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1 Introduction

Viedoc is a service over the internet system for managing Case Report Form (CRF) data in clinical studies and patient
registries.

Viedoc is an Electronic Data Capture (EDC) system that enables easy data capture, management, validation and
presentation of clinical trial data. Viedoc is a Software-as-a-Service (SaaS) accessed directly through a web browser and
requires no installation. It is intuitive and user-friendly and enables efficient sharing of information.

Viedoc is a study centric system, that is, all the functionalities are more or less related to a specific study. Usually a study
in Viedoc corresponds to a clinical trial or other types of projects where data collection is applicable.

The main functionalities provided by Viedoc are:

= Data handling:
= Subject screening
= Online data entry (eSource compliant)
= Automatic data transfer
« Data signing
« Commenting
= Medical coding
= File uploads

= Randomization and Trial Supply Management (RTSIM)
» Randomization and advanced allocation
= Viedoc Logistics

« Output:
= Export to the following formats:
= Microsoft Excel - Office Open Extensible Markup Language (XML)
=« Comma-Separated Values (CSV)
= PDF - PDF Archive (PDF/A)
= Clinical Data Interchange Standards Consortium (CDISC) Operational Data Model
(ODM) - Extensible Markup Language (XML)

= Automatic creation of empty and annotated CRFs
= Audit trail

= Data Quality Metrics

= Study statistics

= Data review/Monitoring:
« Source-Data Verification (SDV)
= Clinical/Data Review & Lock
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= Pre-query & Query Handling
= Other:

= Single point of login

= 24/7 technical support

The following diagram is an overview of the main Viedoc interactions and functionalities:
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Viedoc is compliant with all relevant guidelines, standards and regulations in Europe, North America and Japan, including:

= Food and Drug Administration (FDA) 21 Code of Federal Regulations (CER) part 11

= International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) -
Good Clinical Practice (GCP)

= Clinical Data Interchange Standards Consortium (CDISC)

= Computerized Systems Used In Clinical Investigations (CSUCI)

= Health Insurance Portability and Accountability Act (HIPAA)

« Developed according to Good Automated Manufacturing Practice (GAMP) 5

= General Data Protection Regulation (GDPR)

2 Astudyin Viedoc

21 Study sites

Every study has at least one study site, which corresponds to a clinic. A Viedoc user can have access to one or several
studies in Viedoc and for one study the user can have access to one, several or all study sites. A Viedoc user is linked to a
study site using a user role. A single user can have one or several roles for a study site and can also have different roles
for different sites.

2.2 Events and forms

During a study, there are typically a number of questions to be answered and completed with data about the subject. A
group of questions that belong together are captured in a form. Forms can be event-dependent or event-independent
(log forms / common events). Event-dependent forms are linked to a specific event and the data belonging to these forms
is registered during or in relation to a study event. Event-independent forms can be used to report data or events that
happen before, between, or after events. Medical history events, concomitant medications, or adverse events are
examples of forms that can be captured in event-independent forms.
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2.3 Subjects

All study subjects are identified using a unique subject key. In addition to the subject key, a subject can be identified using
background information such as gender, initials, or date of birth. The subject’s background information is usually entered
when adding the subject in the system and will most likely not change during the course of a study.

3 System architecture

3.1

The Viedoc platform
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The Viedoc platform consists of seven different applications:

3.2

1. Viedoc - for site staff and project team members that need to have access to CRF data.

2.Viedoc - for parts of the study team to handle users, sites and updates in study designs. Viedoc Admin is
the interface where you initiate a new study, manage the study while it is running and finally close the study.

3. Viedoc - for the study developer to design the study. Viedoc Designer is the tech part where you
design forms, set the study workflow, add roles, prepare the randomization, add edit checks and much more.

4.Viedoc - the subject diary, or electronic Patient Reported Outcome (ePRO). All subject questionnaires are
easily completed and submitted by the subject through this application.

5. Viedoc - for supply managers who handle the Investigational Products (IPs) of your study.

6. Viedoc - for viewing and analyzing study progress and performance.

7.Viedoc - for capturing, managing, sharing, and storing essential documents for your study in a digital
repository.

8. Viedoc - for doing medical coding.

System languages

Viedoc Clinic, Viedoc Coder, and Viedoc Logistics are available in the following languages:

= Chinese (Simplified)

« Chinese (Traditional)

= English

« French

« German

= Japanese

= Polish (not available in Coder and Logistics)
= Portuguese (not available in Coder)

= Spanish
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= Swedish

Viedoc Admin and Viedoc Designer are available in the following languages:

= Chinese (Simplified)
= Chinese (Traditional)
= English

= French

« German

« Japanese

= Spanish

= Swedish

Viedoc Me and Viedoc Share are available in the following languages:

« Afrikaans

= Arabic

= Bulgarian

= Chinese (Simplified)
= Chinese (Traditional, Hong Kong S.A.R.)
= Chinese (Traditional, Taiwan)
« Chinese (Traditional)
« Croatian

« Czech

« Danish

» Dutch

« English

= Estonian

=« Finnish

=« French

= French (Belgium)

= Georgian

« German

« Greek

= Hebrew

=« Hebrew(Israel)

= Hungarian

= ltalian

= Japanese

« Kazakh

« Korean

« Latvian

« Lithuanian

« Malay

= Norwegian (Bokmadl)
= Norwegian (Nynorsk)
« Polish

= Portuguese

« Romanian

= Russian

= Serbian (Cyrillic)

= Serbian (Latin)

=« Setswana

= Slovak

= Slovenian

» Southern Sotho

= Spanish

« Swedish

= Thai

= Turkish

=« Ukrainian

« Vietnhamese

« Xhosa

« Zulu

Viedoc Reports is available in the following languages:

= Chinese (Simplified)
« Chinese (Traditional)
« English

« Japanese

= Swedish

Viedoc TMF is available in the following languages:
= Chinese (Simplified)

= English
« Japanese



= Swedish

To change the language, see Manage your Viedoc account.

If you require any additional language that is not listed above, please contact your Viedoc representative.
Viedoc does not allow users to use a default browser translation within the system. This prevents individual users
from overriding the chosen system language and agreed upon terminology and formulations.
3.3 elearning

The following table shows the current eLearning curriculums and the language versions.
The green curriculums are the main user guides for the different applications.

The curriculums are role-specific ones, meaning they are tailor-made for our different users.

Curriculum English Chinese = Japanese URL

Viedoc Clinic User Guide X X X https://help.viedoc.net/c/47e0ad
X X X https:/help.viedoc.net/c/c63e06
X X X https://help.viedoc.net/c/94d6f0
X X X https://help.viedoc.net/c/1994d8
X X X https://help.viedoc.net/c/04361f
X X X https:/help.viedoc.net/c/3108de

Viedoc Admin User Guide X X X https:/help.viedoc.net/c/331b7a

Viedoc Designer User Guide X X X https://help.viedoc.net/c/e311e6

Viedoc Logistics User Guide X X X https:/help.viedoc.net/c/4a40d5

Viedoc Reports User Guide X X X https:/help.viedoc.net/c/8a3600

Viedoc eTMF User Guide X X https://help.viedoc.net/c/88fc29
X X https://help.viedoc.net/c/fd74dc
X X https:/help.viedoc.net/c/91715f
X X https://help.viedoc.net/c/590df1
X https:/help.viedoc.net/c/ed5d47
X https://help.viedoc.net/c/508fda

3.4 Organizations

Studies are grouped in Viedoc under organization(s); that is, each client has its own organization where all studies
belonging to that organization are stored. By default, one organization administrator is appointed to each organization.
This person has been trained by a Viedoc Product Specialist and is responsible for providing access to users within the
organization and for adding new studies to the platform.

It is the responsibility of the organization administrator to make sure that all users within the organization
have received appropriate training for their respective tasks.

3.5 System environment

As a Viedoc client, you will be provided with access to two separate environments/instances: one for test/development
studies and one for production studies. The purpose of the test/development environment is to allow the evaluation and
use of Viedoc without the need of a contract for a specific ongoing study.
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Any study that is to be taken in production is normally initiated on the test/development environment and later moved to
the production environment once it is “ready” to be shared with the Sponsor or other external party. Please observe that a
study in the production environment can be set to operate in demo mode by adding a site of the type “training” to it.

Note! The demo mode of a production study should not be confused with a study in the test/development environment.
The purpose of the demo mode is to allow site staff access to specific training site(s) in order to gain sufficient knowledge
of the system before accessing production data. When a study has sites with both production and training types added, a
switch will be available in Viedoc Clinic. This offers a choice of which mode the data will be entered to - demo or
production.

Studies and study designs can be easily transferred from one environment to the other via the ODM export and import
feature.

Contact your organization administrator to get access to the respective area.
Note! There is no guarantee that studies running on the test/development environment are completely and continuously
backed-up. This environment should therefore never be used for any production studies.

3.6 Licensing
All production studies need to have a valid license before they can be taken into production. The license is provided by a
Viedoc representative. The license fee for the study is based on several factors such as duration, number of sites and
patients, among others. The license fee is charged starting with the first patient added and for the duration of the study;

which means, until the study is locked in Viedoc. If the study is not deleted from the database within 2 months, a post-study
access fee may apply.

Every license is connected to a reference ID. The reference ID can be found on the signed study work order and should be
entered in the field Reference ID in the Study settings in Viedoc Admin (nr. 1in the image):

V& A demo study 0= W Ademo study Close |

Study settings Study settings
Mere you can et settings for ctudy. Here you can set settings for study.
Date & time format  Medical Coding  Impert ODMFile APl cenfiguration | Date b time format  Medical Coding  Import ODM File | API configuration
Ongoing. FPA 2016-10-04 " | Ongeing , FPA 2016-10-04 .
O i @ Invalid lcanse | © S oy @ valid license #
Study name (3 Study Lago | Study name Study Logo
A demo study Upload s fla | A demo study \piaad a fl
Spansar Code CRO Code a Sponsor Code CRO Code e
. GIF or JPG files of masimum 150 px widkh and 50 px G, GIF or JPG s of maximumn 160 px wi 90 e
Fyr— 0 =:v?ow ‘or JPG files of maximum 180 px width and 50 p ‘ P m—— o ::I;‘El or JP% fhes of maxiruen LB px width and 90
1234567
Study Type Spansor Type Study Phase Study Type Spansar Type Study Phase
Pharmaceutical - Clinical v Pharmaceutical company v Bhase I - | Pharmaceutical - Clinical . Phasmaceutical comparry Z Phase lIl
Therapeutic Area Expected number of subjects | Therapeutic Area Expected number of subjects
Imemunclogyfinfectious Discases  * 200 rrnclogyinfectious Diveases 7 200
|
Clinie roles to be administred by Site Manager (] Clinic roles ta be administred by Site Manager
|
Irwestigater CRC Coder Maniter Data Manager Spenter Mediesl codar Investigator CRC Coder Manitor Data Manager Spansar Medical coder
|
Helpdesk team Helpdesk team
|
PCG Helpdask Britanica Helpdesk FCG Helpdesk Britanica Helpdesk

Allow reminders in ViedocMe to be sent as Allow reminders in ViedocMe to be sent as

Email Teat messags | Email Text message

Upon entry of the reference ID, the reference ID is verified. If the reference ID is valid, the text Valid license key will be
indicated at the following places:

= Study settings in Viedoc Admin (nr. 2 in the image)
« Studies list in Viedoc Admin
= Study status in Viedoc Admin (nr. 3 in the image)

Once the reference ID has been verified, the study can be taken into production. A study is in the production mode once
Production is selected as a site type. As soon as at least one site of production type is added, the Reference ID is locked
and there is no way to unlock it afterwards.

For more information regarding license fee and reference ID, please contact your Viedoc representative.

4 Keep yourself updated!
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Viedoc is being developed at a rapid pace. To make sure you are using the platform correctly and to its full potential, use
this guide as a refresher after every new release.

Brief information about new and updated functionality after every release can be found in:

« the

click:

=« the

,which are sent out before every release, and can be downloaded from the Viedoc website,

« here for the international website
= here for the Japanese website
= here for the Chinese website

,in What's new in the latest release?
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1. Customer computer requirements
11 Browser requirements
1.2 Screen resolution
1.3 Internet connection
1.4 Firewall policy
2. Security

1 Customer computer requirements

Customer computer requirements are defined as capabilities required by the customer computer to use all features of
Viedoc with the intended graphical presentation and within guaranteed response times of Viedoc.

11 Browser requirements

Viedoc supports the following browsers:

= Chrome, the latest 10 major releases (6-week browser release interval)

= Firefox, the latest 15 major releases (4-week browser release interval)

= Edge (Chromium edition), the latest 10 major releases (6-week browser release interval)
« Safari (MacOS/iOS only), the latest 2 major releases (1-year browser release interval)

For non-compliant browsers you will receive a message on the login page that your browser is not supported.
For Viedoc Designer:

= Chrome is recommended
= Allow pop-ups must be enabled

Viedoc does not support the use of private mode browsing in Safari.
The following are required for Viedoc to run in the compatible web browsers:

= JavaScript
= Session cookies
= Local web storage (only required by the main portal of Viedoc 4)

No data is permanently stored on the customer computer. All data stored in session cookies or local web storage is
deleted when the browser session is terminated. The only exception to this is the optional persistent cookie used in the
main portal of Viedoc 4 to remember if a user chooses to issue a 2FA trust for the browser for 30 days, and thus avoid
further second-factor authentication during this period.

Viedoc 3 has no automatic checks enforcing the above requirements. Viedoc 4 checks for, and enforces, browser type
and version, and support for JavaScript, local web storage, and session cookies.

1.2 Screen resolution

The following screen resolutions are required:

« Viedoc 3: at least 800x600
=« Viedoc 4: at least 1024x768

1.3 Internet connection

Viedoc requires an internet connection of at least 384 kbit/s.



1.4 Firewall policy

Viedoc requires an outbound firewall policy allowing encrypted HTTP to be established and communicated to a remote
server on port 443 (HTTPS) using Transport Layer Security (TLS) version 1.2 or higher.

2 Security
There are several layers of security built into the platform. Below are some examples:

« Login attempts - after three failed attempts to enter a correct password, your account is locked. Use the
"Forgot your password?" link on the login page to unlock and reset your password. The reset password link
must be used within 3 hours from a request. There are restrictions on how many times you can submit a
request in 24 hours.

= Inactivity - if you are inactive for more than 20 minutes, the system automatically logs you out. Inactivity means
no activity whatsoever in the application.

= Two-factor authentication - two-factor authentication is an extra security measure that requires an extra
confirmation step at login, in addition to user name and password.

= Password expiration - the password expiration time depends on the settings for your study. However, the
default setting is 90 days. In addition to this, a history of the latest 10 passwords are kept to prevent reusing old
passwords.
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1. Viedoc user account management
2. User settings
2.1 Adding_a secondary email address
2.2 Verifying a secondary email address
2.3 Changing_ the primary email address
2.4 Editing your phone number
2.5 Verifying your phone number
3. Study access management
4. Access settings
4.6 Study membership
4.7 Deleting study access
4.8 Deleting_your Viedoc account
5. Pending_invitations
5.9 Approving_a study invitation
5.10 Rejecting_ a study invitation
5.11 Postponing_ the approval/rejection of a study invitation
6. Logging out

1 Viedoc user account management

Allinformation related to managing your Viedoc account can be found in the following user guide: Viedoc
User Account Management

From the settings button (wheel) you can perform all actions related to managing your Viedoc account by selecting any of
the following: Edit your profile, Change Password, Security Settings:

Dr. Demo

Edit your profile

Change Password

Security Settings

Access Settings

Log out

Selecting any of these options opens a new page, in the example below, the User Settings page. Select the Viedoc learning
link to open the Viedoc User Account Management Guide:


https://help.viedoc.net/c/508fda
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viedoc

User Settings User Settings
Change Password
A Ownership of +4612345678 has not been verified!
Security Settings
Authentication Log User name
This is used to log in to Viedoc
doctordemo@viedoc.com
viedoc learning »
First name Last name

Doctor Demo
Display name
This is your Viedoe user name

Doctor Demo

2 User settings

Once logged in, you can edit your profile.

To view or edit your user settings, select the settings button (wheel) in the top right corner of the landing page, and select
Edit your profile. The User Settings page opens, where you can configure the following:

User name - this is your primary email address used for your Viedoc account. This is the user name you use to log in to
Viedoc. See below information on primary email address.

First name and Last name - fill in these fields that will be used to compose the Display name which will be used in Viedoc
to identify your user.

System language - select the language of your choice from the drop-down menu.

Primary email address - this is the same as the User name described above. It is the email address used in Viedoc to
log in, as well as for Viedoc user account-related operations (account setup, password recovery, study invitations).
By default, this is set to the email address used to initiate the Viedoc user account.
The primary email address must be unique and is mandatory. Therefore, it is not possible to delete the primary email
address.
See Changing_the primary email address.

Secondary email addresses - you can add up to 3 additional email addresses that will be used by Viedoc to send
notifications on alerts and trackers as configured in Viedoc Designer. Viedoc alert emails will be sent to all the primary
and verified secondary email addresses set up for your account.

See Adding_a secondary email address and Verifying_a secondary email address.

Phone number - enter your phone number in format +[CountryCodePhoneNumber] (for example +46123456789)
and if you want to receive text messages, select This phone can receive text messages.
See Editing your phone number and Verifying your phone number.

Important!
= You must either select one of the options This phone can receive text messages, or configure a secondary
email address to be able to recover your password yourself. If neither of these options are selected, you
will need to contact your Study Manager to receive a link to reset your password.
« One of the above options is needed in order to send the authentication code you will need to provide for
resetting your password. The phone number or secondary email address provided will be used to send the
authentication code even if these are not verified.

Contact information - fill in the following fields: your street address, city, state, postal code and country.



User Settings

A Ownership of @viedoc.com has not been verified!
A Ownership of has not been verified
User name

This is used to log in to Viedoc

DoctorDemo@viedoc.com

First name Last name

Doctor Demo

Display name =

This is your Viedoc user name

Doctor Demo

System language —

This language will be used when available

Select language v

Primary email address

DoctorDemo@viedoc.com Q

Secondary email addresses
Emails from Viedoc will also be sent to these addresse

@viedoc.com Q Setasprimary [ Delete
@viedoc.com @ Verify email address [ Delete
@ Add another email address -

Phone number &

+4612345678 o Verify phone number

o This phone can receive text messages

Contact information

ase keep your contact information up to dat

email address to inform you about the change. At the top of the Edit your profile dialog box, you will see a
warning message saying that the newly entered email address is not verified (13).

