gesellschaft fuer interactive Medien mbH" with a code signing certificate of the
publisher Thawte (www.thawte.de). Depending on the Java version installed on your device and the local
security properties you might have to activate the Java applet in a first step and also allow the execution
of the program named "DicomApplet".

Fig. 88: Upload DICOM image: select the images from the DICOM-DIR

After you have selected one or more images, a progress bar will appear indicating the approximate time
required for the upload.
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Fig. 89: Upload DICOM image: progress bar during upload.

To preview the uploaded images/image series, click on the DICOM icon beside the image to open a
DICOM viewer applet. The downloaded DICOM image or image series can otherwise be viewed and ana-
lysed with a local DICOM viewer.

Fig. 90: An uploaded DICOM image after saving the form. Via the DICOM icon you can open the integ-
rated viewer
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Important: 

The integrated DICOM viewer is not suitable for diagnosis purposes!
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6. Form functions

In addition to the SAVE, PRINT and CANCEL buttons, forms optionally contain the following functions depend-
ing on the project configuration and your assigned role.

6.1 Imports

An import function is offered for uploading digital measurement data from medical equipment into the
DataCapture forms. This function is only possible for forms that have been configured accordingly. List
parsers (variables = values in one line each) and CSV parsers (variables in the first line, values in the
second line) can be used. 

Proceed as follows:

1. Click on IMPORT in the main menu (top right) of the form into which you wish to import the data. A
new pop-up window will appear.

2. If more than one import format is offered, select the required format. Choose the file you wish to
upload. 

3. Next select the visit into which you wish to import if this has been defined for this project. If the
project was set up so that the visit must already be entered in the import file, this step is omitted.

4. Click on UPLOAD to start the import. Alternatively, click on CANCEL to discontinue.

5. In a separate window the result  analysis will be displayed. The analysis shows the number of
assigned fields, the number of unassigned fields and the number of fields that were unable to be
assigned or were ignored because of variables or format errors.

6. On the basis of the error overview you can decide whether you wish to perform the import. If so,
then click on IMPORT. If not, click on CANCEL.

7. All of the data that has been analysed as error-free will be transferred into the form, but it will not
be automatically saved. After the data has been successfully imported, it will be displayed in the
form. It is not possible to edit the data directly after importing.

8. To transfer the data to the database, click on SAVE. 

9. After the imported data has been saved it will be marked as “Data imported” in the Audit Trail.

6.2 Entering and viewing comments and queries

The buttons to the right of the individual questions in the form activate these questions or the special
functions assigned to question groups. Use the COMMENT and QUERY buttons to enter comments and quer-
ies (if your role permits this function).

By hiding certain items or questions you may find that queries can no longer be edited. This also prevents
open queries from being closed. In the displayed form icons this has no effect because the open query is
not included when calculating the form icon. New queries and comments cannot be added to questions
that have been hidden.
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Comments

Fig. 91: Field for entering comments. In this example the comment entry must be signed.

Comments may contain remarks or instructions for yourself or other participants who have permission to
access the patient in question. 

If you have the required authorisation, you can enter comments into the individual forms by clicking on the
COMMENT button to the right of the respective question. If  a question contains several items, you can
select which of the individual items you wish to comment on. When have finished making a comment and
wish to save it, click on SAVE. You can delete incomplete entries if you have not saved them by clicking on
CANCEL.

To read all of the comments in a form, click on the COMMENTS button in the main menu at the top right of
the page. Click on CANCEL to return to the form or PRINT to print the comments.

In the form, a question in which a comment has been created in relation to an item is indicated with a
small, red symbol "c" on the left edge of the form. Via this symbol the editing window for comments can
be opened, just like via the menu on the right-hand edge of the form.

Important: 

If comments are created regarding items in a repetition group, this group can no longer be fully deleted.
The DELETE button below the group (if available) deletes the data but not the actual group itself. Once a
comment has been made on an item the item or enclosing question cannot be hidden and possible
matching 'Hide' rules are ignored. The form element will  still  be displayed even if  a 'Hide' rule will
evaluate to true after a value change.

Queries

Queries are a useful tool for  monitors and other authorised users, e.g. to initiate follow-ups for unclear
entries. As a standard participant you can read and check queries. In certain cases you may also be able
to answer and close queries. 

Every query has a unique identification number. If the DTM (see chapter 3.9) is used for a project, it is
possible to tell from the preceding letter whether a query was created following a manual or automatic
test: A (automatically) or M (manually).

To answer a query, click on the respective  QUERY button and enter your answer in the input field. If a
question contains several items, you can choose an individual item to query or create an answer. When
have finished your entry, click on SAVE to save your entry. It is only ever possible to save one entry per
item at a time. To delete an unfinished entry click on CANCEL.
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To permanently close a query, open a previously answered query and after entering your text select the
option  RESOLVE QUERY.  The option  REOPEN QUERY permits  further  comments until  the query has been
closed. When closing a query, the default entry text “completed” will be provided. You may, however, edit
this text before closing.

To withdraw a query this option must be activated for the project.  You can then withdraw previously
asked, answered or closed queries with the option WITHDRAW QUERY, if your role has the right to „Resolve
queries“.

If your role has only the right to „Ask queries“, you can only withdraw those queries which haven't been
answered yet.

The query then has the new status "withdrawn" and is no longer taken into account when calculating the
query status of the form. If all of the queries in a form have been withdrawn, then no queries will be dis-
played in the form icon. The form status is then the same as for a form without queries.

A withdrawn query remains, but it can no longer be edited. It continues to be listed in the query list for the
form and in the query report. Withdrawn queries are not displayed in the form or in the editing pop-up win-
dow. Withdrawn queries are listed when printing the patient file with displayed queries.

In the case of queries created by the DTM, participants also have the option to suggest a further checking
of the entry for that query. After selecting this option, the status of the respective discrepancy will be set to
“check again”.

Fig. 92: Entering a query.

To read all of the queries in a form, click on the QUERIES button in the main menu at top right of the page.
This function will only be available in a form after saving. Click on CANCEL to return to the form or PRINT to
print the queries.

In the form, a question in which a query has been created in relation to an item is indicated with a small,
red symbol ("?" = open, "!" = answered or "√" = closed) on the left edge of the form. Via this symbol the
editing window for queries can be opened, just like via the menu on the right-hand edge of the form.

Important: 

If queries are created regarding items in a repetition group, this group can no longer be fully deleted.
The DELETE button below the group (if available) deletes the data but not the actual group itself. Once a
query has been made on an item the item or  enclosing question cannot  be hidden and possible
matching 'Hide' rules are ignored. The form element will  still  be displayed even if  a 'Hide' rule will
evaluate to true after a value change.
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Automatic query answering

If the project has been accordingly configured in the FormBuilder, the queries in forms will be automatic -
ally answered if the underlying item is changed. The following scenarios are conceivable depending on
the various project configurations: 

Answering queries without DEC:
1. The query is created by the monitor regarding an incorrect item.

2. The value is changed by the physician and the form is saved.

3. The query relating to the value in question is automatically answered with the text “Query automatic-
ally  answered  due  to  value  change”.  Queries  will  only  be  answered  when their  item values  are
changed. All other queries must be manually answered. 

Answering queries with DEC:
1. The query is created by the monitor regarding an incorrect item and the question may be edited.

2. The value is changed by the physician and the form is saved.

3. A reason is entered when saving.

4. The query relating to the value in question is automatically answered with the text “Query automatic-
ally answered due to value change with the reason:” followed by the text explaining the reason for the
change. 

If data is imported regarding items for which a query has been created, the query will be likewise 
answered automatically. 

If editing a query requires an electronic signature, this must also be entered for the automatic query 
answer, even if it is normally possible to save the form without an e-signature. Both forms and queries will
then be signed. 

Creating deviations from a query editing window in a form

When closing a manual query, an additional “Create deviation” option is displayed if the deviation work-
flow has been activated and the participant has the right to create deviations. 

If this option is selected, the query pop-up window will switch to the deviation view. The initial query ques-
tion text will be used as the description for the new deviation which is to be created. The deviation will
then be created for the same item as for the query. No permanent link is saved between the deviation and
the query.

6.3 Entering and Viewing Deviations

Just like the query workflow, the deviation workflow is implemented on the right-hand edge of the form in
the normal DataCapture form view (See Fig. 93, shown as 1). 

Fig. 93: Deviation button in the question context menu (1) and in the form menu bar (2).
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The menu option "Deviations" in the form menu bar above the form opens a list of all deviations of the
form (See Fig. 93, shown as 2). 

Existing deviations can be edited in this list, but no new deviations can be created. Deviations on items
hidden by configuration are listed in the form list and marked with a dashed border. These deviations can
be further processed here.

For each item it is possible to create one or more deviations. A description must be entered for each devi -
ation. If the right to assess the severity level and send notification to the authorities has been assigned,
both options will be offered and must be selected. An error message will be displayed if an assessment
has not been selected. Depending on the project configuration, it may be necessary to enter an e-signa -
ture in order to save the deviation. 

Depending on the assigned rights, the user can assess, review or withdraw the deviation. In the case of
multiple editing rights, the wanted editing step must be selected from a list. 

Fig. 94 Creating a deviation, entering a description and selecting the severity and notification to the
authorities in a form.
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Fig. 95: A created and editable deviation; additional editing can be carried out by clicking on the pen
symbol. Assessments are indicated with a symbol on the right-hand side of the screen. The
editing history of a deviation can be displayed by clicking on the triangle to expand (as shown
here). When collapsed, the current editing status is displayed. The envelope symbol indicates a
dispatched message.

A deviation can only be created if the form has been saved at least once. Deviations can be created inde -
pendently from DEC or review status. However, with DDE forms, the double data entry comparison must
have already been completed.

Editing the deviation (=changes to the assessments or description) is possible within each deviation sta-
tus at any time providing the participant has the right for this status. 

In the form, a question in which a deviation has been set on an item is then marked with a "D" symbol on
the left edge of the form. In order to make a clear distinction, the query mark is then marked with an intro-
duced "Q" when the deviation workflow is activated.