Street address City Postal code
Street address City Postal code
Country State
Select country € State
21 Adding a secondary email address
To add a new (secondary) email address to your account:
1 Select Add another email address link (8) next to the current primary email address.
2 Enter the email address in the new field under Secondary email addresses.
3 Select Save changes. A notification email is sent to both the primary email address and to the newly added



2.2 \Verifying a secondary email address

To verify a secondary email address:

1 Select the Verify email (7) link next to the newly added email address. A six-digit code will be sent to your new
email address and a Verify ownership dialog box is displayed asking you to provide the code in order to
verify the new email address.

The verification link for the secondary email address is shown only after having saved the changes you
may have performed on the other fields on the same page.

2 Enter the received code and select Confirm. The newly added secondary email address is now verified.

2.3 Changing the primary email address

To change the primary address to one of the existing secondary email addresses:

1 Select Set as primary (5) next to the secondary email address that is to be set as the primary email address.

2 Select Save changes. A notification email will be sent to both email addresses to inform you about the
change. You will use the new primary email address the next time you log in to Viedoc.

For a secondary email address to be able to be set as primary, it has to be verified first.

2.4 Editing your phone number

To edit your phone number:

1 Enter the number in the Phone number field in the format +[CountryCodePhoneNumber] (for example:
+46123456789).

2 Select Save changes. A notification email will be sent to your primary email address to inform you about the
change.

2.5 Verifying your phone number

To verify your phone number:

1 Make sure that the phone number is correctly entered and that the Phone can receive text messages option
is selected.

2 Select the Verify phone number link. A six-digit code will be sent as a text message to your phone and a
Verify ownership dialog box is displayed. It will ask you to provide the code in order to verify the phone
number.

3 Enter the code and select Confirm. The phone number is now verified.

3 Study access management

From the settings button (wheel) you can perform all actions related to study access management in Access Settings.

Access Account

4  Access settings

Select the settings button (wheel) in the top right corner of the window, and select Access settings.



41 Study membership

n Access Settings

w Rookie
9 logins
lroles in 1 studies
[ ]
LM |
= T ADemo Study
B
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-0411:45 'ﬁ

Show login history
The following information is provided, grouped by study:

= Site name
= Role
= Since (UTC) - the date and time when the membership was approved, in Coordinated Universal Time (UTC)

For users with organization roles, these are listed in the top of the page, in a separate section, providing the following
information:

= Organization name

= Role
= Since (UTC) - the date and time when the membership was approved, in UTC

4.2 Deleting study access

To remove yourself from a certain role within a study:

1 Select the trash can icon on the right, corresponding to the role, site and study to be removed from:

2 roles in 2 studies

[ ]
BIE
e A Demo Study
=
Site name Role since (UTC)
Stockholm Site Manager 2018-05-04 11:45 @j

A confirmation dialog is displayed.

2 Select Delete to confirm the deletion:

Confirm remove ‘ Close |

== Remove role:
m Site Manager

Study site: Stockholm
Study: A Demo Study

Delete Cancel

A notification email will be sent to all the Study managers, or to the Site managers if any roles are delegated.

4.3 Deleting your Viedoc account

You can remove your Viedoc account when you have no study memberships left, that is, O roles in O studies.

To delete your Viedoc account:


https://help.viedoc.net/l/a559c4/en/#UTC
https://help.viedoc.net/l/a559c4/en/#UTC

Go to Access Settings. To be able to remove your account, you should have no roles left in any study and no
pending invitations:
QAccess Settings

Rookie

11logins

O roles in O studies

Remove account from Viedoc

Click 'Remove account from Viedoc' if you wish to remove your account from Viedoc. This will remove all personal
data related to your account, but for identification purposes, Viedoc will keep the User ID, display name, primary email
address and login history until all studies you have participated in are deleted. All other information related to your

account will be removed from the system.

Show login history

Select Remove account from Viedoc. You will be prompted to confirm the account removal by entering your

password:

Confirm account removal

[ ciose |

2 Confirm with your password

Delete Cancel

Enter your password and select Delete. A confirmation message is displayed and a notification email will be

sent to your primary email address:

1

Thank you and goodbye!

Your account is now removed from Viedoc.

For identification purposes, Viedoc will keep: the user ID, display name, primary email address, and login
history. They are kept until all the studies you have participated in are deleted. All other information related

to your account will be removed from Viedoc.

5 Pending invitations

In case you have study invitations that you have not accepted or rejected yet, the Pending invitations window displays a list

of all your pending study invitations:

£} Pending invitations
Demo user

Granted membership - 2 waiting for your approval
By confirming access to the study | also approve that the organization handling my account can see my account

information.

Reference Data Source Manager v

Allsites / Site Manager

51 Approving a study invitation

To accept a study invitation, select Approve next to the respective study role. If this is the first role you have in the
respective study, and if the study requires an activation password, you will be prompted to enter it:



Activation password required

Activation password

Please contact your study manager if you don't have
the activation password,

Confirm Cancel

All the pending role invitations for a user are automatically approved when the Application Programming Interface
(APIl) method GetToken / Token is used.
5.2 Rejecting a study invitation
To reject a study invitation, select Reject next to the respective study role. The invitation will be removed from the Pending
invitations list.
5.3 Postponing the approval/rejection of a study invitation
To postpone the approval or rejection of study invitations, select Close in the top right corner of the Pending invitations

dialog box and postpone providing an answer to the study invitation.
To access the pending invitations again, the Pending invitations dialog box is shown:

= Automatically, after logging in.
= By selecting Pending invitations on top of the landing page.

6 Logging out

From Viedoc you can log out from different locations:

Welcome back Doctor Demo!

Access A

= Tolog out from settings, select the settings button (wheel) in the top right corner of the window, and select Log
out. Use this link every time you leave the application from this location.

If you exit the system without logging out, any subject you are currently working with will be locked for other users.
After 5 minutes, the subject will be automatically unlocked.

= To log out from User Settings, Security Settings, Change password or Authentication Log: select your avatar
on the top right hand side and select Log out.


https://help.viedoc.net/l/a559c4/en/#API

viedoc’

User Settings
Change Password
Security Settings

Authentication Log

viedoc learning

User Settings
A Ownership of +4812845678 has ot been verified!
User name

Thisis used tolog n to Viedoe

doctordemogiedoc.com

Firstname Last name
Doctor Demo

Display name

This s your Viedoc username.

Doctor Demo

System language

T languogo will b used whon avalablo

English 4

Primary email address

doctordemogviedoccom @

© Add another emil address

Phone number
©asrzusers © Verity phone number

@D This hons can receive text messages

Contact information

Pleass kep your conlact nformation up o date

Stroet address city Postal code.
Country state
Select country v

© Viedae Technologies AB 2023 + Terms of uss - Prvacy pol
Viedoc™ varsion 477867734023 + 2023-10-40 24223 UTC.

Logout

@ DoctorDemo

®

Doctor Demo
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Published by Viedoc System 2020-06-04

1. Introduction
2. Studies

1 Introduction

Viedoc Designer is where you perform the technical part of a study build, either from scratch or by importing a design
from a previous project. A design consists of the study forms, the study schedule, study roles, and other configurations
and settings, as described further in this curriculum.

Access to Viedoc Designer is given by a Study Manager who invites you to a project. If you have access to Viedoc
Designer, you can see the Designer icon in the top-right corner of the main page, after logging in to Viedoc:

D

Designer

In Designer you may also have access to private designs where you can manage your own templates. All other design
projects are assigned to you by the Study Manager. The difference between the private design and the other design
projects is that a private design never can be published to a study. A private design project is an area where you can save
your personal favorite templates to be used later in real design projects, and is only accessible by yourself.

2 Studies

When clicking the Designer icon, Viedoc Designer opens and displays a list of the studies you have been given access to
as a Designer (2), as well as your private designs (3). If you have many projects you can search for the project you want to
work with via the search field (1):



| 0 v Found 2 projects o

A Thursday demo o
' Assigned 02 Mar 2016 Demo. HENRIK.

Designers

Mr Demo (henrik@viedoc.com)
Latest edited design

Thursday demo [16.0] & Edit

=#) Not published
A Last edited 08 Mar 2016 10:20 by Mr Demo

Global design settings

[ Design versions  [E) Published [EJ Unpublished

Private Designs

Latest edited design

Demo study 2014 [0.0]

-# Mot published
M Last edited 19 Dec 2015 05:58 by Mr Demo

) Design versions [[) Published [T Unpublished

For each study, the following information is provided:

A Demo Study
v Assigned 04 Jul 2017 by Demo User, o

Designers

Dema User (m com), Demo user ( ) 9

Latest edited design

Global design settings e

@ Not published | Last edited 04 Sep 2018 07:26 by Demo User

RefData [12.0] o

— Not published
M Last edited 24 Apr 2018 14:28 by Demo User

Design versions Published Unpublished 6 @

1.The name of the design and also who assigned the project to you and when.
2. List of designers having access to the design.

3. Link to Global design settings (applicable for all design versions). The following configurations are available under
Global design settings:

« Designer settings

= Configuring medical coding scopes

« Creating_a data mapping for import of data
« Configuring reference data scopes

4. Link to latest edited study design version and status of that version. In the study design, you set up the forms, study
workflow, user roles, study settings (such as Source Data Verification (SDV ) settings, randomization, subject ID
generation settings and so on). For a complete overview of the study design settings, see Overview of study design.

5. Link to display all design versions. For details see Duplicate a design - versions and revisions.



http://help.viedoc.net/c/e311e6/654d5c/en/
http://help.viedoc.net/c/e311e6/1fb3f5/en/
http://help.viedoc.net/c/e311e6/fa7777/en/
http://help.viedoc.net/c/e311e6/7719ed/en/
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1. What's new in the latest release?

1 What's new in the latest release?

Detailed information on changes in the current release, the release schedule and notes from previous releases can be
found in the release notes on the Viedoc website here:

https://www.viedoc.com/support/release-notes/

For more information on future releases, please contact your Viedoc representative.


https://www.viedoc.com/support/release-notes/
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1. Viedoc Clinic
11 CSV export
1.2 Data export
1.3 Data review
1.4 Edit/enter data
1.5 File upload
1.6 Issues and task
1.7 Medical coding
1.8 Metrics
1.9 PDF export
110 Selection page
2.Viedoc Admin
2.11 Apply revision
212 Data import
213 ODM import/export
2.14 User management
3. Viedoc Designer
315 Alerts
3.16 Edit checks
3.17 Form and workflow PDF
3.18 ltem settings
3.19 JavaScript
3.20 Roles and permissions
3.21 Study workflow
3.22 Validation of study design
3.23 Visibility conditions
3.24 Design configuration report
4.Viedoc API
5.Viedoc Me
6. Viedoc Logistics
7. Viedoc Reports
8.Viedoc TMF

1 Viedoc Clinic

11 CSV export

= The export to CSV fails if the same OID was used in Viedoc Designer in different design versions with different
casing (for example, an OID defined as AE in design version 1and AE in design version 2).

= Labels are truncated to 200 characters when CSV data is imported to SAS using the CSV2SAS macro.

= The Excel/CSV export does not include items set to “Hide Always" in visibility conditions when a single form is
selected for export.

1.2 Data export

= The export preview is not working with Safari running on Windows OS or older Safari versions running on Mac
OSX.

1.3 Data review

= Queries of the type “Required value missing” responded with “Confirmed as missing” and cannot be rejected
by the sponsor side.

= Afield that is required for SDV but is hidden on a form (due to, for example, visibility conditions) can normally
not be marked as having been verified by SDV. Yet, if the entire form is marked as having been verified by SDV,
then even hidden fields are included and marked as having been verified by SDV.
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1.5

1.6

1.7

1.8

1.9

Edit/enter data

= For scheduled and unscheduled events, when the event date form (3EVENT) is excluded when you use
automatic event dates, it still counts. In the signing console the counter (number of forms) for a event includes
the SEVENT form. It cannot be selected to be signed but can be signed if you select sign all (for subject or
event). If you sign forms on an event individually you will not be able to sign the $EVENT form. This in turn
makes it so that the sign symbol that appears on the event when everything is signed does not appear, even
though it looks like everything is signed.

= When populating numeric fields using functions and reference data, they automatically receive the number of
decimals configured in the design.

= ltis not possible to delete unscheduled events if automatic event dates are enabled.

File upload

= For security reasons, uploading executable files is not allowed. The complete list of unsupported file types can
be found in the Viedoc 4.34 Release Notes.

= The upload of password-protected zip files is not supported, as Viedoc is not able to scan these files for
viruses.

Issues and task

= The Issue list will not be visible for sites that have more than 1000 subjects.

Medical coding

= The Medical coding console is not working with Safari running on Windows OS or older Safari versions
running on Mac OS X.

= The MedDRA Chinese translation version 26.0 and onwards has the term ZFFF. This term will be displayed as
ZFFF in the Viedoc system, as the last character is not supported.

Metrics

= The number of open queries differs between the Queries page and the Performance page. The Performance
page also includes queries with the state “Removed”.

PDF export

= Visit date form history will not be included in PDF export if no forms were filled in, or if forms were initiated from
Viedoc Me.

= When using Windows 7, file names added to the zip archive during PDF export get scrambled when they
contain Unicode characters. The extracted file content is not affected by this. There is a Hotfix forWindows 7
available at: https:/support.microsoft.com/en-us/kb/2704299 that addresses this issue.

« PDFs generated upon form save in Viedoc versions prior to 4.51 were generated and stored based on the role
visibility conditions applied to the user that last saved the form. Iltems that were hidden to the user due to role
visibility conditions are not shown/included in such generated PDFs.

= Fully PDF/A compliant archives are only supported if all the included form PDFs and study event PDFs were
generated on, or, after 2017-03-10 (Viedoc 4.33). It is still possible to generate PDF/A compliant archives that
contain form and study event PDFs generated before this date, but you might receive warning messages
related to PDF transparency issues.

= In the PDF/A export output, the header, footer, and the text on the respective Contents page are missing for the
deleted forms/events/subjects.

= Inthe PDF export output, each event should have a Contents section. The Contents list can in some scenarios
be truncated and not show everything for the event.

110 Selection page

2

« The descending sorting in the subject list view is not working properly.

= When clicking to sort a column containing dates in the subject list view, Viedoc sorts all dates using a numeric
variant of US date representation (for example, 1977-NOV-16 comes before 1967-DEC-16 because the first is
sorted like 11/16/1977 and the latter is sorted like 12/16/1967).

= The event overview page is not working with Safari running on Windows OS or older Safari versions running
on Mac OSX.

Viedoc Admin

We no longer support SMS notifications in the following countries:

« +7 Russia
=« +92 Pakistan
« +994 Azerbaijan



21

2.2

2.3

24

3.1

3.2

3.3

3.4

3.5

= +967 Yemen

Apply revision

= The affected forms count shown in Viedoc Admin while applying a study design revision is implemented only
for production sites. Demo/Training site forms are not included in this count.

Data import

= Itis only possible to import values (choice numbers), not strings (choice labels), when importing data into data
fields where multiple checkboxes can be checked.

ODM import/export

= ltis not possible to import an ODM fi le that was exported from Viedoc including the Event Dates into Viedoc
Admin.

= The following error message is displayed: “An item with the same key has already been added”.

= Only one (selected) design can be imported from each CDISC ODM file.

= ODM export fails when subject data contains large, uploaded files.

User management

= Any of the Organization Administrator, Organization Designer, and Site Manager roles that were removed from
a user are not listed in Viedoc Admin, under User Settings > Studies and Roles.

« When sorting studies by group and generating a “User and Roles” or “User Administration Log” report, the
Download link is not exposed for the newly generated file until the page is refreshed.

= API configuration: After creating new and editing existing Web API clients, it is not possible to save the setup
unless the user system language is set to English or German.

Viedoc Designer

Alerts

= If the condition for an alert is set within a form for which the option to auto-update functions is enabled,and the
alert is triggered, the alert message will be sent twice.

Edit checks

« Edit checks are not triggered on dates when the event date is used as default value, and the calendar picker is
used to choose the date.

= Using $THIS inside a form to refer to an item within a different instance of the same form, does not work,as it
always refers to the same form instance. This is true when referring to an item in the same form within another
activity, or when referring to another form instance within the same activity (applicable for repeating forms).

« If two scheduled events have the same event date, and both events contain a form with a function or
datacheck that uses the $PREV function, the $PREV functions in these two events refer to each other as the
previous event, and not to the event that occurred earlier in the study workfl ow. This creates a circular
reference and makes it impossible to refer to earlier event(s).

Form and workflow PDF

= If, in the Study Workflow, there are more activities with the same activity name within the same event, then the
forms in these activities are incorrectly displayed in the Bookmarks list in the study workflow PDF. Please note
that only the Bookmarks list is affected, the events/activities/forms are correctly displayed within the
document.

= The PDFs generated as Empty CRFs will not display all code list items for radio buttons, drop-down lists and
checkboxes if these have been configured with many code list items in a vertical layout.

Item settings

= For the code list items (checkboxes, radio buttons, dropdown), it is possible to set the same code list values for
multiple choices within the same item. This is not recommended. Unique code list values should be used for
each of the choices within the same item.

JavaScript

= The setMonth function with negative values is not supported. The date is not saved into the system correctly
when the function is run on the server-side.



3.6

3.7

3.8

3.9

3.10

Roles and permissions

=« If the role that has the permission for Emergency unblinding also has a role visibility condition that makes the
blinded outcome hidden for this role, the outcome gets hidden for all roles after unblinding, and not just for the
role specified in Viedoc Designer.

Study workflow

= When the Event ID for the Study Start event contains the word “START”, including combinations with other
words and punctuation, and scheduling other events based on the Study Start event, this results in an error.
The workaround is to use a different ID for the Study Start event, one that doesn’t contain the word“START".

Validation of study design

= Validation of alerts, selection view settings, event visibility, subject status condition, common event summary
format and subject ID generation settings for deleted items is not performed.

Visibility conditions

= When creating forms for Viedoc Me, visibility conditions can only include variables that have already been
introduced, and that are in the same form and on the same page. This behavior differs from the one in forms
for Viedoc Clinic.

Design configuration report

= When using Chinese or Japanese characters to label sites in Designer, the name of the design configuration
file report will display an incorrect string of text.

Viedoc API

= The APl method SubmitData allows submitting data into a form that exists in the effective design but does not
exist within the respective event according to the study workflow. In such a case, a new formis created and
added to the event.

= When using the WCF API to push data into forms, if there are items that have functions setup to calculate data
from other items, or item groups, those calculations will not be automatically updated. However, if an item that
relies on a function is added to the same item group it relies on, it will perform the calculation.

Viedoc Me

= If additional languages are imported (to be used in Viedoc Me) and after that code lists are combined via
“Formats” (for example for SAS export) then the imported languages are lost. The workaround is to import the
languages again after the code lists have been combined.

= ForViedoc Me translations, if any of the translated values in the file to be imported is a number, the file import
fails without prompting any feedback to the end user. The workaround is to remove the numbers from the
columns in the translated file that correspond to the translated content before importing the file in Viedoc
Designer (the numeric values will be kept in the original English version and will be displayed as such in the
translated Viedoc Me form).

= Viedoc Me does not support forms with form link items.

« The PDF export containing form PDFs submitted from the new Viedoc Me application in Japanese Kaniji will not
be generated correctly if embedded fonts are included.

« Long option labels for radio buttons and check boxes do not have line breaks.

= Sharing the Viedoc Me access details via text message does not work for studies that are running on the
Viedoc China instance.

Viedoc Logistics

= Inthe exported stock list, the audit trail shows one row for the create action for older kits. For more recently
uploaded kits, the audit trail shows two rows for the create action.

Viedoc Reports



= There are some graphical limitations of the interface on mobile devices.

= Variables/fields that have an output field ID defined will be identified with this ID in the Data Browser and
Reports pages, whereas they will be identified with field ID in the Dashboard, Demographics, and AE pages.

= The Overdue Events Report does not include any Viedoc Me events. Events without a proposed date are not
included in this report. Events that have been planned or initiated are not included in this report, even if the
planned/initiated event is outside of the event window.

Viedoc TMF

= Viedoc TMF is only running in Production mode.

= For security reasons, the document preview in the Trial Master File view does not support ActiveX components.
= The search for document content is disabled on the training server.

= Viedoc TMF does not work on Safari 16.3 and later versions.
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This glossary contains common terms and acronyms found in the eLearning. They are sorted in alphabetical order by the

full term (not by abbreviation).

ABCDEFGHIJKLMNOPQRSTUVWXYZ

Active Pharmaceutical
Ingredient

Adverse Event

Anatomic Therapeutic
Chemical classification
system

Application Programming
Interface

Attributable, Legible,

Contemporaneous, Original,

Accurate

Audit trail

Case Report Form

The China Personal
Information Protection Law

Clinical Data Acquisition
Standards Harmonization

Clinical Data Interchange
Standards Consortium

Abbreviation

API

AE

ATC

API

ALCOA+

CRF

PIPL

CDASH

CDISC

Definition

The ingredient in a pharmaceutical drug or pesticide that is
biologically active.

Any unwanted effect caused by the administration of drugs. The
onset of an adverse event may be sudden or develop over time.

A drug classification system that classifies the active ingredient of
drugs according to the organ or system on which they act and
their therapeutic, pharmacological and chemical properties.

A set of routines, protocols, and tools for building software
applications that specifies how software components should
interact.

The principles of data integrity. The plus sign denotes the four
additions: Complete, Consistent, Enduring, and Available.

An audit trail (or audit log) is a security-relevant chronological
record, set of records, or destination and source of records that
provide documentary evidence of the sequence of activities that
have affected at any time a specific operation, procedure, or
event. The records are of importance for the clinical study, as
specified by applicable international standards (from the FDA and
EMEA).

A printed, optical, or electronic document designed to record all
protocol-required information on each study subject.

The data privacy law in China, targeted at personal information
protection.

A standard developed by CDISC that provides guidance to
develop the CRF.

A global, open, multidisciplinary, non-profit organization that has
established standards to support the acquisition, exchange,
submission and archive of clinical research data and metadata.



Term

Clinical Data Interchange
Standards Consortium
Define Extensible Markup
Language

Clinic role

Clinical data manager

Clinical Research Associate

Clinical Review

Clinical Trial Management
System

Code of Federal Regulations

Comma-Separated Values

Common event

Computerized Systems Used
In Clinical Investigations

Concomitant Medication
Contract Research

Organization

Coordinated Universal Time

Data Manager

Demo mode

Abbreviation

CDISC
Define-XML

CRA

CR

CTMS

CFR

Ccsv

Csucl

CM

CRO

uTC

DM

Definition

A metadata format defined by CDISC that is sent with every study
in each submission, which tells the regulatory authorities what
datasets, variables, controlled terms, and other specified
metadata were used.

User roles in Viedoc that give access to Viedoc Clinic, such as
Investigators, Monitors, and Data Managers.The clinic roles are
study-specific. These roles, and the rights that belong to these
roles, can be defined in Viedoc Designer. Each study can have an
unlimited number of clinic roles.

Responsible for the management of the data in the clinical trial.
Assists in protocol development and database selection and
configuration.

A person employed by the sponsor, or by a CRO, actingon a
sponsor’s behalf, who handles most of the administrative
responsibilities of a clinical trial, acts as a liaison between
investigative site and sponsor, monitors the progress of the
investigator’s sites participating in a clinical study, and reviews all
data and records before a monitor’s visit.

A clinical review gives the Monitor the possibility to mark forms as
reviewed.

A Clinical Trial Management System is a software system used by
biotechnology and pharmaceutical industries to manage clinical
trials in clinical research. The system maintains and manages
planning, performing and reporting functions, along with
participant contact information, tracking deadlines and
milestones.

The codification of the general and permanent rules and
regulations by the executive departments and agencies of the
U.S. federal government.

A set of database rows and columns stored in a text file such that
the rows are separated by a new line while the columns are
separated by a semicolon or a comma.

An event that occurs separately or parallel to the workflow, for
example concomitant medication, adverse event, medical history,
dose adjustments, and daily compliance reporting.

A guidance document established by the FDA intended to assist in
ensuring confidence in the reliability, quality, and integrity of
electronic source data and source documentation (that is,
electronic records).

Drugs given to a patient at the same time, or almost at the same
time, as the drug under study.

A company that contracts with the sponsor to perform one or
more of the sponsor’s duties in a trial.

The primary time standard by which the world regulates clocks
and time. Viedoc stores all timestamps in UTC. In the cases when
a time zone can be established (for example a specific site scope
is selected), the timestamp is displayed with the time zone applied.

A user role in Viedoc with permission to lock and export data into
different formats, view reports and metrics, and add pre-queries.

A mode in Viedoc specifically used for demonstrations and
training new Viedoc users. No real data should ever be entered in
Demo mode.



Term

Designer

Dictionary Manager

Drug Information Association

Edit checks

Electronic Case Report Form
Electronic Common Technical
Document

Electronic Data Capture

Electronic Investigator Site
File

Electronic Patient Reported
Outcome

Electronic Trial Master File

eTMF Manager

Event

European Medicines Agency

European Medicines Agency
Good Clinical Practice
Inspectors Working Group

Exchange Mechanism
Standard

Extensible Markup Language

Abbreviation

DIA

eCRF

eCTD

EDC

elSF

ePRO

eTMF

EMA

EMA GCP
IWG

EMS

XML

Definition

A user role in Viedoc that can create the setup (design) of the
study in Viedoc Designer.

A user role in Viedoc with permission to upload medical coding
dictionaries.

A global forum for those involved in healthcare product
development and lifecycle management to exchange knowledge
and collaborate.

A check of the data that verifies whether the data entered into the
form are within a certain range that is specified in Viedoc
Designer. If the entered data are outside the specified range, the
system will automatically display a message that is defined under
Query Message.

An electronic document designed to record all protocol-required
information on each study subject.

A standard format for submitting applications, amendments,
supplements, and reports to the FDA.

The use of computerized systems to collect clinical trial data in
electronic form as opposed to paper form.

The digital version of the minimum list of essential documents that
a study site needs to maintain throughout a clinical trial. Included
documents could be: Clinical Study Protocol, Investigator
Brochure, Informed Consent, CVs etc.

A patient-reported outcome that is collected by electronic
methods. Viedoc Me is the ePRO solution of Viedoc.

A type of content management system with a collection of
essential documents which allows the conduct of a clinical trial to
be reconstructed and evaluated.

A user role in Viedoc that has permission to manage the eTMF
application in Viedoc Admin. The eTMF Manager maps Viedoc
Clinic roles to eTMF roles. The eTMF Manager also has
permission to manage the eTMF structure in Viedoc eTMF.

A moment when the patient visits or contacts the clinic, or initiates
an event through the Viedoc ePRO application Viedoc Me, and
data are recorded.

A decentralised agency of the European Union (EU) that is
responsible for the scientific evaluation, supervision, and safety
monitoring of medicines developed by pharmaceutical
companies for use in the EU.

The EMA GCP Inspectors Working Group focuses on
harmonisation and co-ordination of GCP related activities at
Community level. It is involved in the preparation of new and
revised guidance on GCP and community procedures relating to
inspection.

The exchange mechanism standard is a model for transferring
eTMF data between sponsors, CROs, other stakeholders, and
vendor systems.

A markup language that defines a set of rules for encoding
documents in a format that is both human-readable and
machine-readable.



Term

Food and Drug
Administration

General Data Protection
Regulation

Good Automated
Manufacturing Practice

Good Clinical Practice

Good Manufacturing Practice

Globally Unique Identifier

Health Insurance Portability
and Accountability Act

Hyper Text Markup Language

Identity Provider

Independent Ethics
Committee

Input factors

Institutional Review Board

International Council for
Harmonisation of Technical
Requirements for
Pharmaceuticals for Human
Use

Abbreviation

FDA

GDPR

GAMP

GAMPS

GCP

GMP

GUID

HIPAA

HTML

IdP

IEC

IRB

ICH

Definition

An agency of the U.S. federal government’s Department of Health
and Human Services that ensures the safety of foods,
pharmaceuticals and other products.

A regulation in the European Union (EU) law on data protection
and privacy in the EU and the European Economic Area (EEA).
Primarily aimed to give control to individuals over their personal
data and to simplify the regulatory environment for international
business by unifying the regulation within the EU.

A subcommittee of, and a series of good practice guides on drug
manufacturing published by, the International Society for
Pharmaceutical Engineering.

The last major revision of the GAMP Guide for Validation of
Automated Systems in Pharmaceutical Manufacture, released in
February 2008.

A standard for the design, conduct, performance, monitoring,
auditing, recording, analyses, and reporting of clinical trials that
provides assurance that the data and reported results are
credible, accurate, and that the rights, integrity, and confidentiality
of trial subjects are protected.

The manufacturing guidelines recommended by the relevant
agencies.

A unique key containing numbers and letters that identifies the
study.

A Privacy Rule that is the first comprehensive Federal protection
for the privacy of personal health information. Research
organizations and researchers may or may not be covered by the
HIPAA Privacy Rule.

The standard markup language for documents designed to be
displayed in a web browser.

A system entity that creates, maintains, and manages identity
information.

An institutional review board (IRB).

When used in randomization: Prognostic factors that might
influence the effect of treatment on the subjects.

Committee(s) made up of experts and community representatives
who review and approve clinical trials to make certain that they
fulfill stringent ethical standards to protect subjects’ rights as
participants in an experiment.

An initiative that brings together regulatory authorities and
pharmaceutical industry to discuss scientific and technical
aspects of pharmaceutical product development and registration.



Term Abbreviation

International Organization for ~ 1SO
Standardization

Investigational Medicinal IMP
Product

Investigational Product IP
Investigator Site File ISF
lyakuhinmei Data File IDF

Japanese Pharmaceuticals PMDA
and Medical Devices Agency
JavaScript JS
Key Risk Indicator KRI
Linking form

Linked form

Medical coding

Medical Dictionary for MedDRA
Regulatory Activities

National Medical Products NMPA
Administration

Object Identifier OID

Definition

An organization promoting worldwide proprietary, industrial, and
commercial standards.

A medicine for research.

A preventative (vaccine), a therapeutic (drug or biologic), device,
diagnostic, or palliative used in a clinical trial. Also abbreviated
IMP (Investigational Medicinal Product) and IMD (Investigational
Medical Device).

The minimum list of essential documents that a study site needs
to maintain throughout a clinical trial. Included documents could
be Clinical Study Protocol, Investigator Brochure, Informed
Consent, CVs etc.

A medical coding dictionary used for coding clinical and drug
safety data and for reporting safety data to the Japanese
Pharmaceuticals and Medical Devices Agency (PMDA).

PMDA (Pharmaceuticals and Medical Devices Agency) is a
Japanese regulatory agency, working together with Ministry of
Health, Labour and Welfare. Their obligation is to protect the
public health by assuring safety, efficacy and quality of
pharmaceuticals and medical devices.

A scripting language, primarily used on the web. It is used to
enhance HTML pages and is commonly found embedded in
HTML code. Viedoc is using JS to define advanced edit checks,
expressions, and comparisons.

In Viedoc Reports, the Key Risk Indicators are the measurement
of unfavorable events that can adversely impact a study, and are
measured by site.

Alinking form is a form that contains a link to refer to another
form. There can be one or more instances of the linked form.

A linked form is a form that is linked to from another form (a
linking form).

The process of translating reported events like Adverse Events,
Medical History and Concomitant Medications in a universal code
according to a medical coding dictionary.

A medical coding dictionary developed by the Maintenance and
Support Services Organization (MSSO). MedDRA is supported by
ICH.

The Chinese agency for regulating drugs and medical devices.

An identifier mechanism for naming any object, concept, or "thing'
with a globally unambiguous persistent name.



Term

Operational Data Model

Output factors

Patient Reported Outcome

Portable Document Format

Archive

Post Marketing Surveillance

Quality Control

Randomization

Randomization and Trial
Supply Management

Representational State
Transfer

Scheduled event

Study Data Tabulation
Module

Security Assertion Markup

Language

Security Token Service

Single Sign-On

Site

Abbreviation

ODM

PRO

PDF/A

PMS

Qc

RTSM

REST

SDTM

SAML

STS

S§SO

Definition

A standard for electronic clinical data as defined by CDISC. The
highlights of ODM include audit trail, utilization of XML technology,
and machine-readable and human-readable data. All information
is independent of databases, and storage of ODM is independent
of hardware and software.

When used in randomization: the result after a patient has been
randomized, that is, the treatment group or kit number (in case of
a blinded output) that the patient is assigned to.

A health outcome directly reported by the patient who
experienced it.

An ISO-standardized version of the PDF specialized for use in the
archiving and long-term preservation of electronic documents.

The practice of monitoring the safety of a pharmaceutical drug or
device after it has been released on the market and an important
part of the science of pharmacovigilance. Viedoc PMS is Viedoc's
electronic data capture solution developed especially for post-
marketing surveillance studies.

The operational technique and activities undertaken within the
quality assurance system to verify that the requirements for
quality of the trial are met.

A method based on chance by which study participants are
assigned to a treatment group. Randomization minimizes the
difference among groups by equally distributing people with
particular characteristics among all the trial arms.

A system that unifies the randomization, allocation, and supply
management in a clinical trial.

A REST API (also known as RESTful API) is an application
programming interface (API or web API) that conforms to the
constraints of REST architectural style and allows for interaction
with RESTful web services.

Events to the clinic by the patient that are defined in the study
protocol. The events can also be subject-initiated through Viedoc
Me, the ePRO application.

A CDISC standard for how to structure raw data for a submission.

An open XML-based standard for exchanging authentication and
authorization identities between security domains.

An open standard web service for issuing, validating, renewing,
and cancelling security tokens for use with, for example, an API.

An authentication process that allows a user to access multiple
applications with one set of login credentials.

A clinic or other medical institute visited by subjects and where
their data are recorded.



Term

Site Manager

Software As A Service

Standard Operating
Procedure

Source Data

Source Data Verification

Source Documentation

Sponsor

Statistical Analysis System

Study crew

Study design

Study Manager

Subject

System roles

Transport Layer Security

Trial Master File

Unblinded statistician

Abbreviation

SIM

SaaS

SOP

SDV

SAS

STM

TLS

TMF

Definition

A user role in Viedoc Admin that can edit the details of their
respective sites and invite site users to their sites.

Also known as web-based software, on-demand software, cloud
software, and hosted software. Typically accessed by users via a
web browser.

Detailed, written instructions to achieve uniformity of the
performance of a specific function.

The original data when first recorded.

The process by which data within the CRF is compared to the
original source of information (and vice versa).

All original records and certified copies of original records of
clinical findings, observations, or other activities in a clinical trial
necessary for the reconstruction and evaluation of the trial.
Source data are contained in the source documents.

Any organization that provides the institutional base for clinical
trial researchers. This includes commercial groups:
pharmaceutical companies, non-profit organizations, universities,
and medical centers.

A format used for statistical analysis in the SAS software suite.

Viedoc users and all staff involved in the clinical trial. In most
cases, these terms refer to users of Viedoc Clinic (see also Clinic
role).

The design of the study that covers all the details about how the
study is supposed to be performed, such as treatment details,
medical examinations and other data to be collected, the
workflow, and the Viedoc permissions of the different clinic roles
that contribute to the study. The study design is set up in
accordance with the clinical trial protocol.

A user role in Viedoc that has permission to manage the
administration of the study in Viedoc Admin. The study manager
invites the study crew, adds sites, and applies study designs to
sites. This user role is usually assigned to the project manager of
the clinical trial.

A person participating in the clinical trial. Also referred to as
patient.

User roles in Viedoc that are defined by the system and give
access to Viedoc Admin and/or Viedoc Designer. Examples are:
Study Manager, Site Manager, Designer, Dictionary Manager,
Unblinded Statistician.

Protocols designed to provide communications security over a
computer network.

A type of content management system for the pharmaceutical
industry, providing a formalized means of organizing and storing
documents, images, and other digital content for clinical trials that
may be required for compliance with government regulatory
agencies.

A user role in Viedoc that manages the randomization and kit
allocation lists in Viedoc Admin.



Term Abbreviation

Unscheduled event

Viedoc Inspection Readiness VIRP
Packet
World Health Organization WHO DD

Drug Dictionary

Definition

Additional events to the clinic by the patient that are not pre-
defined in the study protocol.

A file that can be downloaded in Viedoc, containing all the
information needed to fulfill regulatory expectations.

A dictionary maintained and updated by Uppsala Monitoring
Centre.
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1 Introduction

It is important to be fully prepared for an inspection of relevant documentation about the EDC system used in a clinical
trial. If the correct documentation is available for review by the regulatory authorities and certain validations have been
performed, inspectors can then assess the systems used when collecting subject data in clinical trials.