A form can only be frozen once all steps in the workflow (2- or 3-step) have been completed for all deviati -
ons or the deviations have been withdrawn. After freezing a form, it is not possible to add new deviations
or to edit or withdraw existing deviations.

It is possible to withdraw a deviation with a reason from anywhere as long as the next editing status has
not been set. In other words, if you have the right to "Create" and "Withdraw", it is only possible to with -
draw the deviation if it has not yet been assessed. If you have the right to "Assess" and "Withdraw", a
deviation  can  only  be  withdrawn  if  it  has  not  yet  been  reviewed.  It  is  only  possible  to  withdraw a
"reviewed” deviation if you have the right to "Review" and "Withdraw". After a deviation has been with -
drawn, it is no longer possible to edit this deviation.

6.4 Question-based help function

An additional function provided in the forms is the question-based help function. If available, this is loc-
ated to the right of the questions for the comments and queries buttons. Click on the HELP button to obtain
information and instructions on the individual questions in a separate window. If you are uncertain as to
how a question should be answered, check to see whether a help text is available to provide clarification. 
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The help texts can also be printed out by clicking on the PRINT button. To close the help window, click on
the CLOSE button.

6.5 Print

There are two methods for printing a form. Click on the PRINT button in the main menu at the top right of
the page or use the SAVE + PRINT function at the end of each individual form. Please note that the PRINT

button only appears if the form has been saved at least once.

The PRINT button in the main menu at the top right of the page prints the version of the form which was
last saved! A print preview is displayed in a separate window, which you should then close after printing. 

By pressing the SAVE + PRINT button, all data which has been added to the form or changed will be saved
and then printed. A print preview will be displayed, which you should close after printing. In the Audit Trail
this action will be recorded as a save procedure.

6.6 Review

Regardless of  the form completion status,  participants with  a review rights  will  find a  REVIEW button
(marked “Review A” or “Review B”) next to the CANCEL button at the bottom of every form. Exception: if
the form contains a query that has not yet been closed, a Review B cannot be performed. 

Clicking on the REVIEW button locks the saved data and prevents further editing by participants with writ-
ing rights (i.e. Clinical Investigator). It is still possible to write and revoke reviews and to edit comments or
queries. Editing the actual medical data, however, is not possible for the time being. 

After a review has been completed, the form icon in the form overview will be displayed with a triangular
flag beside it (a flag at the bottom once a Review A has been performed, a flag at the top once a Review
B has been performed).

If a form has undergone a Review B and a query is then created by a participant, the form will be locked
and will lose its Review B status. The form can only be closed with a Review B once the query has been
answered (see chapter 6.2).

Note: 

When using DEC within a project (see chapter 6.8), the form review function is only available after the
data entry has been completed. Any data changes made in the form will not be saved when performing
a review! 

6.7 Source Data Verification (SDV)

Source Data Verification (SDV) is an additional process which can be configured for a project to ensure
data quality. It enables comparisons between the study data and the original data to be recorded in sec -
uTrial® . Verification is possible for every item, however summary checks or random spot checks are also
possible for forms, visits and all patients. 

After data entry has been completed, participants with the respective rights can perform a verification of
the existing data. If the participant does not have the rights to perform a Source Data Verification, the
SDV status will be displayed but cannot be changed.

There are five different types of SDV Status. If all items in a form have the same SDV status, this status
will be adopted for the entire form and displayed in the form overview. If the items each have a different
status, the form will be given a symbol to reflect this. The same procedure applies for form families, visits
and the whole patient.

When calculating the summarised status of a form, all hidden items will no longer be taken into account.

Stand: 05/07/2019 – 84 – © interActive Systems



DataCapture secuTrial® 5.3 User manual

Click on the HELP button in the form overview for explanations of the various SDV symbols.

Fig. 96: Overview of all SDV status symbols.

Every item has an SDV history. This is displayed in the pop-up window for changing an item's SDV status.
The SDV history of all items within a form can also be accessed via the SDV HISTORY button in the form
view. Click on PRINT to print the history or CLOSE to leave the window.

Changing the SDV status of the items in a form is recorded as "Source Data Verification" in the Audit
Trail.

Changing the SDV status at the form level

Fig. 97: Changing the SDV status of an item.

To change and save the status of an individual item, click on the round symbol next to the respective item.
A pop-up window will open for you to select the applicable SDV status. To save only the individual status
change, select “Only individual changes” from the dropdown list below the form.

Fig. 98: Selecting an SDV status for a form after changing individual items.

If you wish to perform a uniform status change for all of the items in the form, select the option “Set all
states to” from the dropdown list and the required SDV status.
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The third option in the dropdown list is a combination of both methods. Select “Individual changes and all
“not done” states set to” and the individually selected changes will be adopted. In addition, a uniform
status can be selected for the remaining items.

Always click on SDV SAVE to save the changed status. Click on CANCEL to discard the changes.

Performing an SDV at the form overview level

The SDV can also be carried out summarily from the form overview of a patient. An SDV can be per -
formed for a visit  or for all  patients by clicking on the respective status field  (see the circled options
below). After clicking on one of these options, a page will be displayed for selecting the desired action.

Fig. 99:  Form overview with configured SDV and the summarising visit and patient status

You can either change the SDV status of all the items simultaneously or only change the status of items
whose current SDV status is marked as “not done”. 
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Fig. 100: Selection for SDV visit with entry of the affected form(s) (here: "Form 1")

Fig. 101: Selection for SDV patient with affected forms listed

Underneath the dropdown list is an overview table of all the forms which fulfil the requirements for per-
forming an SDV. When performing an SDV for a visit (SDV-visit), only the forms for that particular visit will
be included. If the SDV is conducted for the whole patient (SDV-patient), all saved forms of the patient will
be listed in the table and be sorted according to the respective visits. 

Click on SAVE to adopt the changes. Click on CANCEL to return to the form overview without saving any of
the changes. 
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Automatically resetting the "verified" status

After the SDV status for an item has been set to “verified”, it may for some reason occur that the value of
this item is changed at a later point in time, for example due to the creation of a query. When saving the
modified form, the SDV status of the item will in this case be reset to “not done” and the form status will
be recalculated. 

The project can be configured for email notification to be sent in the case of this unlikely event. The data
must then be checked again.

In addition the SDV entry of all items hidden at the time of calculation will be automatically deleted, which
will reset the SDV status to "not done". This automatic resetting changes the SDV status of an item which
was previous marked as "verified" or even changes the summarised status of the entire form.

In this case a notification message is triggered, if such a message has been defined for the project.

This correction to the SDV calculation is only performed if the form is edited again; editing here is con-
sidered to be setting SDV, normal data editing or data changed following a query. In contrast, when a
review is created or a revalidation is performed, no adjustment is made to the SDV status.

The deletion of the SDV entries is also displayed in the overall SDV history of the form as a change to
"not done". In the case of individual SDV popups, only the existing SDV entries for the respective item are
shown. An automatic reset therefore cannot be listed there.

6.8 Data Entry Complete (DEC)

If the DEC function has been configured for the project and you have the necessary writing rights, you will
see a SAVE + CLOSE ENTRY button when editing forms. Use this saving procedure to declare data entry to
be complete for this form and to release it for further checking. If the data entries have not been com -
pleted but the entered data needs to be saved, use the SAVE button. If none of the entered data is to be
saved, click on the CANCEL button.

When DEC is activated the following form functions will only be available after the data entry has been
completed:

 Source Data Verification

 Review A

 Review B

 Queries

As soon as the data entry in a form has been completed, no further data entries or changes are permitted
in this form. Only after a query has been created regarding a particular question is it possible for the form
to be edited by a participant with the additional right to MODIFY ENTRIES. Questions without any queries will
remain unavailable for editing. 

If data needs to be changed after a DEC has been set and a query has been created, when saving the
form a reason must be given for changing the data. This will be saved in the Audit Trail.

In the Audit  Trail,  data entry completion is recorded as “Data entry completed”  and subsequent data
changes as “Data modified”.

Should you accidentally click on the DEC button, click on REOPEN ENTRY to quickly and easily re-enter the
data. This function can only be used as long as no review has been conducted and provided the form has
not been locked. Furthermore, there must not be any open queries or any other type of “not done” SDV
status.
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The right to revoke the DEC status is linked with the right  to set  a DEC status.  If  an e-signature is
required for setting the DEC status, it will also be required for revoking it. 

RepetitionGroups

In a DEC project, if the option "Repetitions after DEC" has been set for a repetition group in the Form -
Builder, after asking a query and on the condition that 

 the DEC status has been set in the form

 the DEC status cannot be revoked

 the form and the patient have not been frozen

 the participant has the editing rights to make changes

the MORE button will be displayed in DataCapture. You can then create new repetitions of this repetition
group. In the form only the new repetitions can be edited. When saving a reason must be entered and the
data entry will be recorded as a data change.

Any existing review status will be reset by extending the repetition. If the form has already been set to the
SDV status “verified”, extending the repetition will set the SDV status to "in progress" and an SDV reset
message will be sent if a notification message has been defined for this case in the project.

6.9 Revalidation

If  the  role  right  „Revalidation“  has  been  configured  for  your  role  in  the  AdminTool,  you  will  see  a
REVALIDATION button WHEN EDITING FORMS.

A revalidation conducts the same data validation evaluation which is carried out with a normal data entry
by checking the existing rules and form actions. The purpose of the revalidation is to provide a facility for
checking the data even if there is no data editing option. In an individual form, the revalidation cannot be
conducted if you also has the option to edit the data, either wholly or in part (during modification after
DEC). In this case the validation will be carried out anyway when saving data.

Otherwise the following conditions for performing a revalidation are required:

 Form revalidation right 

 Individual form: no possibility to edit the data 

 No form freeze 

 The patient is not frozen for editing or deceased 

During a revalidation, the results of the rule evaluation are checked as follows:

 Changes in score items

 Changes in form completion status and error/warning status 

 Changes in the validation report

If there are changes in one of these three checked aspects, the validation will be conducted with a corres-
ponding adjustment of the values and logged as 'Data revalidated' in the AuditTrail of the form. All of the
follow-up actions defined for the form, such as rule or form messages, freeze or release follow-up forms
or set patient status, will then be performed. In summary, the possible effects of a revalidation are as fol -
lows (see details below):

 Saving the form with (score) value changes and/or changed completion status

 Resetting review A and B 

 Resetting the SDV status (only if necessary) 

 Updating the validation report 

Stand: 05/07/2019 – 89 – © interActive Systems



DataCapture secuTrial® 5.3 User manual

 Sending form and rule messages 

 Freezing or unfreezing follow-up forms 

 Setting the patient status 

 Setting the AE status (opening or closing AE) 

 Answering queries

Withdrawing reviews: If a revalidation has been carried out, any reviews that have been created will be
reset. As a revalidation changes the form value, the form status or the error messages, a renewed form
check is advisable.

SDV:  If in a score item the item value has been changed by the revalidation and if SDV had already been
conducted, the SDV status for this item and if applicable for the form will be reset. 

Query answering: If there was an open query for this changed score item and if automatic query answer-
ing has been configured for the project, the revalidation will also trigger this function and the query will be
answered, providing you also has query answering rights for the form.

If an e-signature is required for the entire project, for an individual form or for the revalidation function,
after validation the form will be displayed again for entering the e-signature together with any error mes-
sages. 

The e-signature is also required for the revalidation if a query answer is triggered as a result and an e-sig-
nature is required to process the query. If an e-signature is necessary to freeze a form and if the revalid-
ated form contains a form freeze rule, the e-signature will be likewise requested, regardless whether form
freezing is actually carried out. If an e-signature is entered, the revalidation will be signed, even if this has
not been configured.

If  there are no changes in the checked aspects,  the revalidation will  not  be saved and no follow-up
actions will be carried out. On the interim page, you will be notified whether the revalidation was per-
formed or not.

6.10 Centre Specific Project Versioning (CPV)

In the productive DataCapture the data entry does not change much at first sight by using the CPV-func-
tion. The project set-up with which the patients are created and edited are determined by the project ver -
sion of the patient's centre. This affects all properties and functions of the project, e.g. visit plans, form
set-up,  extended function configuration (SDV,  DDE,  etc.).  Exceptions for  this  principle  are  described
below.

Because there is only one right administration for all  project  versions and some functions cannot be
applied to archived project versions there are some functions, where the configuration of the productive
project must be checked instead of the used, archived project.

The effect of the Centre Specific Project Versioning (CPV) on the following functions will be described
below:

 Status Header

 Data Entry (Forms, Visits)

 Document History / Audit Trail

 Reports and Statistics

 Download Documents

 Form Data Mass Import

 Discrepancies Import (DTM)
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 Restrictions and Exceptions

Status Header

The secuTrial® version label of the productive project has already been displayed in the status header. If a
participant is dedicated to multiple project versions via different centres, the project will not be shown in
the status header on the Welcome-page. Only when a distinct patient and thereby a centre with a distinct
assigned version has been selected this project version is displayed by name and label in the status
header.

On the selection of an report the version of the related project (see fig. 102) will be displayed in the report
window status header.

Data Entry (Forms, Visits)

New patients will be included with the project version of the selected centre. The display and all properties
of visit plan and forms are defined completely by the version of the current centre. If a participant can
include and edit patients in different project versions if he is dedicated to multiple centres using different
project versions. If the centre version is changed afterwards or the patient is moved to another centre
using a different project version, the version of data entry can be viewed in the Audit Trail of each form.

Existing visits in patients are not changed by a change of the project version. The new project visit plan
configuration only applies to the creation of new visits.

During the save of a form the current project version of the patient's centre is used for data entry as well
as for data check of entered data. In the database all references always point to the productive project.
This applies to the form references as well as to the item references for queries, comments or SDV. This
is necessary because the database IDs of the productive version remain constant whereas the database
IDs of the project set-up are created new for every archive version.

If a message is triggered by a plausibility check, form save or query editing, the message can only be
delivered, if the same message is defined in the productive version of the project. The dispatch goes by
the defined recipients for the productive project in the AdminTool (see restrictions and exceptions).

Document History / Audit Trail

In the Audit Trail, respective the document history of every form the project version is already displayed
beneath the participant, date and reason for storage.

The listing of the document changes goes by the currently used project version of the patient's centre. If,
for example, the data has first been entered with the productive version and then the centre changed to
an older version, data of items not yet existent in the older version cannot be displayed. This behaviour
differs from the hiding of items where the hidden data is displayed nevertheless and marked up by format
as being hidden.

Reports and Statistics

In the report overview all reports will be listed where the participant role has sufficient rights given on the
productive version of the report. If the participant only have access to a single project version the version
label will be appended to the report name. If the participant has access to multiple versions of the same
report, only the newest version will be listed.

For the display of the single report the listed report version will be used for all centres, even if different
project versions are used in the different centres.

With image, status and icon reports, the project version of the respective centre is used to calculate the
displayed value. Query reports will only list the queries which can actually be displayed based on the cur-
rently used project version. Queries referring to hidden items are accordingly marked in the list. Queries
regarding items that are no longer displayed because of a version change will not be listed.
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Fig. 102: Report name and project version label are displayed

Statistics are completely independent from the CPV function and are always generated with the product-
ive version.

Download Documents

The list of productive download documents on the welcome page with sufficient role rights can be expan-
ded with all documents of older versions, if these documents still exist in the productive project. Therefore
the  documents  from other  versions  are  compared  to  the  productive  version.  If  they  differ,  they  are
included in the download list, appended by the document's project version.

Documents of project versions are displayed in the list with the name accordingly extended by the project
version. The documents are checked for changes and only if there are differences will they be included in
the list. If documents have not changed over the course of multiple project releases, only one document
will be displayed in each case (the current project version or the last archive version).

Form Data Mass Import 

If a project uses the CPV feature, the respective project version of the patient's centre is used for the val -
idation of each data record. The data record can only be imported if all information is correct for that ver-
sion. If not, the data record is rejected with an appropriate error message. For example, if the form defini -
tion does not exist yet in an older project version, the data cannot be imported for that version.

The productive project version is always used during the import analysis.

Discrepancies-Import (DTM)

Similar to the mass form import, the import module of the DTM checks which project version the imported
discrepancy belongs to. The validation is done with that version and the import is rejected if not appropri -
ate.

Change to an Earlier Project Version

Should the used project version of a centre be reset to an earlier version after data entry that could result
in some complications if both versions differ in data structure. If the earlier version consists of less forms
or items all data entered in those fields could no longer be displayed.

This also applies to all entered queries and comments on those items. The data will not be displayed in
the Audit Trail either. They can nevertheless be exported completely.

The form status remains unchanged, in the state of last save action. The status could even differ from the
displayed data, e.g. if the single query was set on a now undisplayed item. Only at the next status calcu-
lation at the respective form action only the displayed data are respected. This behaviour is similar to the
behaviour after the normal release after a normal set-up extension.

The e-signature remains valid after version change because the e-signature is always validated against
the version used during save.
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6.11 Audit Trail

The Audit Trail provides an overview of all changes that have been made and saved in the current form. It
can be accessed after the form has been saved for the first time. To view the Audit Trail, click on the AUDIT

TRAIL button in the main menu at the top right of the page. 

Fig. 103: Example of an Audit Trail.
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As entering and saving comments, queries and query answers as well as conducting an SDV, performing
reviews, form-locking actions and data entry completion are all procedures that save the respective form,
all of these actions are recorded and shown in the save history in the upper section of the Audit Trail. With
each save procedure the current project version is also saved, enabling changes to the project setup also
to be tracked. In addition, you will be able to see whether an e-signature was used when saving and
whether this is still valid.

When changing data after setting a DEC (Data Entry Complete) a reason must be entered when saving.
This will be shown in the document history of the Audit Trail.

In the lower section of the Audit Trail you can see which entries were made when and who saved them. If
changes were made in the form, the original entries will be kept in the Audit Trail.

Hidden questions,  items as well  as hidden entries in radio buttons,  popups or lookup-tables  will  be
framed with a dotted line.

If configured in the FormBuilder, the column names of the items will be additionally displayed in the Audit -
Trail. These are listed in grey (=colour of the status display) in a slightly smaller font . 

Note: 

If a user enters or changes data without saving it, this will not be documented in the Audit Trail. 

Click on CLOSE to return to the form or on PRINT to print the Audit Trail.

6.12 Electronic signature (optional)

Depending on the study, an electronic (=e-)signature may be necessary to perform a save. The save pro -
cess can encompass the saving of medical data, but it can also include actions such as reviews, locking
forms or creating comments, queries or answers to queries.

Fig. 104: E-signature to confirm save.

The electronic signature always consists of the user's ID and password that are used for logging in to the
system.

If an electronic signature is necessary to complete the save process, the data which is to be saved and
signed will be displayed. You will then be prompted to enter your user ID and password to confirm the
entries and the respective action.

If the user ID and password do not match with your data, the action will not be carried out. After entering
this information incorrectly several times, you may find that you are automatically logged out from the sys-
tem and your participant account might be de-activated. If this happens, contact your secuTrial® adminis-
trator to reactivate your account

If the electronic signature has been performed successfully, the validity of the signature will be checked
each time the respective form is opened. If there is no valid signature, this will be indicated in red letters
at the top of the form. The information contained in the last signature (author, date, reason) will generally
be documented at the bottom of the form and shown both in the online preview and in the print preview.

Depending on the project configuration, during certain phases of the study it may well be intentional and
legitimate for there to be no electronic signature.
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6.13 Hide

After a project is setted to productive mode items, questions or forms can not be deleted anymore in the
FormBuilder. Instead they can be hidden by configuring this accordingly in the FormBuilder. The hidden
objects will not be accessible in DataCapture unless they are configured to be shown again.

Hidden objects will  be treated in DataCapture as if  they have not been defined. For example, hidden
items will no longer be included in the form completion calculation or SDV status when saving again. A
form family that does not contain any visible forms will not be displayed in the patient form overview. In
the case of a saved form, the recalculation of the status without the hidden items will only be performed
after the form has been saved again.