There are also specific expectations that sponsors must comply with, depending on the regulatory body, European
Medicines Agency (EMA) Food and Drug Administration (FDA) and the Japanese Pharmaceuticals and Medical Devices
Agency (PMDA) even though these are similar in that they all expect the sponsor to have a complete understanding of the
system. They also expect that the sponsor (or Contract Research Organization (CRO), if delegated) fully understands the
functionality of the EDC system being used and can demonstrate this understanding and explain how the system has
been validated.

2 Viedoc Inspection Readiness Packet

To assist in preparing for inspections, Viedoc has developed the Viedoc Inspection Readiness Packet (VIRP) which
provides you with the information you need in order to fulfil regulatory expectations and requirements.

The VIRP is available for every release of Viedoc. The VIRP introduction describes the contents of VIRP in more detail, and
also talks about additional documentation you should provide. The VIRP introduction is included in VIRP.

21 Documents included in VIRP:

= User Requirements Specification describing the epics and features, and listing the user stories included in the
release

« Traceability Matrix detailing the testing performed for every requirement in the URS

= Validation summary report describing the validation activities performed for this release, and their result

» Release Notes describing the additions to Viedoc in the release

= Release Certificate verifying that we have followed our documented procedures during the implementation
and associated activities for the release

= EDC Management Sheet for submissions to the PMDA

= Clinical Trial Cloud System Checklist

= Viedoc Impact Assessment documenting at a feature level the risks and potential consequences arising from
the release of new and updated features in the release

= Acknowledgement Form describing what you need to review, and containing room for your signature as
evidence that you have completed your review
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= Table of Contents of applicable SOPs used by Viedoc Technologies in the production of this release
= Anintroduction describing the contents of the Viedoc Inspection Readiness Packet (VIRP)

2.2 Otherresources

= elearning: Viedoc also provides an eLearning lesson - [nspection Readiness when Working_in Viedoc, which
describes in detail the information needed step-by-step, as well as having additional information about
potential pitfalls, what happens when new functionality is introduced in a release, about backward
compatibility and more.

= The Viedoc Release Binder. We also store a snapshot of the information in our development environment for
each release. This information is included in the Release Binder for that release which is stored in SharePoint
and can be shared with inspectors either in a webinar or onsite.

3  Areas of responsibility

When it comes to preparing for regulatory inspections, there are different areas of responsibility for the Sponsor/CRO
and Viedoc.

3.1 Viedoc responsibility

The Sponsor/CRO should be able to rely on Viedoc standard qualification documentation as there are no sponsor or
study-specific software modifications made to the standard product. The configuration of Viedoc for use in a study is done
using only functionality that has been validated before being released to the study.

Each new Viedoc version is fully validated before release - which takes place every 6-8 weeks. These releases are
installed on all production servers at the same time, meaning all customers and all studies are updated at the same time.
Furthermore, we ensure that ongoing studies are not affected by fulfilling the following two requirements:

« The new release must be 100% backward compatible.

= Any new functionality in the release shall be disabled for ongoing studies by default.

3.2 Sponsor/CRO responsibility

Some areas and activities, however, remain the responsibility of the sponsor/CRO and should be documented:

= Itis a Sponsor/CRO responsibility to validate the study configuration and confirm that the study has been set
up in accordance with the study protocol. This validation should be documented.

= The different versions of systems used during the study and a synopsis of the differences between the versions
should be stored as part of the study record in the sponsor (€)TMF.

« Avrisk-based assessment documenting the decision to rely on VIRP should be carried out.

= A checklist of the required functions (such as randomization module, patient ePRO module, coding module) for
your trial on our epic' level, and where necessary, individual features’.

4 \What to do on the day of inspection

When the inspector visits, they must have access to Viedoc. Regulatory inspectors have the legal right to view all data in
the study - even patient data and hidden (anonymized) items in the audit trail. The study manager should invite the
inspector to the Viedoc user role Regulatory Inspector when they arrive.

Follow these steps to ensure that the inspector has all the correct access permissions in Viedoc:

41 Viedoc Designer

This step is performed by the
In Viedoc Designer, on the Roles page, configure the Regulatory Inspector user role and make sure it is turned on.

To allow the Regulatory Inspector access to study data, their role must be configured with Read-only, for form data and
View anonymized data and blinded data permissions on the Roles page.
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4.2 Viedoc Logistics

If the study uses Viedoc Logistics, the following role permissions in Logistics Rights for the Regulatory Inspector role must
be configured on the Roles page:

= View IP (Investigational Product) on study level,

= View IP on site level
= View subject ID when allocated
= View blinded info (e.g. Active/Placebo).

See the image below and Configuring roles.

Edit role [R16]

Editrole Manage rightsin this ole

Special

View reference data

| ser can only view form data (tis overrides al edit permissions) | Export of data o different formats/view reports Metrics Create private notes Medical coding

CRF Rights

Addjupdate subject/event/form data and query answers

t/event form data and queries Add/change queries Add pre-queries Promote pre-queries Data review Clinical review sov

Lock data Emergency unblinding

Logistics Rights

| View IP on stucy tevel Manage IP on study level | (] View IP on site level Manage IPon stelevel | (o] View Subject ld when allocated ] View blinded info (e.g. Active/Placebo)

Should the inspector also require access to Viedoc Admin or Viedoc Designer, and the study is managed by a
Viedoc representative, you are always welcome to contact your Viedoc representative if you need assistance.

4.3 Viedoc Admin

These steps are performed by the
In Viedoc Admin, the study manager invites the Regulatory Inspector to the study for all sites. See Managing_users.

= The inspector should also be invited to the study with the role of Unblinded Statistician, in order to have access
to the randomization lists and be able to download them in Viedoc Admin.

This role is only used for randomized studies, when it is necessary to have control over who has access to and can
manage the randomization lists.

= The inspector should also be able to access the eLearning. There is a requirement for customers to be able to

present to regulatory inspectors, on request, the version of the eLearning used to train staff during the course
of the study.

The Documentation tab under Study settings provides a list of all documentation and training sections.
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& User Certification

Study settings

Here you can set settings for study.

Settings Date & time format Medical Coding Import ODM File Documentation

7 active - 0 archived sections © Add a new section
Section Targe sies Mandatery for Opricnal for
-
g Study Protocel All sites All roles 6
s Lgrnp[e’uon All sites Monitor Investigator 6
K Guidelines
I-é Viedoc User Guide for Demo Site Investigator 6
Site Users
I-é Viedoc User Guide for Dema Sita Monitor 6
Monitors
Viedoc User Guide for :
l-é Data Managers Demo Site Data Manager 6

The Regulatory Inspector role should be granted access to the relevant eLearning documentation on the Study settings
page.

Edit 'Viedoc User Guide for Site Users’

Manage training section settings here

."é https://help.viedoc.net/c/94d6f0 Archive
Section last modified 2021-12-09T15:44:21 by -

Section URL or file
hitps:/fhelp.viedoc net/c/94d6f0
Section title Pricrity
Viedoc User Guide for Site Users 1 /6
Description

Text based elearning for site staff,

Target sites

Select sile group(s) or site(s)

Require signing for following roles

Select role(s)

: Require re-signing after # of days

Optional for following roles

Regulatory Inspector

See the Viedoc Admin User Guide Setting_up user documentation and training
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44 Viedoc eTMF

If the study uses Viedoc eTMF, the study manager/eTMF manager should map the Regulatory Inspector study role to an
eTMF role with at least the following permissions: Read-only TMF Admin, Read-only Trial Master File and Download audit
trail.

el MF

Manage your eTMF application.

=) Study eTMF 2esh

( \ z - - \ Launch study eTMF
-, ] < Study eTMF license is valid ® ) ON o :

eTMF roles mapping

Map each Study role to one or more eTMF roles and permissions, if applicable

Study role eTMF roles and permissions
Site staff X Sponsorstudy X Sponsor country X Sponsor site X Reviewer X

Investigator Archive sponsor TMF X Archive investigator TMF X Download audit trail X

Manage drop zone X
Monitor

Project Manager

Regulatory Inspector Read-cnly TMF Admin x  Read-only Trial Master File x  Download audit trail x

Site Reviewer

See Viedoc User Guide for eTMF Managers - Managing Viedoc eTMF - Mapping user roles.

45 Viedoc Clinic

These steps are performed by the Regulatory Inspector.

The regulatory inspector accepts the invitation and activates their account - see Viedoc User Guide for Site Users:
Managing your Viedoc account

The inspector can now launch Viedoc Clinic and the Viedoc eTMF from the |anding page.

5 Footnotes

1 At Viedoc, we publish our User Requirements Specification in an easy-to-understand format made up of epics, features,
and user stories.

= Epics describe an overall module within Viedoc, such as audit trail, ePRO, and medical coding.

= Features describe a given functionality in more detail, such as Viedoc Connect, form link items, and email
alerts.

= User stories are the detailed, broken-down requirements used by the system developers when designing,
implementing, and validating Viedoc.
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This lesson is intended as a guide for which production instance to use. We recommend using your training instance in the
same region as the production instance you plan to use.

1 Technical Overview

Viedoc maintains server instances in Europe, Japan, China and the US. Each region has a primary server as well as a
redundancy. They are served out of two Microsoft Azure regions as follows: The US instances are in US West and US East.
The European instances use France Central and France South, the Japanese instances use Japan East and Japan West,
and the mainland China instances use China North and China South. These locations are chosen for connectivity and
privacy regulation purposes.

11 Region capabilities
Each region has a training and a production instance for your studies.
When a production study is added in Viedoc, it is added within an organisation in one of the four production instances. We
recommend that the entire study should use the chosen production instance, but this is not an absolute must. It is possible

to run different studies on different instances.

Certain regions have alternate capabilities which use different sub-processors. You can find out more here: Service
Status.

Viedoc Connect is disabled on the Chinese instances.

For a more in-depth technical description, please see Viedoc Technical Description.

2 Available Viedoc Instances

Sometimes there may be a need to work on several servers for reasons such as the following:

= To maintain multiple Viedoc accounts

= Due to connectivity issues in China

= Due to a study design in multiple languages, such as Japanese or Chinese
= Due to concerns about mainatianing GDPR compliance

See also Navigating GDPR for Clinical Trials for more information about GDPR for clinical trials.

A short summary of the available Viedoc instances is listed below.

« US Instances
= Recommended for: The US instance is always recommended when a US sponsor runs
trials using US sites. It can also be used for sponsors and sites located outside of the
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US, for example: Australia or South America.

= Response times are very short for the entire western world. Users accessing the US
instance from within China might experience a lag time, and this lag could be
considerable from time to time.

= Production: https://clinic.us.viedoc.com

= Training: https://clinictraining.us.viedoc.com

« EU Instances
= The EU instance is always recommended when European sponsors run trials using
European sites. It can also be used when sponsors and sites involved are neither from
US, Europe, China or Japan (e.g. for studies run in Australia or the Middle East).

= Response times are very short for the entire western world. Users accessing the EU
instance from China might experience a lag time, and this lag could be considerable
periodically.

= Production: https://v4.viedoc.net

= Training: https://v4training.viedoc.net

The EU instance is recommended for customers that must maintain GDPR compliance.

= JPInstances
= ThedJPinstance is always recommended when Japanese sponsors are running studies
using Japanese sites. It can also be used when sponsors and sites involved are neither
from US, Europe, China or Japan (e.g. for studies run in Australia or South East Asia).

= Response times are very short for the entire western world. Users accessing the EU
instance from China might experience a lag time, but it would be barely noticeable for

the user.
= Production: https://v4jp.viedoc.net
= Training: https:/v4trainingjp.viedoc.net

This instance is recommended for customers that must maintain APPI compliance.

« CNinstance

= The CNinstance is always recommended when Chinese sponsors are running studies

using Chinese sites.

= Response times are very short from within China. However, at times there will be a
noticeable lag for users outside of China due to reasons beyond Viedoc’s control.

= Production: https://clinic.viedoc.cn

= Training: https://clinictraining.viedoc.cn

This instance is recommended for customers that must maintain compliance with HGR and PIPL.

More information on managing studies in China can be found here: Managing studies in China.

21 Viedoc WCF API

For connecting your development environment or any other system to the Viedoc public web service using the Windows

Communication Foundation (WCF) standards, use the following:
For the EU:

https://v4apiviedoc.net/HelipadService.svc?wsdl
https://v4apitraining.viedoc.net/HelipadService.svc?wsdl

For Japan:

https://v4apijp.viedoc.net/HelipadService.svc?wsdl
https://v4apitrainingjp.viedoc.net/HelipadService.svc?wsdl
https://v4apistagejp.viedoc.net/HelipadService.svc?wsdl

For China:

https://api.viedoc.cn/HelipadService.svc?wsdl
https://apitraining.viedoc.cn/HelipadService.svc?wsdl

For the USA:

https://api.us.viedoc.com/HelipadService.svc?wsdl
https://apitraining.us.viedoc.com/HelipadService.svc?wsdl

3 Data Protection Impact Assessment
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https://v4api.viedoc.net/HelipadService.svc?wsdl
https://v4apitraining.viedoc.net/HelipadService.svc?wsdl
https://v4apijp.viedoc.net/HelipadService.svc?wsdl
https://v4apitrainingjp.viedoc.net/HelipadService.svc?wsdl
https://v4apistagejp.viedoc.net/HelipadService.svc?wsdl
https://api.viedoc.cn/HelipadService.svc?wsdl
https://apitraining.viedoc.cn/HelipadService.svc?wsdl
https://api.us.viedoc.com/HelipadService.svc?wsdl
https://apitraining.us.viedoc.com/HelipadService.svc?wsdl

It is important to know that when transferring data from one region to another you will need to comply with the local data
privacy legislation, for example:

= Transferring data from the EU to another region, GDPR must be considered.

= Transferring data from JP to another region, APPI must be considered.

= Transferring data from CN to another region, HGR and PIPL must be considered.
= More information can be found here: Data Protection Impact Assessment.

4  Choosing your instance

= Grouping your studies

= For some studies, it will be clear which instance to use while other situations might present more
challenges. When you encounter a challenging situation, we recommend grouping your studies to
the extent it is possible to do so. For example, if most of your studies run on the EU instance, we
recommend that you run new studies on the EU instances, as well. If you are planning your first
Viedoc study, then we recommend using an instance where you expect you'll conduct most of your
future studies.

=« If a study involves sites from multiple regions, we recommend that you choose an instance based
on where the majority of the sites are located

41 Using several instances for the same study

It is not possible to share a study between instances, but it is possible to run a separate study on an alternate instance.
Doing so present some things to be considered:

= Settings in Admin and the global design settings in Viedoc designer will need to be remade for the alternate
study.

= User management and user account setup will be separate for the alternate study

= You will not be able to combine data from both studies in Viedoc Suite applications like: Reports or export.

= When reviewing data for the entire trial (on all instances) you will need to export data from both studies and
merge the data offline (e.g. in SAS) or in another system. This process can be made easier by using the same
CRF design version where all IDs are identical for the studies.

= ltis possible to use different languages on item labels in the two studies, so if the item IDs are identical you can
have item labels in Chinese on Chinese instances and English labels on US instances.

4.2 Recommendations from Viedoc

Below we have listed a few scenarios advising on which instances we would recommend using.

= US sponsor - EU sites
« Use the EU instance because all sites are in the EU.

« EU sponsor - US sites
« Use the US instance because all sites are in the US.

= JPsponsor - US sites
=« Use the US instance because all sites are in the US.

= SAsponsor - AU sites
= Use the EU, US, or Japanese instances as all are a suitable fit.

= CN sponsor - US and EU sites
= Use the EU or US instance, or whichever has the majority of the sites.

= EU sponsor - EU and US sites
= Use the EU instance

= US sponsor - EU, US, CN, and JP sites
= Use EU, US, JP, or CN instances

5 FAQ

= If a study has been initiated on one instance, can it be moved to another instance later?
= ltis not possible to move studies across instances. The study remains on the instance that it started
on until it is either locked or purged.

= As a customer, am | allowed to use different instances for different studies?
= Yes! During the WI stage, you will specify which instance you want to run your study on. If a sponsor
is running some of their studies in the US and some in China, we recommend using the instance
that is most suitable for each study.
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1. Get a license
2. Publish a design
3. Assign the design to production sites
4. Invite an eTMF Manager
5. Enable eTMF
6. Map study roles to eTMF roles and permissions
7. Launch eTMF in admin mode
8. Customize the template
8.1 Baseline template
8.2 Existing templates
9. Import the template
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11. Launch eTMF in production mode




Viedoc Designer

. Designer
ah

Viedoc Admin

. Study Manager
Viedoc Admin

. eTMF Manager
dah

€TMF

. eTMF Manager

Viedoc Clinic

Clinic user

1 Getalicense

Make sure you have a valid license for using Viedoc eTMF.

2 Publish a design

This step is performed by the Designer.

Notel To publish the CRF design, you only need to have the roles configured and enabled, and a form added to the start
event in your workflow (the form can be without any items at this stage). The actual CRF design can be added in
subsequent versions.

See Publishing_a study design.



https://help.viedoc.net/c/e311e6/19dacc/en/

3 Assign the design to production sites
This step is performed by the

4  Invite an eTMF Manager

This step is performed by the

See Managing_users.

5 Enable eTMF

This step is performed by the

1 In the study details page, click the tools symbol in the eTMF area:
‘f; Users Add a new study Add a new PMS study
Trila azmD
° Not commenced {4 Valid license: 1236543
B8 RTSM. Check for available slots, append existing or add new lists 8
5 €TMF. Manage your eTMF application here
Study crew 8 Study design
@, TRIALA
Soff Ann. Multiple designs in use.
2 Toggle the Enable switch to ON in the eTMF settings dialog:
eTMF

Manage your eTMF application

[F=] Study eTMF Enable © Lounch sudy eThiF
P N v Study €TMF license is valid %ON cunensteye

© Map study roles to éTMF roles and permissions

This step is performed by the


https://help.viedoc.net/c/331b7a/be9806/en/
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1 In the eTMF roles mapping areaq, select the eTMF roles and permissions that you want to map to the Viedoc
study roles:

elMF

Manage your eTMF application_

R Study eTMF Enable
@ 5 ) - © Launch study eTMF
y v Study eTMF license is valid [ OFll

’ R

eTMF roles mapping
Map each Study role to one or more eTMF roles, if applicable.
Study role €TMF role(s)
Investigator Site staff x
Monitor Reviewer %
Project Manager Sponsor study % Sponsor country X Sponsor site X
/
2 Select Save changes.