In the Audit Trail the hidden items and questions will remain visible. However, they will be shown with a
special highlighting frame. The same applies for the listing of queries and comments.

In the query reports, queries regarding hidden questions will be framed and highlighted, just like in the list
of queries for a form.

Note: 

Form rules of displayed items can still refer to hidden items, as these are merely no longer displayed in
DataCapture and have not been deleted from the database. 
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7. Appendix

The following section contains extracts from example files for the DTM import and import formats.

7.1 DTM 

XML format

File type: „*.xml" (ungezippt)

File structure: Entries in accordance with the "discrepancies.dtd" as specified here:
<!ELEMENT file (discrepancy*)>
     <!ATTLIST file project CDATA #IMPLIED>
<!ELEMENT discrepancy (testnr, testdate?, testtablename, testcolumnname, testmnpdocid,
testpid, testtext?, testinstruction?)>
     <!ATTLIST discrepancy testdcnr CDATA #REQUIRED>
<!ELEMENT testnr (#PCDATA)>
<!ELEMENT testdate (#PCDATA)>
<!ELEMENT testtablename (#PCDATA)>
<!ELEMENT testcolumnname (#PCDATA)>
<!ELEMENT testmnpdocid (#PCDATA)>
<!ELEMENT testpid (#PCDATA)>
<!ELEMENT testtext (#PCDATA)>
<!ELEMENT testinstruction (#PCDATA)>

Entries
Name Doublet search Type Format / Width Meaning
testdcnr - Integer (external) ID of discrepancy
testnr yes Integer (external) ID of test
testdate - Date dd.mm.yyyy Time of test run 

(MEZ/MESZ)
testtablename yes String 32 Name of affected table
testcolumnname yes String 32 Name of affected column 

(Item)
testmnpdocid yes Integer ID of affected dataset (= "mn-

pdid")
testpid yes Integer ID of affected patient
testtext yes String 1000 Test error message
testinstruction - String 500 Instruction to centre

Example:
<?xml version="1.0" encoding="UTF-8" ?>
<!DOCTYPE file SYSTEM "../discrepancies_01.dtd">
<file project="SRT">

<discrepancy testdcno="100">
<testno>1</testno>
<testdate>01.05.2007</testdate>
<testtablename>mnpmt1checkboxmatrix1</testtablename>
<testcolumnname>pregnant</testcolumnname>
<testmnpdocid>229</testmnpdocid>
<testpid>39</testpid>
<testtext>Entry outside normal range</testtext>
<testinstruction>Check entry</testinstruction>

</discrepancy>
<discrepancy testdcno="101">

<testno>1</testno>
<testdate>2.05.2007</testdate>
<testtablename>mnpmt1checkboxmatrix1</testtablename>
<testcolumnname>female</testcolumnname>
<testmnpdocid>229</testmnpdocid>
<testpid>39</testpid>
<testtext>Entry improbable</testtext>
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<testinstruction>Check entry</testinstruction>
</discrepancy>
<discrepancy testdcno="102">

<testno>1</testno>
<testdate>3.05.2007</testdate>
<testtablename>mnpmt1checkboxmatrix1</testtablename>
<testcolumnname>sondrogen</testcolumnname>
<testmnpdocid>229</testmnpdocid>
<testpid>39</testpid>
<testtext>Entry improbable</testtext>
<testinstruction>Check entry</testinstruction>

</discrepancy>
<discrepancy testdcno="103">

<testno>1</testno>
<testdate>4.05.2007</testdate>
<testtablename>mnpmt1checkboxmatrix1</testtablename>
<testcolumnname>smokes</testcolumnname>
<testmnpdocid>229</testmnpdocid>
<testpid>39</testpid>
<testtext>Improbable entry</testtext>
<testinstruction>Please check</testinstruction>

</discrepancy>
</file>

CSV format

File type: „*.csv“ (unzipped)

File structure:

 Line by line entry of datasets

 First line contains the names of the values listed below 

 Entries are enclosed by inverted commas.

 Entries are separated from each other by semicolons. No semicolons are permitted within an entry.

 "White space"  between the enclosing inverted commas and the separating semicolons will  be
ignored.

 Empty entries are entered by consecutive inverted commas 

 Only entries for test text and test instructions may be empty

 The order of the entries must match the following description

Entries
Name Doublet search Type Format / Width Meaning
testdcnr - Integer (external) discrepancy ID 
testnr yes Integer (external) test ID
testdate - Date dd.mm.yyyy Time of test run 

(MEZ/MESZ)
testtablename yes String 32 Name of affected table
testcolumnname yes String 32 Name of affected column 

(Item)
testmnpdocid yes Integer ID of affected dataset (= "mn-

pdid")
testpid yes Integer ID of affected patient
testtext yes String 1000 Test error message 
testinstruction - String 500 Instruction to centre

Example:
'1';'2';'02.03.2007';'mnpmt1personal';'age';'229';'39';'Age unclear';'check'
'2';'2';'02.03.2007';'mnpmt1personal';'age';'260';'43';'Age unclear';'check'
'3';'2';'02.03.2007';'mnpmt1personal';'weight';'271';'35';'Weight incorrect';'check'
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7.2 Form Data

List format

This format is only valid for individual imports. All key value pairs must be listed individually in one row.

Example individual import entries:
Allergies = cats
Examination = 120520081156

CSV Format

File type: „*.csv“ (unzipped)

File structure:

 Line by line entry of datasets

 First line contains names of the values listed below

 Entries are separated from each other by delimiters defined in the FormBuilder. The delimiter may
not be contained within an entry.

 The dataset identifiers must be unique in a project, multiple instances of the patient variable or the
form field are not permitted

 The variable defined for the form field cannot be additionally imported as a value (in the example
below: the variable Name-Pat-ID)

 A form field identifier may only be used in already saved forms.

Example mass import entries:

Fig. 105: Example definition of the import format from the FormBuilder.

Example mass import CSV file:
pid;Name;Allergies;Examination
aaa000;Schmidt;cat;120520081156
aaa070;Müller;dog;150820020850

Import in repetition groups:

Imports in repetition groups are possible by columns or rows. 
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1. Introduction

This manual provides a step-by-step guide for using the secuTrial® ExportSearchTool.

1.1 System requirements

The secuTrial® ExportSearchTool can run under different operating systems (e.g. Windows, MacOS or
Linux).

In order to work with the secuTrial® ExportSearchTool no special software needs to be installed on your
computer. A PC with internet connection (or intranet connection when developing in a company network)
serves as the client.

The software required to run this tool is installed on a central server and can be accessed simply by using
one of the common browsers (Microsoft Internet Explorer, Google Chrome, Mozilla Firefox, Safari etc.).
We recommend using the most recent version of the browser available.

JavaScript and SSL encryption need to be activated in your browser and the MetaRefresh should be
allowed. Java and ActiveX can be deactivated.

For security and data safety reasons the cache should be set to zero.

If the browser offers a popup suppression it should be deactivated. If you need support for the correct
browser configuration please contact your local system administrator.

1.2 General user information

The ExportSearchTool is accessed via the internet. If your internet connection is slow, unsafe or unstable,
this will inevitably limit the performance of the system.

The respective URL (=internet address) will be sent to you separately. 

Depending on which browser you are using, there may be slight differences in window views or in the
menu and print layout. All CustomerAdminTool functions have been tested with standard browsers.

NEVER use the browser functions "Refresh", "Back", "Forward" or “Print”. Please use only the  buttons
and links within the ExportSearchTool. The secuTrial® menu buttons are always located at the top right of
the page:

 Click on the WELCOME button to return to the ExportSearchTool start page. 

 Click on the CANCEL button to return to the previous page.

 Click on the CLOSE button to close the current window and return to the main window. 

 Click on the LOGOUT button to quit the application. If you want to log in again, you will need to re-
enter your user ID and password.

 Click  on  the  HELP button  to  open  the  help  topics  describing  the  main  functions  of  the
ExportSearchTools.

It is not possible to right click and use the browser's short-cut menu on secuTrial® pages. This is to ensure
that navigation only takes place via the provided secuTrial®  buttons and links.

If the server does not register any activity for a long period of time, your session will automatically time
out. This guarantees that no unauthorised persons gain access to the database and can change your
datasets. Activity on the server means saving or changing pages, but not just entering data. The exact
time until timeout is configured on the secuTrial® server and is usually 20 minutes.
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The remaining time until the session timeout is displayed in both the title bar of the browser window as
well as in red on the page in the upper status bar.

1.3 ExportSearchTool functions

The ExportSearchTool enables medical datasets (and their metadata) to be exported from the central
secuTrial® database in standardised data formats (e.g. CDISC-ODM, SAS, SPSS, CSV) for statistical and
biometric analysis. The data can be searched, filtered and restricted according to predefined parameters
(search function).

Both active and closed projects can be searched and exported. This function is not possible any more for
inactive projects.

Searches

Two steps are involved when searching for patients:

1. Create a search form / specify the search criteria:

The forms displayed in DataCapture form the basis for the search. The questions that are relevant
for the search are determined from the forms. The search forms are always automatically saved
and then further parameters can be added. 

2. Specify search parameters:

In the prepared search forms parameters can be entered and a concrete search request can then
be sent to the database. After the secuTrial® database has been searched, a list of all patients cor-
responding to the specified criteria will be provided.

Note:

The search does not reduce the volume of data per patient in the export (only the selected items are
transmitted in the Export), but instead reduces the number of patient data sets. Only patients who are
included within the results lists are exported.

Export

Exporting data entails four steps:

1. Define the export criteria

2. Generate a transaction number (TAN) with the ExportSearchTool

3. Compile the exported data in the desired export format

4. Download the exported data with the TAN as a zip file 

An export can also be performed without a preliminary search. In this case, all of the patient datasets
from the selected centre will be automatically exported. 

1.4 General information 

When searching for patients in the secuTrial® database or exporting patient datasets, only data will be dis-
played from projects to which you have corresponding access rights via your centres.

Depending on the selected format, the exported data will be saved in one or more files. This data is com-
pressed in a zip file for downloading. To open the zip file, an application such as WinZip or a similar tool is
required, see Downloading an export.
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Fig. 1: Dialogue window (example) for downloading an export
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2. Login

2.1 Standard Login

To log in to the ExportSearchTool, please enter your user ID and password. Your user ID will be assigned
to you together with your password.

The login procedure for the database involves three steps: 

1. Enter your user ID exactly as it was assigned to you. Make sure to use exactly the same capital
and lower case letters.

2. Enter your assigned password.

3. Click on the LOGIN button.

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the login page

For security reasons your password must comply with the following criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default:  8)  and include  a non-alphabetical  character  (number,  dot,  slash,  etc.).  It  must  not  be
identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 If you enter your password incorrectly three times, your account will be locked. Should this happen,
please contact your participant administrator who will assign a new password to you.

 When choosing your password, please be aware of any SOPs that may apply to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.

After you have logged in,  the  Welcome page of  the secuTrial® ExportSearchTool will  open.  If  in  the
CustomerAdminTool a timeout message has been configured for the customer, it is checked whether the
last session was properly ended by logging out or whether it was ended due to a timeout and a timeout
message has been configured for the customer. In the latter case, the user will be informed of this with a
Javascript pop-up window and asked to logout properly the next time. After confirming the Javascript
message, the normal welcome page will be displayed.

2.2 Login via2-factor authentication with TAN

After a user ID and password have been entered, the TAN is sent to the specified email address. Instead
of the password field, the entry field for the TAN and instructions will then be displayed on the login page  

After changing the user password from the login page, it is also necessary to enter the TAN in order to log
in.
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Abb. 2: Login page in ExportSearchTool for entering the TAN.

In addition to the TAN, the email contains the URL of the application as well as the customer area and
validity duration of the TAN.

Abb. 3: Example of an email containing the TAN.

Note:

The URL is only provided as a reminder. To make sure the URL cannot be accessed directly, it is
intentionally left incomplete (the protocol and customer area suffix are missing). Calling up the URL
would terminate the login process.

If the TAN has expired or the permitted number of incorrectly entered passwords has been exceeded, the
login process will be terminated, you will then be redirected to the logout page and an error message will
be displayed. This will also happen if no email address has been specified for the user. The login process
can then be started again from the beginning.
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2.3 Logout

Fig. 4: Information page after logging out

Each time you have finished your work and when leaving your work station you must manually log out
(LOGOUT in the header) to ensure that no unauthorised persons can use your participant account.

After logging out, an information page will be displayed. Use the provided link to return to the Login page.

It  may happen that  you  will  be logged out  automatically,  if  the server  does not  register  any activity
(=server contact) for a longer period of time (=session timeout). The exact time until timeout will be shown
in the browser title bar of the main browser window.

2.4 Change password

The first time you log in to secuTrial® you will be asked to change your password. You can also change
your password at any time by clicking on the CHANGE PASSWORD button on the Login page

For security reasons your password must comply with certain criteria:

 The password must contain a minimum number of characters (configurable: six to 10 characters,
default:  8)  and include  a non-alphabetical  character  (number,  dot,  slash,  etc.).  It  must  not  be
identical to the old password.

 You will be regularly prompted to change your password (default: every 6 months).

 When choosing your password, please be aware of any SOPs that may apply to you.

If  you enter  your password incorrectly three times,  your account will  be locked. Should this happen,
please contact your secuTrial® administrator who will assign a new password to you.

Please also observe the applicable regulations and requirements regarding clinical studies and data pro-
tection.

After you have logged in, the Welcome page of the secuTrial® ExportSearchTool will open.

2.5 Request new password

If the "Participant password reset" function has been activated in the CustomerAdminTool, an additional
"Password lost" button will appear for participants on the login page. Clicking on this button opens the
page for requesting a new password.
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Fig. 5: Page for requesting a new password. If you already entered the user ID on the login page, this
field will be filled accordingly.

If an e-mail address has been saved for you, you will receive an e-mail containing a reset URL after click -
ing on the "Request new password" button. Via this URL you can create a new password. The URL is
valid for 4 hours.

If no e-mail address has been registered, an e-mail will be sent to the e-mail address for the project to
which you are assigned, either directly or via centres. In the case of multiple projects, all projects will be
notified. If no address has been entered for any of the projects or if you aren't assigned to a project, the e-
mail address registered for the customer will be used. If no address can be determined, no e-mail will be
sent.

After clicking on the request password button, you will be informed of the respectively performed action.
The e-mail will be sent in the language used by you if a language has been configured. Otherwise the lan-
guage displayed on the request password page will be used.

After creating a password, on the next page a link will be displayed to the login page of the tool from
which the request was made.
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Fig. 6: Page for creating a new password (accessed via the e-mailed link).
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3. Welcome page

After logging in the welcome page will open. This is the starting page for performing exports and for any
preliminary searches.

All of the general navigation buttons are located at the top right of the page (see Fig. 7):

 WELCOME To open or return to the Welcome page

 HELP To open the Help menu in a new  window

 LOGOUT To exit the ExportSearchTool

 EXPORT To open the page for a “New export” (see Chapter 5 5.1) 

 DOWNLOAD To open the page for ”Downloading“ (see Chapter 5.2 5.3) 

 EXPORT HISTORY To open the page “Export history” (see Chapter 5.3 5.4) 

The area on the left contains links to the project(s) to which you have access rights. This is where you
start the searches and filtering to reduce the number of patients before exporting.

3.1 Navigation

Fig. 7: Welcome page

For orientation, the current user's data is always displayed in the header on all pages (name of the user,
project – if selected – and the date)

The top right area contains all of the general menu buttons, including buttons for navigating between the
individual functions of the ExportSearchTool.
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4. Searches

The results of a search in secuTrial® database is always a list with patients. It is possible to export all the
data for patients or only the list itself. 

All  search functions can only be conducted within a project.  You need to select a project in order to
access the search area of the ExportSearchTool.

In the search area of ExportSearchTool you can:

 create new search forms

 use previously created search forms for new searches

 copy previously created search forms

 delete search forms you have created 

 initiate and use all of the functions in the header menu (e.g. also a direct export without filtering)

Note:

Please note that the following descriptions refer to two different types of form:

 Search forms are the created pages (e.g. for collecting criteria which serve to reduce the amount of
data before exporting).

 Forms are the entry masks (eCRFs) which are used when collecting data in DataCapture.

This distinction only applies to the text in this manual. References to “forms” in the ExportSearchTool itself
apply only to search forms. It is not possible in ExportSearchTool to create forms for DataCapture.

4.1 Search Forms 

Direct method: Log in Select a project

Fig. 8: Search forms page (list with previously created search forms)

After selecting a project on the Welcome page the search area of the ExportSearchTool will be displayed.
The currently selected project is displayed in the header. The first page provides an overview of all of the
search forms for this project.

At the top of the page are also additional buttons to those on the welcome page:

 NEW FORM To open the page for creating new search forms

 FORMS To open the list of all previously created search forms 

 SEARCH HISTORY To open the list of all previously conducted searches

Stand: 27/05/2019 – 12 – © interActive Systems



ExportSearchTool secuTrial® 5.3 User manual

The search forms listed under the menu item FORMS can be sorted by Name, created at and created by
(click on the column heading).

Next to the links to the search forms is a DELETE button for deleting the search forms. The results from
searches made with these forms will also be deleted. Search forms can only be deleted by the user who
has created them. Forms created by other participants cannot be deleted.

The numbering of the individual search forms is intended to provide a better overview and they do not
represent criteria for identification purposes (they remain after the list changes).

Note:

Editing previously created search forms (i.e. entering search criteria) is not directly possible. If you wish
to use a previously created search form as a template for a new form, a copy of the original must be
created first (see Chapter Copying a search form ).

4.2 Creating new search forms 

Direct method: LOGIN  Select project  NEW or NEW FORM

Fig. 9: Create a new search form: page structure

Procedure

1. Give the new search form an easily recognizable and content-related name.

2. Select a form group (visits, adverse event, casenode or image forms) from the selection list.

3. Click on the triangle beside the form family name to display a list of the forms contained within that
group.

4. Click on the triangle to the left of the form name to view the associated criteria. 

5. Click on the checkboxes to select the relevant criteria for the search.

6. Repeat steps 2-5 until all of the necessary criteria have been selected.

7. Save the form using the  SAVE+SEARCH button and the starting point for performing a search will
appear.
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8. If you do not wish to save the search form, click on the BACK button.

Note: 

When using a search form to perform a search with an  or  formula, this must be taken into account
when creating the form (see below).

AND- and OR-ing criteria / groups of criteria 

“And” conjunctions suffice when only one criteria needs to be set for each included question when filtering
the data. If multiple possibilities need to be taken into account, an “Or”-disjunction is necessary. 

All criteria in a group of criteria can be used as “and” conjunctions in later searches. This means that from
the pool of defined criteria in a search form (within the individual questions), it is possible to select the cri -
teria (i.e. items) individually or all of the criteria for later searches and to link them using a logical “and”
conjunction (see the examples below). 

“Or” disjunctions are necessary when the search criteria for a group of criteria should not limit but extend
the previous group of questions.

If “Or” disjunctions are to be used in the search, click on the underlined OR button when creating a search
form. This calls up a self-contained group of criteria which you can later edit to the above schemata (see
Chapter 4.2). It is possible to use as many “Or” combinations as you wish in a search form. 

The following examples clarify this: 

Example:

Search for all men who have been diagnosed with XY and medication Z.

For this search, the search form must include the criteria gender, diagnosis and medication. The search
only takes into account patients who fulfil these three criteria simultaneously (i.e. within one visit).

Example:

Search for all men diagnosed with XY or medication Z.

For this search an “Or” disjunction between two groups of criteria is useful. The first criteria group con-
tains the criteria gender and diagnosis while the second group of criteria contains gender and medication.
In this case the search takes into account all men diagnosed with XY (with or without medication Z) and
all men taking medication Z (with or without diagnosis XY).

In the above-described search forms, the search criteria have been set for gender, diagosis and medica-
tion. This means that after saving the form it is not possible to subsequently include additional criteria (i.e.
age). The search parameters (men, diagnosis XY and medication Z), however, can be varied as required.
At a later date, for example, a search could be conducted with the same medication criteria, but the
search parameters for gender could be changed.