/ Launch eTMF in admin mode
This step is performed by the
1 On the study details page, select the tools symbol in the éeTMF area:

x USerS o Add a new study ° Add a new PMS study

Trala

° Not commenced €2 Valid license: 1236543

B3 RTSM. Check for available slots, append existing or add new lists.

& €TMF. Manage your eTMF application here

Study crew @ Study design
N
TRIALA
.‘ Soff Ann. Multiple designs in use.
2 Select Launch study eTMF:

eTMF

Manage your eTMF application.

R Study eTMF Enable
ol

v Study eTMF license is valid (é) ON

© Launch study €TMF

eTMF roles mapping

Map each Study role to one or more eTMF roles, if applicable.

Study role €TMF role(s)

8 Customize the template

This step is performed by the



81 Baseline template

The first time you set up your eTMF application, you begin with a baseline template provided by Viedoc. This template is
not intended to be used as it is, but to be adapted to the needs of your organization. See Viedoc-provided templates to
download the template.

Once customized, import the template to eTMF, see Import the template.

8.2 Existing templates
Imported templates can be customized to fit your study needs.

To export a template for customization:

1 In Viedoc eTMF, select the TMF Admin view:

@Jﬂ €TMF +  Trial Master File «

TMF Admin
Trial level All sites v All mileston
2 TMF Archive
g 51 ;:::;15 2] 4% coms -'L:b-:ume-ns (® 202 artifacts missing required documents
2 Select the Templates tab:

&Y €TMF +  TMF Admin -

TMF structure Templates Settings Status

& Organization templates 13 templates

3 Select Export for the template you want to customize. The template is downloaded in Excel format.
@4 €TMF +  TMF Admin - =
TMF structure Templates Settings Status

B
ﬁ Organization templates 13 templates

DemoStudyTemp

Imported 2021-10-06 20:45 by Manage
11 zones - 48 sections - 249 artifacts «

There are two types of templates:

= Organization template - available for all studies within your organization
= Study template - available only for the specific study

It is recommended that you adapt the eTMF template to your specific documentation landscape. For example, you can
customize, add, or delete zones, sections, and artifacts.

See also Customizing_a template.

9 Import the template

This step is performed by the


https://help.viedoc.net/l/009da2/en/
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1 Select Import in Organization templates or Study templates, depending on what type of template you're

importing.
@ Organization templates 2 templates

DemoStudyTemp - Copy
Imported 2021-03-04 09:16 by
11 zones - 48sections - 249 artifacts

m
=
&

Manage

2 Once imported, select your template to make it available in the TMF structure.

&% €TMF »  TMFAdmin

TMF structure Templates Settings Status

é—ﬂ Organization templates 13 templates

DemoStudyTemp
Imported 2021-10-06 20:45 by
11 zones - 48 sections - 249 artifacts

10 Instantiate the template

This step is performed by the

On the TMF structure tab, select the Instantiate button for the template.

&% €TMF »  TMF Admin -

TMF structure Templates Settings Status

DemoStudyTem
L E Change template

Template selected 2022-01-31 10:39 by

The template is now applied to the trial and the eTMF structure is available for end users to work with.

11 Launch eéTMF in production mode

This step is performed by a with a mapped eTMF role.

Select the éTMF icon on the Viedoc landing page:

8
“

= E .

@ eTMF

Study status

The eTMF application opens.

v Select

Manage |Export

v Select

N

® Instantiate

@ Instantiate
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1. Configure the roles

2. Define the subject statuses

3. Configure Viedoc Reports

4. Assign the design to sites

5. Enter the expected numbers and enable Viedoc Reports
6. Launch Viedoc Reports

Viedoc Designer

& Designer

Viedoc Admin

. Study Manager

Viedoc Clinic

. Clinic user

1 Configure the roles
This step is performed by the Designer.

To let Clinic users use Viedoc Reports, their roles must be configured with Metrics and Reports permissions in the Roles
page. The Reports option becomes visible when selecting Metrics.



Edit role [RG5515]

Edit role Manage rights in this role
Name Status Special
Investigator [ o @) User can only view form data (this overrides all edit permissions) || Export of data into different formats/view reports | (/] Metries  [«] Reports
Descript
eseription Create private notes Medical coding View reference data

Save, sign, reset, delete and export
data, resolve queries

CRF Rights
z +| Add/update subject/event/form data and query answers |« | Reset/Delete eventsand forms || Deletesubjects || Sign subject/event form data and queries
Add/change queries Add pre-queries Promote pre-queries Data review Clinical review SDV Lock data
. +| Emergency unblinding View anonymized data || Anonymize data

Logistics Rights

View IP on study level View IP on site level View Subject Id when allocated View blinded info (e.g. Active/Placebo)

.
| ca @t
0
an
To be able to download report files, the user also needs the permission Export of data into different formats/view reports.

Edit role [RG5515]

Edit role Manage rights in this role
Name Status Special
Investigator m User can only view form data (this overrides all edit permissions) +" | Export of data into different formats/view reports
-
Description Create private notes Medical coding View reference data

Save, sian, reset, delete and export

Note! The export is allowed only if the export permission is applicable to all the assigned sites.

See Configuring roles.

2 Define the subject statuses

This step is performed by the Designer.
Set an expression for how and when a subject is considered both screened and enrolled in the study.

See Subject status.

3 Configure Viedoc Reports

This step is performed by the Designer.

1 In Viedoc Designer, select the study for which you would like to configure Viedoc Reports.

2 In the Global design settings field, click Edit.

Viedoc's demostudy
v Assigned 03 Feb 2017 by Technical Writer, Viedoc Lab

Designers

Technical Writer )
Latest edited design
Global design settings

w" Published 12 Feb 2018 13:02 by Technical Writer | v Effective @

DemoStudyDesign [3.0] ® View

Published
Last edited 23 Jan 2018 13:58 by Technical Writer

Design versions Published Unpublished @


https://help.viedoc.net/c/e311e6/bac6fa/en/
https://help.viedoc.net/c/e311e6/603323/en/

3 In the Reports configuration field, click Edit.

m .
D Triala »
= Not published
7 P ' Publish settings
) Last edited 2020-09-10 11:07 by Soff Ann
Designer settings
Settings
Medical coding
Defined scopes
Data mappings
Data mappings | Last edited 2020-09-10 11:07 by Soff Ann
Reference data scopes

Reference data scopes

Reports configuration ¥ Edit

Defined configurations | Last edited 2020-11-26 14:02 by Soff Ann

4 You can now configure the settings by clicking Edit in one of the fields: Visibility settings, Dashboard,
Demographics, Adverse events, and Custom reports. See Configuring Viedoc Reports for details.

D iata
Reports configuration
) Visibility settings @ Notinuse # et

) Dashboard @ ot

£] Demographit

# ko

7] Adverse events @ Notinuse

After editing and saving any changes, the Not in use status changes to In use.

5 Publish your global design settings.
D Triala »
T Not published vy vy
% Last edited 2020-09-10 11:07 by Soff Ann
6 Publish your design. See Publishing_a study design.

4  Assign the design to sites
This step is performed by the Study Manager.

See Assigning_a study design.

5 Enter the expected numbers and enable Viedoc Reports

This step is performed by the Study Manager.


https://help.viedoc.net/c/e311e6/326d81/en/
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https://help.viedoc.net/c/331b7a/be9806/en/

4

Click Study settings for the study in which you want to set up Viedoc Reports.

~ Users

Triola =z

@ Notcommenced @ Valid license: 1236543

Study crew @ Study design @
@, TRIALA 7
Soff Ann. Demo study 2019 7.0 (published 2020-09-17 11:12)
Study Sites Sites Countries Site users
# 11 Site name O Code Country Effective Design Production Users
1 St Per Medical SE SE New Study Design 3.0 @ 1/3 6

In the Study settings pop-up window, enter the total number of expected screened and enrolled subjects and
the expected end date of the enrollment period.

Expected number of subjects Expected end date of enrollment period

Screened 100 Enrolled 80 v 310ct 2021 ]

Notel This data must be entered on both study level and for each individual site.

Scroll down to and click Show more options.

Y& Triala | cose |
Expected number of subjects Expected end date of enrollment period
Screened 100 Enrolled v dd MMM yyyy @

Study access

Password expiration time for all users in this study (values allowed are 1 to 5000) 90 days

Require two-factor authentication for all users accessing this study

Clinic roles to be administered by Site Manager ()

Investigator Study Supply Manager Site Supply Manager

Helpdesk team

PCG Helpdesk Britanica Helpdesk MWA Helpdesk
ViedocMe
Allow reminders in ViedocMe to be sent as Email Text message

Force subject to change password at first time login

Show more

Select Enable Viedoc Reports and click Save changes.

% T =

Allow reminders in ViedocMe to be sent as Email Text message

Force subject to change password at first time login

Enable documentation and training €)

elearning title elearning URL

.\ﬁﬁ Enable Viedoc Reports




6 Launch Viedoc Reports
This step is performed by the Clinic user.
Launch Viedoc Reports from the Metrics feature on the study start page.

Demo Study (Reports)

An open-label, multi center, dose escalation study investigating the safety, tolerability and

0 = B o =
Metrics

Metrics

Alsites Germany Sweden United States Japan

/ A Viedoc Reports

OPEN QUERIES

95 0.39

+100%

33%

More about queries

More about performance

See Launching Viedoc Reports.
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1. Configure the role

2. Configure Logistics permissions if used
3. Invite a Regulatory Inspector

4. Map eTMF permissions if used

5. Launch Viedoc

Thorough preparation for inspection of the EDC system used in a clinical trial is of great importance. The regulatory
authorities see the EDC system used for a clinical trial as an important computerized system with regards to both patient
safety and data integrity.

To assist in this process, Viedoc has developed the Viedoc Inspection Readiness Packet (VIRP) which provides you with
the information you need to prepare for a regulatory inspection and to fulfil regulatory expectations and requirements.
The VIRP introduction describes the contents of VIRP in more detail, and also talks about additional documentation you
should provide. The VIRP introduction is included in VIRP.

If you decide to use VIRP we provide an eLearning lesson which describes the information needed step-by-step in order
to fulfil inspector expectations: Inspection Readiness When Working_in Viedoc

You can read about how to download the Viedoc Inspection Readiness Packet here: VIRP

You will need to give full read-only access and invite the inspector to the Regulatory Inspector role in the Viedoc system as
described below.

Viedoc Designer

P VS Designer

Viedoc Admin

. Study Manager/ eTMF manager
ah

Viedoc Clinic

. Regulatory Inspector
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1 Configure the role

This step is performed by the

To allow the Regulatory Inspector viewing access to study dataq, their role must be configured with read-only and view
anonymized and blinded data permissions on the Roles page.

= The role of Regulatory Inspector must be turned on in Designer.

= By default, a set of predefined roles is set up by the system, and can be modified for your study. Permissions for
the role of Regulatory Inspector should be set to access to all parts of the system, including the
eTMF (if it is used) and the eLearning.

2 Configure Logistics permissions if used

If the study uses Viedoc Logistics, the following role permissions in Logistics Rights for the Regulatory Inspector role must
be configured on the Roles page:

= View IP (Investigational Product) on study level,
= View IP on site level

« View subject ID when allocated

= View blinded info (e.g. Active/Placebo).

See Configuring roles.

Edit role [R16]

Editrole Manage rights n this role

view form data tthis overrides al edit permissions Export of data into differen formats/view reports Metrics Creste private notes Medical cocing View reference data

CRF Rights

Lock

Should the inspector also require access to Viedoc Admin or Viedoc Designer, you are always welcome to contact
your Viedoc representative if you need assistance.

3 Invite a Regulatory Inspector

This step is performed by the

For randomized studies, the inspector should also be invited to the study with the role of Unblinded Statistician, in
order to have access to the randomization lists and be able to download them in Viedoc Admin.

See Managing_users.

4  Map eTMF permissions if used

If the study is using the eTMF, map the Regulatory Inspector study role to an eTMF role with the permissions read-only
, read-only and
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el MF

Manage your eTMF application.

"a Study eTMF Enable e
0} « Study eTMF license is valid @ on e

eTMF roles mapping

Map each Study role to one or more el MF roles and permissions, if applicable.

Study role &TMF roles and permissions

Site staff ¥ Sponsor study X Sponsor country X Sponsor site X Reviewer X
Investigator Archive sponsor TMF X Archive investigator TMF X Download audit trail X

Manage drop zone X
Monitor

Project Manager

Regulatory Inspector Read-only TMF Admin x = Read-only Trial Master File x = Download audit trail x

Site Reviewer

This step is performed by the Study Manager/eTMF Manager.

5 Launch Viedoc

Launch Viedoc Clinic and Viedoc eTMF and Viedoc Logistics (if used in the study) from the landing page.

This step is performed by the Regulatory Inspector.
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1. Check your license

2. Add a study to the production server
3. Invite the Designer

4. lmport the study design

5. Reconfigure design settings

6. Re-import translations

7. Validate and publish

8. Reconfigure features

9. Assign the study design

When building a study in Viedoc, you are first given access to a training_server, (for example, vatraining.viedoc.net). This is
so that you can use and evaluate Viedoc without the need for a contract or license. Studies that are to be taken into
production are then migrated from the training server to the production server. For more information, see Migrating a
study design from training to production.

A study can be considered as live when there is a validated study design on a production site. The schematic below shows
the steps that are needed, and which roles have permission to perform these steps.



https://help.viedoc.net/c/e311e6/260a1c/en/#TrainingVsProduction
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Viedoc Admin

. Organization Administrator
Ol
. Study Manager
X
Viedoc Designer
. Designer
[

Viedoc Admin Viedoc Designer

. Study Manager/Designer

GXa

Viedoc Admin

. Study Manager
AT

1 Checkyour license
This step is performed by the Organization Administrator.

= Make sure you have a valid license: All production studies must have a valid license before they can be taken
into production. The license is provided by a Viedoc representative. Every license is connected to a reference
ID. The reference ID can be found on the signed study work order. For more information, see the section on
licensing in Overview of Viedoc

= Make sure the license includes all of the features required for your study. These are listed in Viedoc Admin
after the reference ID is entered.

2 Add a study to the production server

This step is performed by the Organization Administrator, after the study has been built and tested on the training server
and the study design is exported.


https://help.viedoc.net/c/e311e6/3601dc/en/

1 On the production server, add a new study in Viedoc Admin. For more information, see Adding_a new study,.

\}s’ Users Add a new swdy
Search studies by name Found 3 studies. Sort by

,M"“l Documentation of Life

S e @
@ I @
2 Assign the Study Manager role to yourself or anyone from the team. For more information, see Managing

users (for Org Admin).

3 Invite the Designer
This step is performed by the

Invite a user to the Designer role. For more information, see Managing_users (for Org Admin).

4 Import the study design
This step is performed by the

Import the study design ODM file (which was previously exported from the training server).

Import Design

Flease uplcad 5 SOM file for import

Import ODM File

Step /7

ada file

= Swoylesign_Demeo_s_004_1 (1l 056

Liplnad and confirua

)
&

For further instructions, see Importing a new design version.

5 Reconfigure design settings

This step is performed by the
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1 Reconfigure, validate, and publish the global design settings (as these are not in the ODM file) in the same
way as on the test environment. For more information, see Overview of Viedoc Designer.

A Demo Study
Assigned 04 Jul 2017 by Demo User, )

Designers

Demo User (m com), Demo user ( )
Latest edited design

Global design settings ) % Edit
@ Not published | Last edited 04 Sep 2018 07:26 by Demo User

RefData [12.0] )
Not published
Last edited 24 Apr 2018 14:28 by Demo User
Design versions Published Unpublished )
2 If used for the study, reconfigure Viedoc Reports. For more information, see Quick Guide for setting up

Viedoc Reports.

6 Re-import translations

If used for the study, import the Viedoc Me translations. For instructions, see Managing translations for subject-initiated
events.

{/ \alidate and publish

Validate and publish the design. For more information, see Validating_a study design.

The study design becomes available to the Study Manager in Viedoc Admin when it has been published.

8 Reconfigure features

These steps are performed by the and the

If the features listed below are used for the study, the Study Manager will need to manually reconfigure and save these
features in Viedoc Admin:

= Randomization and Trial Supply Management (RTSM) and global allocation list
= Application Programming Interface (API) configuration.

If the features listed below are used for the study, the Study Designer will need to manually reconfigure and save these
features in Viedoc Designer:

= Medical coding - for more information, see Configuring medical coding_scopes.
=« Reference data - for more information, see Configuring_reference data scopes.

To perform these reconfigurations, the user must be assigned to the relevant user roles. For example, Unblinded
Statistician for the RTSM and global allocation list, Reference Source Data Manager for the reference data, Dictionary
Manager to manage the medical coding dictionaries, and APl Manager for the API configuration.

9O Assign the study design

This step is performed by the

Assign the study design to at least one or several production sites in the study, and select an effective starting time for that
design to be applied to the site.
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Once a study is on the production server it is possible to configure the sites to operate in one of the following modes:

. only: does not require a license, and the data is saved on the demo/training instance
only. This is to be used for the test sites only.

= production mode only: used for the production site(s), that is, real sites where real data will be entered, not for
testing purposes.

= both and production modes (this is not recommended, see Training(Demo) vs Production
mode).

Your study is now in production, and you can start work on the site.

Important! This process cannot be used for revising an existing design version on production, as importing the design
will always result in a totally new version.
For more information about new versions and revisions see: handling eCRF updates after going_live.
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1. Configuration workflow for the first study design version
2. Initiating a study design

3.Add a new empty version

4.lmport a version

5. Related topics

1 Configuration workflow for the first study design version

The following steps have to be performed in Viedoc when creating and configuring the study for the first time:

1. In Viedoc Admin, the Organization Administrator creates the new study and appoints a Study Manager.

2.In Viedoc Admin, the Study Manager sets the non-version-controlled common settings and appoints a Study
Designer.

3.In Viedoc Designer, the Study Designer creates the first version of the version-controlled settings and makes it
available to the Study Manager by publishing the design to Viedoc Admin.

4.In Viedoc Admin, the Study Manager creates site(s) and assigns the first version to the site(s).

5. The site user can start entering data in Viedoc Clinic, using the assigned design.

Viedoc Designer Viedoc Admin Viedoc Clinic

Designer Organization Manager Study Manager Site user
H . with data edit permission

Enter data using the assigned
design




2 Initiating a study design

A notification email is sent out to you when you have been assigned a new design project. When logging in to Viedoc and
opening Viedoc Designer, you will find the project in the list of projects. If you have many projects you can use the Search
by study name text field in the top left corner to find it. For details, see Overview of Viedoc Designer.