4.3 Copying a search form 

Direct method: LOGIN  select a project  activate the radio button next to the search form  COPY

On the “Search form” page is an overview of previously created forms. To copy a form, activate the radio
button in the first column and click on the COPY button. The name of the copied search form will be auto-
matically incremented  and the selected criteria will be adopted. You can, of course, change the name
yourself.
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All questions from all of the forms will once again be available, enabling you to adapt, expand or limit the
copied form:

 The name of the form can be changed or adapted.

 The copy of a search form includes the same search criteria as the original, without the search
parameters (refer to Chapter 4.6). As described in Chapter 4 Creating new search forms , the cri-
teria in copied forms can be extended or deleted.

Afterwards, save the new form  by clicking on the SAVE+ SEARCH button.

4.4 Performing searches 

Direct method: LOGIN   select a project select a search form

Fig. 10: Example of search parameters entered in a search form containing two “Or” groups

Procedure

1. When performing a search, the search form appears with the checkboxes for each item highlighted
in pink. Activate the corresponding checkbox for each item that is to be defined as a search cri-
terion. It is not necessary to use every item in the search form for your search.

2. Next, determine the parameters which you wish to search for or which parameters must be fulfilled
in order to include patients in the group to be exported (e.g. all males, all older than 50).

3. Define the data basis in the bottom section of the form (enter information on the examination period
and the centres, see below).
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4. Decide whether the results of the search should be stored by (de)activating a checkbox to the right
of the SEARCH button. After saving the results, click on the SEARCH HISTORY button to access or reuse
the search results.

5. Click on the SEARCH button to begin the search.

Entering search parameters

For numerical data, date or text fields, you can choose between select absolute figures and (e. g. date)
and relational figures.

The permitted relational operators for numerical data are:

> - greater than 
< - less than
>= - greater or equal to 
<= - smaller or equal to 
<> - unequal 
= - equal 

The permitted relational operators for text data are: 

= - equal to
<> - unequal to
contains - contains

With text fields you can also specify whether capitals and lower case letters should be taken into account
in a search. Entries in a text field are searched as complete text, including any spaces contained in the
entry.

For questions with specific answer options (radio button, checkboxes, dropdown lists) only one answer
can be selected as a search parameter.

Image components can be searched textually for the original file name. Searches for image content, size
or format are not possible.

Next to a few of the questions there is also an AND button. Click on this to open an additional field where
further specifications can be made for search parameters. To remove them, click on the corresponding
DELETE button.

Data pool

Database searches can be limited to a specific data group:

 the Survey period (only available when searching through visit forms)

 the  Form status (e.g. don't care [=all], active [=locked forms are not considered], only forms that
have been reviewed, etc.)

 the Last edit / period (this means the time frame in which the data being searched was last saved)

 the Centre (select one or more centres from the list as permitted by your access rights.)

Note: 

A search for “all visits“ is visit sensitive. For example: on the first visit patient X was 30 years old and
weighed 100 kg. On a later visit this patient was 35 years old and weighed  80 kg. If a search of all
visits is conducted for age 30 and weight 80 kg, patient X would not be found.

4.5 Search results

Direct method: LOGIN  select a project  select a search form   SEARCH
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Fig. 11: Search in progress page 

Once a search has been initiated, the secuTrial® database will be searched according to your search cri-
teria and parameters. This can take some time depending on the complexity and the size of the selected
data pool.

While the search is being performed, the ExportSearchTool displays a processing page with a search pro-
gress bar. This page has no other functions. After the search has been completed, a page with the search
results will be automatically displayed (see below).

Fig. 12: Search results with search criteria and parameters

At the top of the page, the results of the secuTrial® database search are displayed with a list of patients
who match the search parameters. With regard to the completeness of the list, please note that only
patients to whom you have access rights within your assigned centres will be displayed.

The patient list can be filtered by “Patient status”, "Centre” and “Participant”. The default setting displays
all “active” patients. 

The search criteria and parameters are listed further down the page.

Via “View selection” in the bottom third of the page you can change the way the list is displayed. The
default setting is “Status”, “Centre”, “Participant”  and “Visit”.
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You can now:

 print the results page 

 export the results list by clicking on the  EXCEL button (patient pseudonyms, search criteria, data
pool). The actual data of the matching patients will not be exported. Instead, a list of the matching
patients as shown on the results page will be exported. 

 start a new search or

 export all of the medical and meta data from the matching patients by clicking on the EXPORT button
(see Chapter 4.1.). Please note that filtering by “Status”, “Centre” or “Participant” has no effect on
this export.

4.6 Search history 

Direct method: LOGIN  select a project  SEARCH HISTORY

Fig. 13: Search history page

This page displays a list of all saved searches. The list includes the name of the search form, the  parti -
cipant who performed the search, the search date and the number of patients found.

Use the triangles at the beginning of each line to show or hide the search criteria and parameters. 

To repeat a search from the list using current data in the database, click on the name of the search. The
corresponding search form will appear with all of the previously used search parameters. These search
parameters can be edited before performing the new search. If required, the results can be saved by
clicking on the “Store result” checkbox (see above). Altering or adding search criteria is not possible.

Simply click on the number of found patients to view the results list and the search criteria. It is only pos -
sible to view the results of searches which you have conducted yourself. 

Click on the DELETE button to delete the search results. The search forms used for the searches are not
deleted. It is only possible to delete search results from searches which you have conducted yourself.
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Note:

Please be aware of the difference between search forms on the “Search history” page and the “Start
search” page (see Chapter  4.5). On both pages it is possible to start a new search using previously
created search forms.  However,  on the “Start  search”  page an empty form without  parameters is
displayed, while on the “Search history” page a search form with all of the search parameters from
previous searches is displayed.
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5. Exporting

5.1 Create a new export

Direct method: LOGIN  EXPORT 

Direct method of exporting with preceding search: LOGIN select a project  select a search form  start
search  search  EXPORT 

Fig. 14: Start page for a new export with centre selection and displayed form filter and activated export
scheduling information.
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Define the criteria for the patient data and meta data which is to be exported. Determine the number of
exported patients and visits: 

 Description

For exports, a description can be optionally entered with a maximum length of 200 characters. If a
description has been assigned, this will be displayed instead of the centre name in the download
list and the export history.

 Project, centre

Any of the projects and centres for which you have access rights can be selected here (for multiple
selections use the Ctrl key).

 Visits

Select which visit dates are to be included: all / first / last / selected visits [by entering the type of
visit.]

 Patients

Select which form datasets are to be exported: all patients (“to be deleted“  patients are never
exported) or active patients (i.e. not locked, not deceased and not anonymous). 

Note: 

If an export has been started from a search, the export is limited to the patients found in the search. It
is no longer possible to select projects, centres or patients. Instead of selected patients, the number of
patients found in the search will be displayed (see below).
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Fig. 15: Start page for a new export from the search results list.

Searching for and exporting patients who are assigned to multiple centres (function “patient in multiple
centres” is configured in FormBuilder) is always carried out via the home centre, i.e. the centre in which
the patient was first created and which is entered in the casenode.

Format

Here you can select an export format. Additional format options are available depending on the selected
format:

 CDISC ODM v1.3 Format (xml)

 SAS format

 SPSS format

 CSV format for MS Excel
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 CSV format

 Text file (set field width)

Rectangular table: For the formats SAS, SPSS, CSV and TXT it is now possible to select the ‘rectangu-
lar table’ as the format form. In this format all project data is exported logged in a (‘data’) table and each
patient is exported in exactly one row of data. This format is indicated by the prefix ‘rt’ in the overviews
and the Zip file name.

 All forms that are created or displayed in multiple instances either as visit forms in multiple visits,
adverse event forms in multiple adverse events, follow-up examinations or image forms will  be
exported as separate columns. The column names are created from the identifiers for the form
type, the repetition, the table name and the actual item column name. With items from repetition
groups, identification is carried out via an appendix for the repetition.

 The overall structure of the rectangular export can vary according to the number of repetitions of
visits, adverse events, image forms and sub-forms. In the export there is an additional table for
explaining the visit aspect (‘visit plan’) of the column names. With SAS exports, the table names in
the column descriptions are replaced by numbers, which are also explained in a third table (‘form
numbers’) in the export.

 To assign the related subform content to the main form,  the internal database-ID of the repetition-
group question is used. For the explanation of the used IDs the question description table 'question'
(short form: 'qs') is always included in the rectangular export format, similar to the visit description
table.

 With the rectangular table it is not possible to export setup information, queries, comments, SDV,
DDE-Informationen, Missing Values or the audit trail. Image items also won’t be exported in this
format.

 Furthermore it is not possible to export centre forms with the rectangular table.

 A detailed  explanation  of  the  rectangular  table  can  be  found  in  the  documentation  on  export
formats.

Duplicate form meta data into all tables: For the export formats SAS, SPSS, CSV and TXT, you can
choose that the metadata related to the patient and structural information is to be added into all patient-
related tables. This comprises the following information:

 Patient:

 Pseudonyms

 Centre

 Creation information (entry date, participant)

 Randomization

 Structure:

 Visit (Label, No., ID)

 Adverse event examination (Date, No., ID)

The project definition and the options selected in the "Included data" section determine which metadata
are repeated. 

Metadata can be added to the following tables:

 casenode (only repetition of the column mnpctrname)

 mnp... / atmnp 

 emp... / atemnp

 queries 
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 comments

 sdv / atsdv

 miv / atmiv

 images

Number format: For decimal numbers and date formats (see above) the required language can be selec-
ted separately. Selecting the number formats is possible for SAS, SPSS and CSV/TXT formats. Date
formats can only be selected for SAS and SPSS. 

 The language format selected for numbers determines whether the decimal point is displayed as a
comma (German format) or by a period (English format). In exports there are no separators for
thousands.