Found 1 projects. Sort by

New study

+ Assigned 16 Nov 2014 by Dr Demo,

Designers

Dr Demof ),

This project has no designs yet!

0 0 Add a new empty version e Import a version e

It is possible to initiate a design in two different ways:

1. By creating a new design from scratch - using the Add a new empty version option.

2. By importing an existing design - using the Import a version option.

3 Add a new empty version

1 Click on Add new empty version. The New study design pop-up opens:

¥ New Study Design

New Study Design

Internal Description Study Name

New Study Design

Study Description

Protocol Name Protocol Version

2 Set the general information regarding the design:

= Internal description

= Study name

= Study description

= Protocol name

= Protocol version
Of all the above, only the Study description will be shown in Viedoc Clinic when the user selects the
respective study. All the other details are for internal use only, that is, they will be shown only in Viedoc Admin

and/or Viedoc Designer.

All these fields can be changed in a new version or revision of the study design.


http://help.viedoc.net/c/e311e6/007f8c/en/
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Click Save changes. You will be directed to the design overview page:

D Demostudy

2

Internal Description Forms
Internal study design description Forms Times in use
Study Name
Study workflow
Study name
Scheduled Unscheduled
Version Revised version
1 0 Roles
Active roles

Study Description
Study description
Study Settings

Protocol Name
Protocol hame Qutputs and Validation

Edit checks Formats
Protocol Version

Protocol version

¥ Design Settings Duplicate design

For further details, see Overview of study design.

Import a version

Common

OID's and Labels

Not published vaupare i i
P Last edited 2018-10-02 14:53 by Demo User W Configuration report R Publish design

The format supported for importing a design is Clinical Data Interchange Standards Consortium (CDISC) Operational
Data Model (ODM) with or without CDISC Study/Trial Design Model and Viedoc extensions — which means that it is
possible to import study designs from manually created configurations, or from configurations generated in other
systems, as long as they are CDISC compliant.

Click Import a version. The Import design pop-up opens:

Import Design

Please upload a ODM file for impert.
mport Design (Step 1/2]
Impert ODM File

Upload a file

Upload and continue

Click the Upload a file link and select the file to be imported.

Click Upload and continue:

Import Design

Please upload a ODM file for import.
mport Design (Step 1/2
Import ODM File

Upload a file

+ StudyDesign_Demo_st_014_1 (1) xml 03M8

Upload and coinue

Step 1/2

Step 1/2


http://help.viedoc.net/c/e311e6/baa5b8/en/
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Select a design version to import - if there are more design versions in the uploaded file, choose here which
one to import.

Select language to import - if there are more languages available in the uploaded file, the main design
language (usually English) should be chosen.

Click Import. You will be directed to the design overview page. For further details, see Overview of study
design.

Related topics

Viedoc study configuration management
Duplicating_a design

Adding a new study in Viedoc Admin
Assigning_a study design in Viedoc Admin
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1. Introduction
2. Importing a new design version

1 Introduction

This lesson describes the steps to be performed when you already have a couple of design versions and want to import a
new design version.

The case of importing a new design at the very beginning, when no design version exists for the study, is described in the
lesson |nitiating_a design.

2 Importing a new design version

The format supported for importing a design is Clinical Data Interchange Standards Consortium (CDISC) Operational
Data Model (ODM) with or without CDISC Study/Trial Design Model and Viedoc extensions — which means that it is
possible to import study designs from manually created configurations, or from configurations generated in other
systems, as long as they are CDISC compliant.

To import a new design version to your study:


https://help.viedoc.net/c/e311e6/098b08/en/
https://help.viedoc.net/l/a559c4/en/#CDISC
https://help.viedoc.net/l/a559c4/en/#ODM

In Viedoc Designer, go to your study and click Design versions:

New test study
v Assigned 27 Aug 2018 by Demo User

(1 Designers

Demo User ( 1
Latest edited design

Global design settings

+w" Published 16 Oct 2018 17:26 by Demo User | v Effective

New Study Design [3.0]

Not published
Last edited 31 Oct 2018 09:45 by Demo User

() Design versions | [ Published Unpublished

Alist of all existing design versions is displayed:

# Version name Protocol version
3 New Study Design [2.1] 2
4 New Study Design [2 2] 2
5 New Study Design [2.3] 2
[} New Study Design [2.4] 2
7 New Study Design [3.0] 2

o Add a new empty version o Import a@j@rsion

In the bottom of the list, click Import a version. The Import design pop-up opens:

x Demo study
Import Design
Please upload a ODM file for import.
Import Design (Step 1/2)
Impeort QDM File

Upload a file

Upload and continue

Last edited

23 Oct 2018 12:59

23 Oct 2018 14:19

250ct 2018 14:21

25 Oct 2018 15:40

31 Oct 2018 09:45

Click the Upload a file link and select the file to be imported.

Click Upload and continue:

Import Design

Please upload a ODM file for import.
Import Design (Step 1/2)
Import ODM File

Upload a file

+ StudyDesign_Demo_st_014_1 (1) xml 03M8

Upload and continue

Status

=

Step 1/2

Step 1/2

Effective

v

v

©00O00O0



Select a design version to import - if there are more design versions in the uploaded file, choose here which
one to import.

Select language to import - if there are more languages available in the uploaded file, the main design
language (usually English) should be chosen.

Click Import. You will be directed to the design overview page. For further details, see Overview of study
design.
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1. Introduction
2. Adding a new empty design version

1 Introduction

This lesson describes the steps to be performed when you already have a couple of design versions and want to add a
new empty design version.

The case of creating a new design at the very beginning, when no design version exists for the study, is described in the
lesson |nitiating_a design.

2 Adding a new empty design version

To add a new empty design version to your study:


https://help.viedoc.net/c/e311e6/098b08/en/

In Viedoc Designer, go to your study and click Design versions:

New test study
v Assigned 27 Aug 2018 by Demo User

(1 Designers

Demo User ( 1

Latest edited design

Global design settings

+w" Published 16 Oct 2018 17:26 by Demo User | v Effective

New Study Design [3.0]

Not published
Last edited 31 Oct 2018 09:45 by Demo User

() Design versions | [ Published Unpublished @

Alist of all existing design versions is displayed:

# Version name Protocol version Last edited Status Effective e

3 New Study Design [2.1] 2 230ct201812:59  |ER v @
4 New Study Design [2.2] 2 230ct201814:19 SR v @
5 New Study Design [2 3] 2 250ct 2018 1421 =R v @
6  New Study Design [2 4] 2 250ct 20181540  |ER v @
7 New Study Design [3.0] 2 31 Oct 2018 09:45 /7,: @ @

0 Add a new empty version 0 Import a version

In the bottom of the list, click Add a new empty version. The New Study Design pop-up opens:

¥& New Study Design

| close |

New Study Design
Details

Internal Description ) Study Name £}

New Study Design

Study Description

Protocol Name Protocol Version

Fill-in the study design details and click Save changes. You will be directed to the design overview page, with
a totally new (empty) design. For further details, see Overview of study design.
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1. Introduction
2. Overview of the study design

1 Introduction

You get to the Overview of the study design page, in one of the following ways:

= When clicking the link from the study summary page:

Demo study 2014 [3.0]

;’i) Not published
7~ Last edited 02 Oct 2018 16:05 ﬂy’ Demo User

= After initiating a design, either by creating a new design from scratch, or by importing an existing version. See
Initiating_a design / Importing_a new design version / Adding_.a new empty design version.

2 Overview of the study design

The Overview of study design page consists of the following main areas:


http://help.viedoc.net/c/e311e6/098b08/en/
https://help.viedoc.net/c/e311e6/e342fc/en/
https://help.viedoc.net/c/e311e6/a681aa/en/

™
Not published vaLpaTe
Last edited 2018-10-02 16:05 by Demo User B Configuration report R Publish design
/
= 7 S
Internal Description Forms
Demeo study 2014 Forms Times in use
Study Name stud Kl
oy workiow
Left Demo study 2014 * Right pane
€t pane Scheduled Unscheduled Common
Version Revised version
Study Description Active roles
An open-label, multi center, dose escalation study investigating
the safety. tolerability and ... Study Settings
Protocel Name
Protocol Outputs and Validation
Edit checks Formats QID’s and Labels
Protocol Version
1
/AN J

L
(

Duplicate design [
Bottom pane

= Top pane - provides information on whether the design version is published or not, when it was last edited and
by whom, as well as links for:
= Validate the design - for details, see Validating_a study design.
« Configuration report - for details, see Configuration report.
= Publish design - for details, see Publishing_a study design.

= Left pane - descriptive information of the study design
= Right pane - links to view/edit:
= Forms - here you configure the forms that will be used within the study design. For details, see
Creating_and editing forms.

= Study workflow - here you can set up the events in the study, and populate the events with activities
and forms. For details, see Study workflow.

= Roles - here you configure the clinic roles and their permissions within the study. For details, see
Configuring roles.

= Study settings - for details, see:

Selection View Settings - here you can configure the information to be displayed on the
subject card.

Subject Id Generation Settings - here you can set up the format for the Subject ID, used
to identify a subject within the system.

SDV Settings - the Source Data Verification (SDV) setting enables you to choose what
forms and items to require SDV in your study.

Miscellaneous

Alerts - here you can set up alerts in your study to notify users about important
occurrences in the data.

Subject Status - here you define the statuses of a subject, that will be used for
calculating the Metrics displayed in Clinic.

Setting up the randomization - here you configure randomization, if used within your
study.

elLearning_settings - here you configure the eLearning curriculums that should be
available for the clinic users in your study.

= Outputs and Validation - this section summarizes some of the item settings that performed in
Viedoc Designer and provides a better overview and an easier way to update those. For details, see
Outputs and validation.

= Bottom pane - links for:
= Design settings - directs you to the Design settings page, where you can export, lock or delete the
design. For details, see Exporting/Locking/deleting_a study design.
= Duplicate design - for creating a new version/revision of the design. For details, see Duplicate a
design - versions and revisions.
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1. Overview of the Forms page
2.Forms
2.1 About the layout and content of a form
2.2 Step-by-step guide: creating a new form
2.21 Summary format of the form
2.2.2 Auto-update functions
2.2.21 An example of the auto-update functions option
2.2.2.2 How does auto-update functions affect form history and revisions?
2.2.3 Hidden forms
2.2.4 Allow form to be copied
2.3 Previewing a form
3.ltems
3.4 Item types
3.4.5 Overview of all item types
3.4.6 Code list item types guidelines
3.4.7VAS
3.4.8 File upload
3.4.9 Drawing pad
3.410 Range item
3.411 Form link item
3.411.3 Form link validation
3.5 Adding items to a form
3.6 Configuring an item
3.6.12 ltem settings - General
3.6.12.4 General settings for checkbox items
3.6.12.5 General settings for VAS
3.6.12.6 General settings for File Upload
3.6.13 Iltem settings - Visibility
3.6.13.7 Simple visibility conditions
3.6.13.8 Advanced visibility conditions
3.6.14 ltem settings - Validation
3.6.14.9 Validation settings for Date and Date and Time items
3.6.14.10 Validation settings for Single line text and Paragraph text items
3.6.14.11 Validation settings for File upload
3.6.14.12 Validation settings for Range item
3.6.15 Item settings - Function (f)
3.6.16 ltem settings - Output
3.7 Duplicating and deleting_ items
4. Templates
4.8 Global form templates
4.817 Creating_a form using_a global template
4.818 Creating a global template
4.8.19 Editing_a global template
4.8.20 Deleting_ a global template
4.9 Global item group templates
5. Form examples
510 Vital Signs form
5.11 Medical History form
6. Reserved words

1 Overview of the Forms page

On the Forms page in Viedoc Designer, you can create, edit and manage forms.



D Dpemo study 2016 [26.01

Forms

Create new forms @
O EmET

Use your global form templates @
E=] Demographies - # X
E7) vital Signs - # X

E] Medical / Surgical History & # %

g=  Drag and drop a form here to
9 | == create a new global template!

On the Forms page, you can perform the following actions (see image):

1. Create a new form from scratch, see Creating_a form below.

o Filter forms by name ..

Manage forms in this study @

Filter forms Sort by

7] Check Questions @ Inuse (¥

[z7] Prior and Concomitant Medications @ Inuse I1

[z=] Adverse Events @ Inuse (1

7] Medical / Surgical History @ Inusel:

[z=] Vital Signs @ Inuse (5

[z7] Safety Laboratory Parameters @@ Inuse (2

=] Clinical chemistry @ Inuse!:

[F7] 12-Lead ECG @ Inuse (4

5 owecied

0

& Edic

& Edit

# Edic

& Edic

# Edit

# Edit

& Edit

e

F

F

o

+

Duplicate

Duplicate

Duplicate

Duplicate

Duplicate

Duplicate

Duplicate

Duplicate

@ Show s (T LD

Delete

Delete

Delete

Delete

Delete

Delete

Delete

Delete

2. Create a new form by using a form from the global templates, see Creating_a form using_a global template

below.

3.Add a form to the global templates, see Creating_a global template below.

4. Filter and search forms.
5. Sort forms by the date they are edited, the date they are created or by name. Default is Date edited.
6. Show/Hide the form/item IDs.

7. Print forms with IDs (annotated CRF) or without IDs (unannotated CRF).

8. Edit, duplicate or delete a form.

2 Forms

21 About the layout and content of a form

A form consists of one or several item groups that contain one or several items.

A white box in the form defines an item group (group of items). An item group can have a header.

Form name

Here you can type a description of the form

A white box is a group that can contain one or several items

Thisis an item

This is another item A third item

| Choice1 () Choice 2 v | dd MMM yyyy HH'mm | B

There is neo limit to the number of items in a group

This is another group

Ancther item

Choase one._ =

This is a third group

Another item

Avyellow box highlights an item. The yellow box is displayed when hovering over the item.

And yet another item

‘_| Choice 1 |_| Choice 2

()



Preview of your form @

Form name

Here you can type a description of the form

A white box is a group that can contain one or several items

This 1s an item This 1s another item i A third item

Choice 1 Choice 2 | l}

There is no limit to the number of items in a group

This 1s another group
Another item And yet ancther item

SR Choice 1 Choice 2

This is a third group

Another item

You can adjust the settings of an item group and the settings of single items.

= To access the item group settings, click within the white box that forms the group, outside an item.
= To access the item settings, click the area (yellow box) of an item.

2.2 Step-by-step guide: creating a new form

To create a new form, follow the steps below.

1 In the study design in Viedoc Designer, click Edit in the Forms field.

Forms ap
ED Forms Times in use

The Forms page opens.



Click Add a new form.

A new form is created, and the Form Settings dialog opens.

In the Form Settings dialog, on the General tab, enter/edit:

= the ID for the form. The form ID is the ID that will be used to identify the form in the database and
in the export output. It is also used when referring to the form in JavaScript expressions.
= aname for the form

= optional: a description. The description can also be entered at a later stage.

Preview of your form @ [ Show ID! Eorm Settings

‘uvanmn Visibility
Name of the form

| T

Here you can type a description Formib

Name
----------------------------------------------------------- Name of the form

Summary format

Deseription

Here you can type a description

Tip! You can enter a summary format that defines how the form will be displayed in Viedoc Clinic. It is easiest

to do that at a later stage, once the form has been set up and filled with items and item groups. For more
information, see Summary format of the form below.

On the Advanced tab, select:

» whether functions with dependencies on items in other forms shall be updated automatically
when the other forms are saved (see Auto-update functions below), and
whether you would like the form to be a hidden form that is not visible in Viedoc Clinic. This option
is only available when the auto-update option is activated, see Hidden forms below.
whether you would like the form to be copyabile, that is, whether you would like the form to be
initiated based on copied data from a previous event. For more information see Allow form to be
copied below. If this setting is activated, you can select the form to be copyable:

« always

= on simple condition evaluates true (specify the condition)

= on advanced condition evaluates true (enter a condition using JavaScript).
See Allow form to be copied below for more information.

Preview of your form @

Form Settings (<!

' A Geneusibility
Name of the form

(V) Auto update functions (functions are
executed when dependencies change)

[7) Hidden form (hidden forms are created when
event is intiated)

(V] Allow form to be initiated based on copied
data from a previous event

®) always

) on simple condition evaluates true

) on advanced condition evaluates trus

Tip! You can also edit these settings at a later time!



5 On the Visibility tab, select:

= whether the form shall be visible for all roles or only for a selection of roles, and
= whether the data in the form shall be editable by all roles (that can view the form) or only by a
selection of roles.

If you select Selected roles, select which roles should be able to view the form and to edit the data.

Only user roles with editing permissions for the study start event form can add a new patient card and
activate a Viedoc Me account.

Preview of your form @ B Show ID| Form Settings

: General Advanceq Visibility
! Name of the form .
i Show v to

Here you can type a description ®) Allroles

Selected roles

Enable edit for
All roles

Selected roles

Investigator [RG5515]
CRC [RG5516]

Codter [RG5517]
Monitor [RG5518]

Data Manager [RG5519
Sponsor [RG5520]
CRM [RG5521

Medical coder [R8]

&

Alerts do not respect role visibility conditions. ltems within forms that are hidden to certain roles, might
become visible in alert messages. For more information, see Alerts.

6 Click Save changes to save the form.

You can also create a form by using a global template. See Global form templates below.

221 Summary format of the form

The summary format is a form identifier that is used to define how the form will be displayed at the following places in
Viedoc Clinic when the form is initiated:

1. The list of forms in the event view on the Subject Details page (see images below).
2.The form name when the form is displayed in view/edit mode (see images below).
3.The Add subject form.

4.The Signing console (see images below).

5.The Data Review Console.

6.The header of the Form History PDF (see images below).

7.The PDF export for Viedoc versions 4.39 and higher.

Details FE T 2 i o i
Stom oL vt - == 5
SE-UU-021 et
pre: e
wou wstonr @ CB
o - p— V1Short sum-fc V2 Short sum-f
&l 02Nov1978 Ongeing
—
Date and Time
¥ 160ct 20181015 & O
v -
! (]
Vit dste em 1
jreee ¥ 1
Choice 1 (8) Choice 2
Randomization = @
r— @M.
Details (LD, & <3 G,
TR FAscw-0n  Sogeone |
— V1Short sum-fc V2 Short sufn- Show only unsignedforms ™
Ongeing
10 unsigned 24
o Add subject
Demographics
e - V1 Short sum-format o
Visit cate: 16 Oct 2018
’ , s W Y > ,
Vitat Signs
o 12-Lead ECG
" 21 oazmenz
Eligibilty

Check Questions.
Physical Examination
Instance nr 1. 16 Oct 2018 1015

Instance nr 2. 16 Oct 2018 14.22
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The summary format is a field in which you can enter variables (see the complete list at Using JavaScript in Viedoc) as well
as free text. For repeating forms, you can use the FormRepeatKey inthe summary format to distinguish between the
different instances of the same form. In the example above, the summary format of the repeating form is set to /nstance nr
{FormRepeatKey}, {DATE}.

Summary format
Instance nr {FormRepeatKey}, {DATE}

When date variables are used in the summary format, the date is formatted as set in the

study settings in Viedoc Admin, see General study settings.

For more information about repeating forms, see Study workflow. A more comprehensive example of how to use the
summary format is described in the use case example in Using repeating forms.

Before the form is initiated, and if the summary format is left empty, the form name is used to display the form at these
places in Viedoc Clinic.

Note! If a long summary format is used, this will increase the size of the header in the PDF. If the PDF header contains
more than three rows of text, it will overlap with the contents of the PDF (that is, the screenshot of the form).

Tip! If the option Allow form to be initiated based on copied data from a previous event is activated for the form, you can
include in the Summary format one or more of the form sequence numbers in order to make it easier to identify in Viedoc
Clinic the form instance the data is copied from. For more details, see Allow form to be copied below.

222  Auto-update functions

On the Advanced tab of the Form settings dialog, it is possible to enable the option Auto update functions (functions are
executed when dependencies change).

If this option is checked, the form will be updated automatically when it contains items with a function that depends on
items from other forms. If the value of one or more of the dependency items is changed (either in Viedoc Clinic, Viedoc Me
or via the API), the function is re-executed, and the form is automatically updated as follows:

= theitem is updated with the new value that resulted from re-executing the function
= the visibility conditions are validated

= the edit checks are validated

= the form status is updated

Note! The Auto-update functions option is only useful when there are items in the form that use functions that depend on
items from other form(s) (so called cross-form items). If there are no cross-form items in the form, you should not enable
the Auto-update functions option, because this will slow down the performance of the system unnecessarily.

If a form with the auto update functions option enabled is monitor-locked, it is still updated by re-executing the functions.
When a value changes, the form is saved and the review and the signature are broken, yet the form is still monitor-locked.

2221 An example of the auto-update functions option

Let’s consider a form (Form A) that contains a cross-form item (Calculated_[ltem) that uses a function (F) dependent on
two items in another form: Input_ltem_1and Input_Item_2in Form B. The auto update functions option is enabled for Form
A.When Form Bis saved (in Viedoc Clinic, Viedoc Me, or via API), function Fis re-executed. If, as a result, Calculated_Iltem
has a changed value, then Form Aiis updated by:

= Updating the value of Calculated_Iltem to the new value
= Re-validating visibility conditions

» Re-validating the edit checks

= Updating the form status (such as missing fields)

2222  How does auto-update functions affect form history and revisions?

When a form is auto-updated due to dependency changes, the reason for change displayed in the form history is
Automatically updated due to dependency change.
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When the auto update functions option is enabled in a new revision of the study design, and the Hidden form option is not
enabled, the form will be marked as changed and the functions will be executed during the upgrade.

223 Hidden forms

If the option auto update functions is enabled for a form, that form can be set to be a Hidden form. Hidden forms are
automatically initiated when the event is initiated in either Viedoc Clinic, Viedoc Me or via the API, but are not visible.

The auto update functions option for hidden forms increases the computational load to the system and can affect
the system performance.

Hidden forms (or data in hidden forms) are:

= notincluded in any status/statistics/metrics count,

= notincluded in the PDF archive,

« not signed,

« automatically reset when the respective event is reset,
» included in the export.

When the Hidden form option is disabled in a new revision of the study design, the form is automatically upgraded and
made visible.

When the Hidden form option is enabled in a new revision of the study design, a manual upgrade or batch approval is
required for the existing (visible) forms after the revision has been applied. After the investigator confirms this, the form
becomes hidden.

224 Allow form to be copied

When the option Allow form to be initiated based on copied data from a previous event is activated, the data in a form can
be copied from a form within one event to another instance of the same form within another event.

When this option is activated, you must select whether the form is to be copyable always, or only if certain criteria are met
(on simple/advanced conditions):

= always
Preview of your form @ VS Settings {
T e T | General Advanced Visibility
Vital Signs :

Auto update functions (functions are
execuled when dependencies change)

<

Allow form to be initiated based on copied
data from a previous event

Were Vital Signs measured?  Date Reason not measured ®) always

Yes No on simple condition evaluates true

on advanced condition evaluates true

Blood pressure

Systolic @ Diastolic @ Pulse @

Some instructions to pulse here maybe

mmHg mmHg bpm

Clinically significant findings should be recorded in the Medical / Surgery history log

Clinically significant findings should be recorded in the Adverse Event log

= on simple condition evaluates true. From the dropdown menus, select the item in the form that the condition
should be based on, select is or is not, and select the codelist item to specify the condition.

Preview of your form @

Were Vital Signs measured?  Date

Yes No

Blood pressure

Systolic @ Diastolic @

mmHg mmHg

Reason not measured

Some instructions to pulse here maybe

Pulse @

bpm

Clinically significant findings should be recorded in the Medical / Surgery history log

Clinically significant findings should be recorded in the Adverse Event log

VS Settings
General Advanced Visibility

Auto update functions (functions are
execuled when dependencies change)

<

Allow form to be initiated based on copied
data from a previous event
always
) on simple condition evaluates true
VSYN v | -
Yes -

on agvanced condition evaluates true



= on advanced condition evaluates true. Enter an expression in JavaScript to specify the condition.

Preview of your form @ VS Settings ]
____________________________________________________________________________________________ General Advanced | Visibility
Vital Slg = Auto update functions (functions are
execuled when dependencies change)
) Allow form to be initiated based on copied
data from a previous event
Were Vital Signs measured? Date Reason hot measured always
Yes No on simple condition evaluates rue
©) on advanced condition evaluates true
| a
Blood pressure Some instructions to pulse here maybe
Systolic @ Diastolic @ Pulse @ P
mmHg mmHg bpm

Clinically significant findings should be recorded in the Medical / Surgery history log

Clinically significant findings should be recorded in the Adverse Event log

= ltis not possible to add multiple instances of a copyable form to one event, not even in different activities. As
soon as the option Allow form to be initiated based on copied data from a previous event is activated, the form
can be added only once to each event. It is however possible to set a copyable form as repeating, see the
section Repeating formsin the lesson Study Workflow.

= The settings made under Allow form to be initiated based on copied data from a previous event overrule
possible visibility conditions set on the event/activity in the study workflow. In other words, copyable forms do
not follow visibility conditions set on activity or event level. Thus, if you include a copyable form in an
event/activity on which visibility conditions are set, the ghost form of the copyable form is displayed in Viedoc
Clinic even if the activity is not displayed because the visibility conditions are not met. To make sure the ghost
form of the copyable form is displayed only in certain conditions, specify the Allow form to be initiated based
on copied data from a previous event criteria as described above.

= Itis not possible to copy data from a form within one event to another instance of the same form within another
event for a Common Event.

Can not output single-source

2.3 Previewing a form

To view and test a form, click Preview of your form. All changes to the form must be saved before they can be viewed in the
preview mode.

A preview of your form will open, displaying the form as it will look in Viedoc Clinic. You can test the items, and possible
functions, data checks, dependencies and visibility settings (that depend on items within the same form) by filling in some
values. Note that the following settings cannot be tested in the preview mode:

= Visibility settings that depend on items in other forms or events
= Role visibility settings
= Settings that enable edit by certain roles
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Preview of your form @

.\fl":‘aI.S.igns e,

e,
b reaa,
L S,
., .
Were Vital Signs measure8, , Date and time
O

Yes (o) Mo IS
.
..

.
Reason not measured e, e,
., e,
., ° RRLETT
., freea., o,
., LTI
e, "reea.,
Blood pressure Pulse .. e,
Systolic @ Diastolic @ Rate @ (2 Form Preview - Google Chrome: - o X
@ Secure | https//intemaltestd.viedoc.net/Designer/StudyDesignForms/FormPreviewN?studyDesignld=96678&formDid=VS
mmkg mmHg bpm

Clinically significant findings should be recorded in the Medical / Surgery history log

Clinically significant findings should be recorded in the Adverse Event log

000-000-000 ~

Vital Signs

Were Vital Signs measured?

®) Yes No

Blood pressure

Systolic £ Diastolic )
120 80
mmHg mmHg

EVENT [DD MMM YYYY] ~

v  01Feb 2017 10:54 @ O

r@ Pulse
Rate )

bpm

7 Rate Value is outside of normal range. Ple

Clinically significant findings should be recorded in the Adverse Event log

If the form is translated to other languages, it is possible to also view the translated versions of the form in the preview

mode.

To exit the preview mode, click the close button.

3 ltems

31 Item types

311 Overview of all item types

A form can contain different types of items.




Forms /

Add a field ©

Standard elements

Single line text
Date
Time

Checkboxes

Number
Date and Time
Paragraph text

Radio buttons

Dropdown VAS Scale
Section break Group
Static text File upload
Drawing pad Range
Form link

The table below lists all the available items and provides a description.

ltem type

Single line
text

Number
Date
Date and time

Time

Paragraph
text

Checkboxes*

Radio
buttons*

Dropdown
list*

VAS

Section break

Group

Static text

Used for

Capturing free text, that is, string type data.

Capturing numeric data.
Capturing year, month, and date.
Capturing year, month, date, hours, and minutes.

Capturing hours and minutes. This is structurally different from other date items as it does not
include year, month, date, or seconds.

Capturing larger texts.

Multiple choice questions that allow more than one answer. The Clinic user can select one, more
than one, or every option from a list, and a query will fire if no selection is made.

Multiple-choice questions that allow only one answer.

Multiple choice questions that allow only one answer, the options are displayed in a dropdown list
that allows the selection of a single option.

Displaying a scale with slider (in Viedoc Me) and a numeric field (in Viedoc Clinic) for monitoring of
pain or the intensity of symptoms, see VAS below.

A divider on the page.
Adding an item group to the form.

Displaying text (information) on the form.



Item type Used for
File upload Uploading a file to the form, typically images or PDF files, see File upload below.

Drawing pad Displaying a drawing area (in Viedoc Me) and a File upload item (in Viedoc Clinic) for collecting
drawings of symptoms/signature, see Drawing_pad below.

Range Entering a range of values, see Range item below. The range values are entered as number items
(see above).

Form link Adding links between different forms, see Form link item below

= *Forthe code list item types (checkboxes, radio buttons, and dropdown lists), please note that leading zeros in
the code list values will not be included in an export for the following formats:
« CSV
= Excel
= Audit log (1 row per item including history)
« ODM
So for example, a code list value such as 001 will end up as 1in the export.

= watch is areserved word, using this in a form for example labels or IDs, or for the internal study design
description as a stand-alone word will result in an exported annotated/blank CRF which does not contain any
form elements. However, if using the label watch as part of a longer text, or using Watch (with the initial
letter caplitalized), the exported annotated/blank CRF will contain the form elements.

312  Code list item types guidelines

To ensure compliance with the Clinical Data Interchange Standards Consortium (CDISC), the coded values should follow
certain guidelines to ensure consistency and interoperability. These guidelines help maintain the integrity and clarity of the
data, making it easier to manage and interpret data across different platforms and systems.

Below are some example code list strategies with explanations, that adhere to these guidelines, as an example, for a radio
button for collecting data for 'Smoking Status'

Numeric values

Zeros can be used, but not negative numbers, as the hyphen may disrupt other systems, for example, SAS.

You can use this strategy if you want the code list item type to remain as a number type format. This is used in cases
where you are calculating a score from the coded values.

Label Coded Value
Never Smoked 1
Former Smoker 2
Current Smoker 3

Alphabetic values

Avoid using spaces or special characters. Preferably use all capital letters and fewer than 8 characters. Other systems
(including Viedoc in some situations), may add prefixes or suffixes to these coded values in exports or when integrating.
Use this strategy if you would like the format to be as string type format and/or to have a code list that is sensible and
easily identifiable.

Label Coded Value
Never Smoked A
Former Smoker B
Current Smoker C
Label Coded Value

Never Smoked NEVER
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Former Smoker FORMER

Current Smoker CURRENT

Alphanumeric values

This approach is acceptable, if less favorable. A tip is to use a consistent pattern for the chosen values, and to avoid using
some options with only letters, and some options with only numbers. This can cause format issues in exports, as
sometimes the values may be handled as numbers and other times as string type. Also avoid using spaces and special
characters. The example below is always handled as a string:

Label Coded Value
Never Smoked Al
Former Smoker A2
Current Smoker A3
313 VAS

The Visual Analog Scale (VAS) can be used to measure a characteristic that ranges across a continuum of values, for
example a subject's level of pain or the intensity of certain symptoms. By default, the scale runs from 0 to 100.

Depending on in what forms the VAS is used, the scale will function as follows:

= When used for forms in Viedoc Clinic, the VAS will appear as a numeric field, into which a number between 0

and 100 can be filled in.

= When used for questionnaires in Viedoc Me, the VAS looks like a scale with a slider, see image. By clicking on
the scale or by moving the slider, a subject can indicate how severe the pain or symptoms are. Clicking on the
reset button will remove the slider and clear the numeric value. The slider will reappear when the user clicks on
the scale. Once the Viedoc Me questionnaire has been submitted, the slider is disabled and the reset button is

replaced by a lock.

VAS scale in ViedocMe

Click on the scale below to indicate how severe your pain is

No pain Worst pain ever

4

VAS scale in ViedocMe, locked

Click on the scale below to indicate how severe your pain is

No pain Worst pain ever

240

.

—

HAVAS Settings

General Visibility Validation f Output ﬁ

Field label

Click on the scale below to indicate how severe
your pain is.

Label position
Top v

No pain
Max value label
Worst pain ever

Orientation Color
Horizontal v Full color v

| Display numeric feedback
+| Display number scale

| Display line scale

A /
Width (in pixels, e.g. 200)
Element Label Input field
150
Instructions for user
) Duplicate field @ Delete field

/Mm value label A

he

If you want to ensure that the VAS is displayed at 10 cm, we recommend the use of an iPad Mini for filling out Viedoc

Me questionnaires.

314  File upload

There are two types of File upload items, File upload and Drawing pad (Viedoc Me). See Drawing_pad for more

information.



The File upload item allows the Clinic user to upload a file to the form. The maximum allowed file size is:

=« 2 GB for the Viedoc Clinic forms.
=« 512 MB for the Viedoc Me forms.

Upon form save, the file upload information becomes available in the audit trail. The uploaded files are included in the
export output, when exporting to Excel, Comma-Separated Values (CSV), PDF or Operational Data Model (ODM). The
following information is included: file name, file size in bytes, file hash (MD5).

Uploading password protected zip files is not supported, as Viedoc is not able to scan these files for viruses. It is also not
allowed to upload executable files. The complete list of unsupported file types can be found in the section Blacklisted file
formatsin Entering/editing_data in the Viedoc Clinic User Guide.

315 Drawing pad

The drawing pad item allows Viedoc Me users to make drawings and submit them to Clinic. The drawings are saved as
files and can be downloaded in Clinic just like the File upload items.

Three background options are available when designing the drawing pad:

= Empty: displays a completely empty drawing area where the user can make free drawings.
= Full body: displays a human body viewed from the front and back that the user can draw upon.
= Signature: displays an empty line where the user can draw their signature.

316 Rangeitem

The Range item allows the Clinic user to define and fill in a range of values. An example is the normal range for a specific
laboratory measurement in a Lab form.

When using the Reference Data feature, range items should allow the maximum number of decimal digits (6).

When filling in the form in Viedoc Clinic, the Clinic user can define the range of values by selecting one of the following
options:

- Inclusive in between.

= < —Lessthan.

= < -Lessthanorequalto.

= > —Greater than.

= > - Greater than or equal to.
= = —Equal

For more information, see Using JavaScript in Viedoc.

317  Form link item

The form link item allows Clinic users to add links between different events and forms containing related/dependent data.
For example, while editing the Prior and Concomitant Medications form, users can link to several registered Medical
History events.

= Formlink item is also available for Japanese PMS studies.
= Subject-initiated events (Viedoc Me) do not support form link items.

To create and configure form link items:

1 Add the form link item to any of the forms included in your study design (see Adding items to a form below).
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Click Form link to open the form link item.

Forms / Prior and Concomitant Medications

Add afield @ Preview of your form @
Standard elements
B Single line text 12 Number Prior and Concomitant Medications
<+ Date <+ Date and Time - CM4 Settfngs
Time Paragraph text - - - VoG | Visibility Validati Qutput -
= h e Name of drug / medication / therapy Form link eneral Vo kyj¥atdation][Owoy
Checkboxes © Radio buttons || Fieldlabel
: Form link
EJ Dropdown == VAS Scale B ——
- Section break + Group Reason for administration
-+ Static text © File upload Medical history =
. o Adverse event Label position
Drawing pad +* Range Top -
Other
% Form link  source
Select an Option -
Global group templates o al "
Dose Unit Specify Dose form events -
Drag and drop a group here to Choose one.. ¥ Choose one.. Format (?)
<& create a new global template!
Width (in pixels, e.g. 200}
. Element Label Input field
Frequency Specify Route eq 200 g 200 eq 200
Choose one_. ¥ Chooseone.. ™
Instructions for user
Help text for user
Start date Start time
%
Start time
notavallab ey pupiicatefield | @ Delete field
End date End time

End time
not available

In Settings, there are four different tabs, General, Visibility, Validation and Output. See Configuring_an item
for more information about the tabs.

Preview of your form @

Prior and Concomitant Medications

CM4 Settings

General Visibility Validation Output

Name of drug / medication / therapy

1
1
1
I i ield labe
| i Farm link
1 5
Reason for administration
Medical history
Adverse event Label position
Top L 4
Other
| Source
1 Select an Option L 4
Dose Unit Specify Dose form All events -
Choose cne.. ¥ Choose one.. ¥ Format (?)
Width (in pixels, e.g. 200)
. Element Label Input field
Frequency Specify Route e.g.200 e.g.200 e.g. 200
Choose one.. ¥ Chooseone.. 7
1 Instructions for user
4 Help text for user
Start date Start time
~
Start time

not availab o Duplicate field ° Delete field



Under Source:

1. Click Select an Option to open a dropdown menu and select the form you want to display. In this case

Medical History.