 The language format selected for dates determines the three-letter abbreviations for the names of
the months. For this reason the language used for dates can only be selected for formats that use
letter abbreviations (see fig. 19)

Included Data 

Specify here what data is to be included in the export. Some options are only displayed and available for
selection if the project has been configured accordingly, for example the Missing Values or the Source
Data Verification. You can also specify whether a short description of the entire project setup including the
visit plan, form descriptions, Audit Trail, centre informations or Queries and Commentaries is to be expor -
ted.

You can select whether data from hidden fields is also to be exported. Only then will queries, comments
and SDV be exported from hidden form items as well as visit data (if a visit has been hidden). For export -
ing withdrawn queries there is an additional export option.

Image files can be optionally included in the export as original, web display and / or thumbnail (miniature)
files. The images will then be placed in an additional “patient images” folder and integrated in the zip file.
Including image files can result in very large downloads and for this reason the file size is displayed as
additional information on the download page. 

You can choose, if the information about the E-signature with its validation will be exported. 

Content  Column names  
(SAS, SPSS, CSV, TXT) 

Tags (CDISC) 

Participant name, displayed signature 
text, validity, version  

siguser, sigtext, sigvalid, 
sigversion 

<SignatureDef>in <AdminData>, 
<Signature>in <FormData> 

Fig  16: With an e-signature and validation this information will also be exported.

It is possible to select individual items, questions, forms or form families for exporting. Only the selected
columns will then be created in the tables and exported. If no item has been selected from a form, in non-
rectangular formats no file for this form will be created either. All items which can be saved from all forms
will be listed. Sub-form items are listed directly within the repetition group. Direct or indirectly hidden items
can only be selected for the export if the option ‘Form data of hidden fields’ has been previously selected.
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Fig.  17: Example of a group of selected items from all form data via the button "selected items".

In addition to the selection of individual items it is possible to deselect individual metadata informations.
These columns will not be included in the export.

Category  Content  Column names 
(SAS, SPSS, CSV, TXT) 

Tags (CDISC) 

Patient status  Deleted, frozen, de-
ceased, closed, ... 

mnpcs0, mnpcs1, mnpcs2, 
mnpcs3, mnpcs4, mnpcs5 

<Annotation> 1, 2 in <Sub-
jectData> 

Structure  Visit plan, AE, im-
ages, hidden 

visitstartdate, mnpvisid, mn-
pcvpid, mnpvisno, mnpvispdt, 
mnpvisfdt, [mnpaeid], [mn-
paedate], [mnpaeno], [mnpae-
fuid], [mnpaefudt], [mnpcrtdt], 
[mnpcrtpt], [mnpcrtpusid], [mn-
phide] 

<Form> and <FormData> 
with FormOID="F.VMI" in 
<StudyEvent>, or 
<StudyEventData> for vis-
its  

Document editing  Last edit, document
creator, form ver-
sion 

mnplastedit, mnpptnid, 
[mnppusid], mnpvsno, mn-
pvslbl, sigstatus, [sigreason] 

<ItemGroup> and <Item-
GroupData> with Item-
GroupOID="FG.MNP" in all
<Form>, or <FormData> 

Form status  Review, freeze, 
completion, valida-
tion, queries, com-
ments, SDV, DDE   

mnpfs0, mnpfs1, mnpfs2, mn-
pfs3, mnpfcs0, mnpfcs1, mn-
pfcs2, mnpfcs3, [mnpfsqa], 
[mnpfsct], [mnpfssdv], [mnpfs-
dde] 

<ItemGroup> and <Item-
GroupData> with Item-
GroupOID="FG.FS" in all 
<Form>, or <FormData> 
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Fig  18: Description of patient and form meta data categories that can be deselected. The columns shown in
brackets are linked to other project or form settings and will only be exported if the corresponding function
has been activated or the necessary information is available.

You find a further description of the different categories you in the export formats documentation.

Data handling

Checkboxes that have not been selected can be optionally exported as the number ‘0’ or as the value
“null” (the display varies according to the format). In both cases it cannot be seen whether the checkbox
has not been actively selected or whether a value has not been assigned because the form was not
saved.

In a next step it can be selected whether the values for date and time items are to be exported in the
existing text format or as a “real” date or time. A default value will be assigned to any elements which are
not entered because of the item type or because they were not a mandatory field within the item type. The
default can be defined for each export.

If a day later than the 28th of a month is specified in the default date a warning will be displayed when
starting the export because this day can result in a shift of month when completing a date.

Example: 

In a form item the incomplete date “__.02.2013” has been entered, the default date has been specified
as “31.05.2013”. By adding the day this would result in the 31 th February, so the whole date will be shift
according the calender to “03.03.2013” (=28th February + 3 days).

The export is performed in the following format:

secuTrial® Item-Typ SAS (INFORMAT) SPSS CSV / TXT

DD.MM.YYYY HH:MI DD-MMM-YYYY:HH:MI:SS DD-MMM-YYYY HH:MI:SS YYYY-MM-DD HH:MI:SS

DD.MM.YYYY DD-MMM-YYYY DD-MMM-YYYY YYYY-MM-DD

MM.YYYY

YYYY

HH:MI HH:MI:SS HH:MI:SS HH:MI:SS

HH:MI:SS

MI:SS

Fig  19: DD = (double digit) day of the month, MMM = (three letters) abbreviation for the name of the month, MM =
(double digit) numerical month, YYYY = (four digit) year, HH = (double digit) hour with a 24 hour clock, MI
= (double digit) minutes, SS = (double digit) seconds 

Randomization and Unblinding

If you have the role rights for "Unblind with export", you can also choose whether the randomization is to
be unblinded when exporting. 

If unblinding has been selected for an individual export, two columns will be exported in the casenode
table respectively in the separate RANDOM form (CDISC), with one column containing the randomization
number and the other the randomization group.

If  the patient  has been permanently unblinded via  the emergency unblind function,  this unblinding is
always performed without being explicitly selected and without any additional unblinding rights of the par-
ticipant.

In the case of multiple randomizations in a project, two columns are exported in the casenode table for
each randomization item.
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The normal randomization form data remains unaffected by this. If blinding is selected, the randomization
number will be exported.

Unblinding in exports is listed separately in the export history. It is therefore always possible to see which
participant requested and carried out the unblinding.

Filter form content

Here it is possible for you to filter the form contents according to status before exporting, so not all of the
medical data will be exported. The default is “no check”, which means that all the forms will be exported.
The form filter can be hidden or displayed via the triangle icon. 

 Completion status: if selected, only forms with the selected completion status will be exported

 Data Entry Complete: this option is only available in DEC has been configured (see DataCapture
manual). Only forms with or without completed data entry will be exported.

 Validation: this filter refers to settings in the rules of a form. These rules can only be bypassed by
deactivating the checkbox CHECK DATA in the DataCapture tool. Forms with the status with warnings
(if using the rule “Confirm input if…” or  rule configuration as confirmation rule) or  with errors  (if
using the “Input required” rules) will then be saved.

 Review A / B: only forms which have a review status will be  exported.

 Freeze (automatic): only which have been automatically frozen will be exported

 Freeze: only forms which have been manually frozen will be exported. Further information on the
different freeze types can be found in the DataCapture manual.

 Comment/query status: only forms with the corresponding comment/query status will be expor-
ted.

 Source Data Verification: only forms with the selected SDV status will be exported.

E-Mail Notification

Here you can decide, if an e-mail notification is sent to you after the export process is finished (which may
take a while). If so, please provide your e-mail address. If your e-mail address is already stored in sec -
uTrial®  the input field may be pre-set accordingly.

Export Schedule

After starting an export, you will see the option "Export Schedule". This enables you to configure the cur-
rent export so that it is repeated every day during the specified period of time. These scheduled exports
will be triggered at the same time that the statistics are generated (this can be set in the configuration
file).

Fig. 20: Export scheduling information when configuring an export.

When using the scheduled export function an e-mail address must always be given. After the export has
been generated a notification mail will be send to this e-mail address containing the TAN and the link to
download the export.
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Formats

CDISC-ODM

The XML format follows the CDISC ODM v1.3 specifications. In secuTrial® the following limitations apply:

 Only the roles “sponsor”, “investigator” and “Lab”  (literal name) are accepted; all other roles are
expressed as “other”. Role designations are only possible if a participant is directly assigned to the
project. 

 The centre designations for participants and patients always refer to the current status and not
necessarily to the status at the time of the data entry. 

 If the Audit Trail is not to be exported, all queries and comments are written as a list of annotations
in the last transaction. However, this is only possible if the untyped data format has been selected. 

With the selection “iAS extension” in the CDISC format, additional elements and attributes are defined
which specify the visit plan date, query ID, e-signature validity, hidden fields and SDV status if the corres -
ponding function has been configured for the exported project. You can select whether the data is to be
exported as in the ODM v1.2 specifications or typed according to ODM v1.3.

In projects where patient reported outcome (PRO) is used, patients who have saved forms themselves
will be exported as users in the section "<AdminData>". One of the pseudonyms (according to project
configuration and in the order Pat-ID, Add-ID, Lab-ID) will be used as the login name for the user. The
user ID of the patients will differ from the user ID of the participants by means of the additional prefix
"PAT".

For projects in which configured randomization is used, an additional randomization form in an additional
RANDOM StudyEvent is created for the randomization. The RANDOM form is only composed of one item
group in which all randomizations are created as individual items.

The randomizations are exported with the data export of the Audit Trail in the project version in which the
respective randomizations were carried out. All randomizations are exported only once, as this data can-
not be changed once it has been saved.

Centre forms are defined per family as a separate "StudyEvent". The form contents are then exported in
the "StudyData" section and the centres are used as the "Subject". For the element IDs, the prefix "CTR"
is used for centres to avoid confusion with identical database IDs in different objects (patients / centres).

SAS / SPSS

With the SAS and SPSS format, the export takes the form of import scripts for the data tables in the
respective programme syntax. To import into the statistics programmer, run the reader scripts. For SAS,
the formats from the *_fmt.sas file must be read first and then the script from the *.sas file must be run.
With SPSS, run the *.sps file.

CSV / TXT

With CSV format, the format can be defined more accurately. The reference values (answer options for
radio buttons or dropdown lists) are given as values in medical  tables by default.  However,  you can
optionally specify “reference values in extra table” so that the DB values are written in the medical tables
and the corresponding answers are listed in a separate table. 

After entering all criteria, click on the START EXPORT button and the “Export started” page will open. Click
on the CANCEL button to return to the Welcome page without saving the entries or starting an export.

On the  “Export started” page the details of the export are displayed once again. The application also
assigns the export with a transaction number (TAN, see Fig. 21) that is required for downloading the
exported data later on. The page containing the TAN can be printed out by clicking on the PRINT button. To
proceed directly to the “Download” page, click on the CONTINUE button. The page with the selected export
options (without the TAN) is also included in every export as an html file.
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Even if printing is interrupted the data will still be exported.

Note:

You find the details of the exported data formats in the documentation “ExportFormats”.

Fig. 21: Displayed TAN (marker): this number is required to download the export

5.2 Export schedule 

Via the menu button "Export scheduling" already performed exports of the current participant can be
selected for scheduling or scheduled exports can be edited.

The upper part of the page lists all schedules which have either been created through the direct configur -
ation of  an export (see section  Create a new export:  Export Schedule) or have been created on the
schedule page. In the lower part of the page you can edit schedules or create new ones.
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Fig. 22: Scheduling a new export by selecting an old export.

New schedule / Edit schedule

By clicking NEW SCHEDULE a new export schedule can be created.. 

By clicking on the scheduling icon on the left (circular arrow with a clock outline), you can call up a sched-
ule for editing.

The following parameters can be edited:

 Select export: An old export of the current participant can be used to create a new scheduled
export. Exports can only be used once for a scheduled export. Exports that have been created by
means of scheduling cannot be used for another scheduled export.

 Centres: In some studies it is also possible to subsequently create centres. To avoid having to
reconfigure a regular export for this new centre each time, when scheduling the export you can
select the option "all current centres". All centres for which the participant has an active role right to
perform exports at the starting time of the export will then be included in the export, even if the
centre assignment of the participant changes between the respective exports.

Centres for which the participant no longer has the export right at the time of the export will not be
exported. This rule applies regardless whether "all active centres" or "as selected in export" is con-
figured in the scheduling.

 Notification e-mail: In addition to the TAN and the name of the export, the notification e-mail con-
tains a link for downloading the respectively generated export. When you click on the link, the login
page of the ExportSearchTool will appear in the browser. As soon as you have logged in, the page
for entering the TAN will be immediately displayed. After entering the TAN correctly, the export can
then be downloaded. If the export has already been deleted from the server, after logging in to the
ExportSearchTool the participant will be taken to the normal welcome page and a message will
appear regarding the deleted export.

 Exporting period: When the triggering point is reached, a new export will be started with the same
options selected as the old export. This export will be performed just like a manually started export
and logged in the database together with all options. An export period from e.g. the 05/06/ till the
06/06/ will include exports on both dates.
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Note: 

With centres (see previous section) and all other export options, the rights of the participant and the
project configuration may differ between the time when the export is configured and the time when the
export is scheduled and triggered. When starting the export, all configurations which may potentially
change as well as rights regarding the selected export options are checked once again and adjusted as
necessary. The options that are actually applied are documented in the database for the respective
export.  They can also be viewed in the attached export  option page in every export.  If  necessary
adjustments have been made to the centre or configuration options, this information will be added to
the notification email.

Delete schedule

By clicking on the cross at the end of the list you can delete schedules.

5.3 Downloading an export

Direct method: LOGIN DOWNLOAD

Fig. 23: Download page

On this page is a list of all exports that you have personally executed. The list includes information about
the general export options (project, centre, format, the date the export was created on, status, and dura-
tion).

If the participant has the corresponding rights he can repeat exports by using the arrow pointing to the left
(see chapter  5.5 Repeating exports ).

All export options will be saved for all exports that have been created from this version of secuTrial®
onwards, including in the export history. It is therefore also possible to retrospectively display the options
for these exports. An information icon (‘i’) has been created for this purpose in the download list and the
export history. Click on it and a window will open containing the export options, similar to the information
displayed in a downloaded export file.
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The status and duration of the export data that is currently being compiled are displayed in the last two
columns on the right. To update this information, click on the double arrow button at the top right of the
screen. Only once the compilation process has been completed is it possible to download the export by
clicking  the name or date. The export can be deleted by clicking on the red cross at the end of the row.

If an error occurs in the database or programme, a message may appear stating that the export contains
an error. In the case of a database error, a new export usually solves the problem.

Note:

If  a new export does not rectify the problem, a programme error may have occurred. In this case
please notify iAS. 

To select an export click on the name or date. 

Fig. 24: TAN entry field for downloading an export

Here you will be asked to enter the TAN for the selected export. The export will be downloaded if the cor -
rect TAN has been entered, followed by the SUBMIT TAN button. If the TAN is incorrectly entered, an error
message will appear. After five incorrect TAN entries you will be automatically logged out. Click on the
BACK button to return to the previous page.

Once the correct TAN has been submitted, a dialogue window will appear in your browser (see Fig . 25).
You can then select where you want to save the export files or directly open the files for editing.

         

Fig. 25: Example of a dialogue window for downloading an export file (Firefox and Opera)

If the dialogue window for saving the export does not open, please check in your browser preferences
whether a standard folder has been set up for saving downloads (in which case the export should be
there) or whether MetaRefresh is not permitted (this must be enabled). If the problem continues, please
contact your local system administrator or support service.

Depending on the format, the exported archive file (“.zip” file) contains various sets of files:

 XML (CDISC ODM v1.2.1): 3-6 files (1 “.xml” with the medical and administrative data and 2-5
“.xsd” describing the format schema).
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 SAS: “.sas”, “_fmt.sas”, a “dat” directory with all of the form tables in separate files.

 SPSS: “.sps”, a “dat” directory with all of the form tables in separate files.

 CSV and text format: all tables in separate files (forms and sub-forms, in some cases the corres-
ponding Audit Trail tables; including casenodes, forms, items, questions, visit plans, visit forms, in
some cases centres, queries and/or separate tables with reference values)

 If image data has been included, the folder “patient images” contains the image files in its sub-
folders.

Once the export has been downloaded, the status of the export will change from “Export  completed” to
“Downloaded”. The downloaded export can either remain in the list with the status “Downloaded” or be
manually deleted via the cross button, which will change the status to “deleted”.

Note: 

An export can be downloaded as many times as you require using the corresponding TAN. Only delete
an export from the server if  you are certain that it  is no longer needed. If  an export has not been
downloaded, a pop-up window will be displayed to confirm deletion. The deletion process can then be
cancelled.

5.4 Export history

Direct method: LOGIN  EXPORT HISTORY

Fig. 26: Export history page indicating a deleted export with an error message.

This  page  contains  a  list  of  all  exports  (including  deleted  exports)  with  information  on  the  project,
centre/centres, format, participant, date of creation, date of the last action and status. If an export was not
successfully compiled, an error message regarding the respective process will be displayed when the
mouse is moved over the status “Export error”  (tool tip). In a deleted export the error is only indicated by
a red exclamation mark, but you can display the error message as a tool tip in the status.

This page provides an overview of all requested exports and their corresponding status for projects which
you are authorised to access. Exports requested and/or edited by other participants are also displayed
here. The displayed exports cannot be edited normally.
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If the participant has the corresponding rights he can repeat exports by using the arrow pointing to the left
(see chapter  5.5 Repeating exports ).

All export options will be saved for all exports that have been created from this version of secuTrial®
onwards, including in the export history. It is therefore also possible to retrospectively display the options
for these exports. An information icon (‘i’) has been created for this purpose in the download list and the
export history. Click on it and a window will open containing the export options, similar to the information
displayed in a downloaded export file.

If you have the additional role right to delete exports, a delete button (red cross) is displayed next to the
export in the export history of the exports for which you have the corresponding role rights. The additional
deletion right for a centre within the export is sufficient for the right to delete the entire export. If an export
has not been downloaded, a pop-up window will be displayed to confirm deletion. The deletion process
can then be cancelled.

If you carry out a deletion, you will be documented as the last person to edit the export.

5.5 Repeating exports 

All exports that have been created from a current (or later) secuTrial® version onwards can be repeated.
Repeatable exports are marked with an arrow pointing to the left at the beginning of the row in the down-
load list or the export history, provided the participant has the necessary export rights in at least one
centre.

By clicking on the repeat-arrow the start  page for a new export  with  all  options previously saved is
opened. Without the corresponding export rights, centres (or patients when exporting a search result) will
be removed from the export selection and a message will appear accordingly.

You may adjust all options for your current requirements before (re-) starting the export.

Each repeated export will be logged as a new export in the export history including all options.

5.6 Automatic report FTP transfer as an export

SQL reports can be transferred automatically from the CustomerAdminTool to an external server. This
automatic transfer is logged in the database as an export and for each transfer an export entry will be
generated and the transferred file will be saved on the server as a copy. If a ZIP file containing multiple
reports is transferred, only a single export with all included reports listed will be generated.

The exports are listed in the export  history and as the exporting participant  only "secuTrial®"  will  be
named. Instead of included centres, all included reports are listed. (The reports are only stored by name
instead of by database reference).

For subsequent, manual downloads of the report exports there is a new checkbox below the download list
for displaying this type of exports as well. By selecting the checkbox, all report exports will be listed that
belong to projects where the current participant has the right to perform an export. To download any of the
export reports, the participant must know the respective TAN (configuration per scheme and area in the
CustomerAdminTool, see above).

Since large numbers of exports can be created as a result of automatic exports with short intervals or
many reports, the downloadable exports are now displayed in an overview with 20 exports per page.

The finished report exports can be deleted by any participant who is able to list them. A deletion has no
influence on the (previous) transfer. The export will still be listed in the export history.
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If an error occurred when generating the CSV or ZIP file, the export will be flagged with an error. If the
error occurred while transferring the file (e.g. the external server was down), the export will be labelled
“completed” but with an additional red exclamation mark flagged as “with error”. In both cases the error
message will be shown as a tool tip under status. In the latter case the export can still be downloaded
manually.
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