Forms /

Add afield @
Standard elements

Single line text
Date

Time
Checkboxes
Dropdown
Section break
Static text
Drawing pad

Form link

Global group templates e

e <N EE

Number

Date and Time
Paragraph text
Radio buttons
VAS Scale
Group

File upload

Range

Drag and drop a group here to
create a new global template!

Preview of your form @

Prior and Concomitant Medications

Name of drug / medication / therapy

Reason for administration

Medical history
Adverse event

Other

Dose Unit

Choose one.. ™

Frequency

Choose one.. ™

Start date

| Form link
H i
1 '
H 1
H 1
R I
Specify Dose form
Choose one..
Specify Route
Choose one.. ™
Start time
Start time
not availab

CM4 Settings

General Visibility Validation Output

Field label

Form link

Label position
Top -

Source
Select an Option -

| Q

[LBPREG] Urine Pregnancy Test

[LEDRUGSCR] Drug Screen Test
[PE] Physical Examination

[LB] Laboratory Assessments
[RAND] Randomization

[EX] Drug Administration

[CHK] Check Questions

[VSTAT] Visit Status =~

© Duplicate field @ Delete field

You can either search in the Source field menu or scroll in the dropdown list .

2. Select the Event. In this example the Medical History event is selected in Common events.

Depending on your study design, in the Study workflow, you can choose to link the form either to all
events with a specific form added (in this case Medical History) or to a single event.

In the image below you can see that both the Medical History form in Source and the Medical History Event
in Common Events have been added. In this example, all instances of the form type Medical History in
Common Events are available for the Clinic user to link to.

Forms /

Add afield @

Standard elements
Single line text
Date
Time
Checkboxes
Dropdown
Section break
Static text
Drawing pad

Form link

Global group templates o

E&RE

Number

Date and Time
Paragraph text
Radio buttons
VAS Scale
Group

File upload

Range

Drag and drop a group here to
create a new global template!

Preview of your form @

Prior and Concomitant Medications

Name of drug / medication / therapy

Reason for administration

Medical history
Adverse event

Other

Dose Unit

Choose one.. ™

Frequency

Choose one_. ¥

Start date

| Form link
H i
' '
1 '
H 1
! _'
Specify Dose form
Chooseone.. ¥
Specify Route
Choose one.
Start time
Start time
not availab,

CM4 Settings

General Visibility Validation Output

Field label

Form link

Label position
Top -

Source
[MH] Medical History -

[COMMON_MH] Medical History -

Format (?)

Width (in pixels, e.g. 200)
Element Label Input field
eg. 200

e.g. 200 e.g. 200

Instructions for user
Help text for user

O Duplicate field o Delete field




5 Under Format, add the items to be displayed for the available form link(s). For example the Term, Sequence
number, and Start, Ongoing and End date for the Medical History. This defines how the form will be displayed
in Viedoc Clinic.

TIP! Click on the question mark for information about summary formats.

For more information see Summary format of the form.

Forms / Prior and Concomitant Medications

Preview of your form @

Prior and Concomitant Medications

Sequence number Name of drug / medication / therapy
Reason for administration Specify
Medical history
Adverse event .
Other CM4 Settings X
[ A " General Visibility Validation Output
Adverse event i Medical atc - |
linkis) i history link(s) Field label
E 1 Medical history linkig)
Dose Unit Specify Dose form Spec'rﬁ Label position
Choose one.. * Chooszone. 7 Tem b
Sourcs
[MH] Medical Histary -
Frequency Specify Route Specif  [FOMMON_MH] Medics! Histary -
Choose one.. * About summary formats Format (?)
MHTERM} - {MHSTDAT}
Select which variables to be displayed as a
representation of the form instance in Clinic.
e.g. [AESFID} - [AETERM} Width {in pixels, e.g. 200}
Start date Start time Ong 300 12 300
Start time |
not available Instructions for user
Hedp text for user
End date End time
End time
not available P
6 Click Save Changes

Notes!

= If you update the Event, Source or Format properties for a revision of the study design, this will
result in issues on all the form(s) the link item is referring to, and will need Investigator approval.

= If a date item is used in the format of a form-link item, then the date will be saved in the system
language of that user.

3171  Form link validation

A design with form link validation errors cannot be published. If validation fails, the design will not be published and an
error message is displayed:

Found 2 error{s) that must be fixed before you can publish this design version!

The format string must refer to the valid item ID of the source form for the display format to be populated and displayed in
Viedoc Clinic.

If there is a circular reference between source forms, for example a form link having source form as the form containing
the form link, an error message is displayed which identifies the forms with the issue.



3.2 Adding itemsto a form

To add an item to the form:

= Click one of the standard elements (items) in the left pane of the form window, or
= Drag and drop an element (item) to an existing item group.

D Demo study 2016 [22.0]

Forms /
Add afield @ Preview of your form @
Standard elements
single line text Number Name of the form
- S — Here you can give a description of the form
Time Paragraph text
Under ‘Field label', you can add a label or description to the item group
Checkboxes Radio buttons
Single line text Number
Dropdown VAS Scale
Section break Group
Static text
Global group templates @ Date Date and Time Time
N\ Drag and drop a group here to
K create a new global template!
Paragraph text Check boxes Radio buttons Dropdown
Choice 1 Choice 1 Choice 2 P———
Choice 2
“ Choice 3

Click on the scale below to indicate how severe your pain is.

Section break
Static text is text that will be displayed on the form
If you click one of the standard elements, the item will appear in the selected group. If no group is selected, the item will
appear in a new group on the form.
You can move the items within the group or between groups by dragging and dropping the items.
After having made changes to the form, click Save changes.

You can also create item groups using global item group templates, see Global item group templates below.

3.3 Configuring an item

You can configure an item in the item settings dialog. Click the yellow box around the item to open the item settings dialog.
The item settings dialog has five different tabs:

Tab Settings to adjust
General (1) Set the appearance of the item.

Visibility Set the visibility conditions of the item.
(2)
If you set an item to hidden for certain clinic role(s), these role(s) cannot see the form PDF. The
PDF remains invisible to these roles even after the hidden item is removed from the form in a new
revision. This is because the form PDF includes a full audit trail of all items that ever existed in the form
revisions, even items hidden to certain roles. For that reason, the form PDF will not be displayed to any
of these roles.

Do not use item visibility settings for blinded data. Blinded data should be collected in a
separate form, for example a randomization form.

Validation Set the ID of the item and add data checks that validate the item.
(3)



Tab Settings to adjust

Function Set functions that calculate the item, or set default values.

(H(4)

Output (5) Set the Output field ID (OID) and Output Field Label. This is useful in case you would like the item to
have another ID or label in the export than the ID that is used within Viedoc. See also the eLearning
section Outputs and validation.

Preview of your form @ [ Show ID for fields @ )

Form name @ rformio

Here you can type a description of the form

A white box is a group that can contain one or several items

. ) e cTTTTTTTTR . Fi 1D m2 Sattin X
This is an item 1 This is another item ! Athird i
B FormID_item1 | [ FormID_item2 ! " General  Visibility Validation |f Outpus
1
! Choice 1 Choice2 | Field label

This is another item

There is no limit to the number of items in a group

This 1s another group

Label position Field layout
Another item And yet another item [ FormiD_ltem5 Top v )| Sidebyside  w
B FormID_item4
Choice 1 Choice 2 Measurement Unit
Choose one.. ™
Choices
. . Choice 1 1 Q
This 1s a third group
Choice 2 2 (-]

Another item
E FormlID_ltem6

Control Type
v - ) Radio
Dropdown

Width (in pixels, e.g. 200)
Element Label Input field

200 e.g. 200 e.g. 200

Instructions for user

Help text for user

@ Duplicate field @ Delete field
In the sections below, the settings that can be made in these five tabs are described in more detail.
You can change the lay-out of any text you enter. Click abc (6) to open a menu in which you can control font style (normal,
bold, italic, underline, superscript or subscript), font colour (black, grey, red, green) and font size (small, normal, large,

huge). Mark the text and click the respective icon.

Our font sizes correspond to these respective pixels and points.

Size Pixel Point

Small 16px or 18px 12.5pt or 13.5pt
Normal 25px 18.75pt

Large 28px 21pt

Huge 32px 24pt

If you set the Show ID for fields switch (7) to ON, the field IDs of the form and all items on it will be displayed in blue text.
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331 |tem settings - General

On the General tab, you can adjust the appearance of the item.

BMBMI Settings

BMI 0 ' General | Visibility Validation f Output [ abe ~ |

Field label
BMI

Label position

(2 I
Decimal Digits Measurement Unit
©" i
Width (in pixels, e.g. 200) i
Element Label Input field )
6 w |}
1N
Instructions for user
@ 19 <BMI < 30 kg/m2
Duplicate field @ Delete field

You can adjust the following settings (see image):

1. Field label: a label that describes the item. The field label will be used as the item label when exporting data, unless an
Output Field ID or Output Field Label is defined on the Output tab.

2. Label position: the position of the label relative to the input field. The default, and recommended, position is 'top' (above
the label).

3. Decimal digits: For numeric items only, the number of allowed decimals.
4. Measurement unit: a measurement unit for the item. The measurement unit will be displayed below the input field.
5. Width of:

= Element: the size of the outer element box (whole item) in pixels.
= Label: the size of the field label in pixels.
= Input field: the size of the input field in pixels.

6. Instructions for user: free text, for example a more detailed description of the item. When text is entered here, an i (info)
icon will be displayed beside the field label. Hovering over this icon with the mouse will display the text.

3311 General settings for checkbox items

For checkboxes, you can enter the text for the choice labels in the Choices field. If the text for the choice labels is long, it
will be truncated when the form is displayed in Viedoc Clinic. You can avoid truncation by activating the Allow line break
checkbox. When this checkbox is activated, the checkbox label respects the width of the item and the text will continue on
the next line.



Choices.
Choice 1

Choice 2

[7) Allow line break

The Allow line break checkbox is by default activated for studies starting after Viedoc release 4.48 in February 2019, and
by default inactivated for studies started before Viedoc release 4.48 in February 2019.

3312  General settings for VAS

You can adjust the following settings of the VAS:

= Min value label: Enter a label that is displayed at the minimum value of the VAS.

= Maxvalue label: Enter a label that is displayed at the maximum value of the VAS.

= Orientation: Select the orientation of the scale: horizontal or vertical.

= Color: Select whether the scale should be displayed in full color or gray-scale.

= Display numeric feedback: Display a number below the scale that indicates the position of the slider.

= Display number scale: Display a numeric scale.

= Display line scale: Display tick marks on the scale.

= Display Min/Max value labels top/bottom (vertical scale)*: Display the minimum and maximum values on the
bottom and top of the scale. This option is only available for the vertical orientation.

= Display label above numeric feedback (vertical scale)*: Configure a label that will be displayed above the
numeric feedback. This option is only available for the vertical orientation and only if the Display numeric
feedback option was checked.

* These settings should be used when you are using the VAS for the EQ5D questionnaire.

Min/Max value labels

No pain 0
Worst pain sver 100

Orientation Color
Vertical w | Full color v

[¥] Display numeric feedback

(V] Display number scale

(V) Display line scale

[ Display Min/Max value labels top/ootiom
(vertical scale)

(7] Display label above numeric feedback
(vertical scale)

3313  General settings for File Upload

For file upload, you can select if you want a thumbnail to be displayed.
On the General tab, select one of the following options from the Display thumbnail dropdown list:

= Left: the thumbnail will be displayed on the left side of the file upload field.
= Below: the thumbnail will be displayed below the file upload field.
= None: no thumbnail will be displayed.



Notes!

= The thumbnail is only supported for jpeg, gif and png files. If you select to show a thumbnail for other file types,
it will only show the file extension.

= The use of thumbnails will increase the amount of stored data. The total amount of data used by a study can be
monitored in Viedoc Admin on the Studies overview page and on the Study page.

Label position
Top -

Display thumbnail
Left A4

332 [tem settings - Visibility

On the Visibility tab, you can adjust the visibility conditions of the item.

BMBMI Settings X
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Enable edit for
®) All roles

) Selected roles

€2 Duplicate field @ Delete field

You can set the following conditions (see image):
1. Which roles can view the item? Select Show or Hide, and select:

= All roles, to show or hide the item to/from all roles.
« Selected roles, to show or hide the item to/from a selection of roles. Select the roles to/from which the item
should be shown or hidden.

2.When is the item shown? Select Show or Hide and select when the item should be shown or hidden:
= always

= based on a simple condition: dependency on only one item on the same form, see below.
= based on an advanced condition: dependencies on other forms or events, see below.

Notesl!



= Anitem set as hide always will be populated with data as a result of function execution only if it is present in an
non-hidden item group. An item group becomes hidden if all the items in the group are set as hidden or if the
item group itself is set to hidden.

= Anitem set as hide always will be included in the data export and in the audit trail. Setting items to hide always
should therefore only be done to remove items during a revision, if you want to keep the data, or in case there
is a function in another item depending on it.

3.Who can edit the item? Select Enable edit for:

= Allroles, so that any role that can view the item also can edit the item.
= Selected roles, so that only selected roles can edit the item. Select the roles that shall be able to edit the item.

3321 Simple visibility conditions

To show or hide an item based on a simple condition that depends on only one item in the same form, follow the steps
below.

1 Select on simple condition evaluates true.

2 Select the item on which the visibility condition should be based.

3 Select whether this item should be equal to (is) or not equal to (is not) a certain value, for the condition to be
true.

4 Enter the value on which the visibility condition should be based.

3322  Advanced visibility conditions

To show or hide an item based on an advanced condition, which allows multiple dependencies, follow the steps below.

1 Select on advanced condition evaluates true.

2 Use JavaScript to define the condition. For more information about JavaScript, see the eLearning lesson
Using JavaScript in Viedoc.

Do not use Hide to all roles! If an item is hidden to all roles, the data stored in the item will be cleared upon saving the

form. If you wish to store values in a field that should be hidden for all users, select Hide and always as described under nr
2 in the image.

333 [|tem settings - Validation

On the Vdlidation tab, you can set the ID of the item and add data checks that validate the data entered into the input field.

BMBMI Settings

i : General Visibili Validation Output s
| BMI @ ! i I Output P Ea
i } D
: ' BMBMI
I
' I
' kg/m2 I Required field
. I

Data checks (?)
A true constraint expression

>= 18
Query/Ermor message when false

BMI is outside of normal range.
Please verify.

V| Allows form save

Duplicate field ° Delete field

You can set the following conditions (see image):

1. You can change the item ID. The item ID is the ID that will be used to identify the item in the database and in the export
output. It is also used when referring to the item in JavaScript expressions.

The item ID will be used as the item label when exporting data, unless an Output Field ID or Output Field Label is defined
on the Output tab, see [tem settings - Output.
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The item ID should not be changed from one study design version to the next in a production study. If you change the
ID of an item, data checks, role visibility conditions and other features that identify the item based on the item ID will stop
working. If you need to change an ID after the study is set to production, change its Output Field ID under the output tab.

If the checkbox Required field is selected, then the following happens in Clinic:

= Ifthe item is left empty, a system check fires when the form is saved. A warning message is displayed stating
that the field is required.
= The "Confirm field as missing" action is visible. Note that this action only appears if Required field is selected.

2.You can enter system checks and/or data checks.

System checks are checks pre-defined by the system. System checks are for example available for Date and Date and
Time items, in which they prevent the entry of dates in the future. To activate this system check, select the checkbox
Prevent dates after, and then select Event date or Current clinic date.

Data checks are checks that can be defined by the user. To define a data check, follow the steps below:

1 Click the +icon.

2 In the field A true constraint expression, enter the condition on which you would like the data entered in the
input field to be accepted, without triggering a query or error message. Use JavaScript to define the
condition. For more information about JavaScript, see Using JavaScript in Viedoc.

3 In the field Query/Error message when false, enter the error message that should be displayed when data
are entered that are not fulfilling the conditions defined in step 1.

4 By default, the form can be saved even if data are entered that are triggering a query or error message. If
you would like to disable form save, clear the checkbox Allows form save.

You can enter multiple data checks for the same item.

To remove a data check, click the - icon.

3331 Validation settings for Date and Date and Time items

For the Date and Date and Time items, there is a system check available that allows preventing the Clinic user from
entering future dates when filling in the form in Viedoc Clinic. To set this, activate the checkbox Prevent dates after in the
System checks field and select:

=« Eventdate
=« Current clinic date

TestForm3 Settings

~  General Visibility Validation | f Output e

D
TestForm3

+| Required fisld

System checks (7)

Paragraph text /| Prevent dates after  Event date L4
Event date bic
Data checks (7) {j
Current clinic dat
& . .
Duplicate field @ Delete field

3332  Vdlidation settings for Single line text and Paragraph text items

For the Single line text and Paragraph text items, there is a system check available that allows setting a minimum required
and/or a maximum allowed length of the entry into the field in Viedoc Clinic, in number of characters:
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Testltem2 Settings

1 r General Visibility ' Validation Ef Dutpulﬁ

D
Testlitem2

"""""""""""""" ¥| Required field

Minimum length Max length
1 20

Data checks (?)

Duplicate field ° Delete field

Please note that the minimum/maximum length settings are independent of the Required field settings, i.e. can be used
even if the Required field is unchecked. This is useful if you want to define a text item that is optional to be entered in
Viedoc Clinic. However, if something is entered in the optional text field you want to make sure it is, for example, at least 2
characters, or perhaps at most 10 characters long.

Notel Max character length is 12,000. Exceeding the max character length results in truncation of the PDF in export.

3333 Validation settings for File upload
On the Vdlidation tab, you can enter data checks that validate the data entered into the input field. The properties
available for the file upload item are:

« ItemID.FileName - the name of the uploaded file
= ItemID.FileSize - the size of the uploaded file in bytes
« ItemID.FileHash -the MD5 hash of the uploaded file

See also Using JavaScript in Viedoc for more details.

3334  Vdlidation settings for Range item

On the Validation tab, you can enter data checks that validate the data entered into the input field. The properties
available for the range item are:

= RangeObject.Lower - thelower limit of the range (number)
= RangeObject.LowerFormat -the number of decimals used for the lower limit of the range (number)
= RangeObject.Upper -the upper limit of the range (humber)
= RangeObject.UpperFormat -the number of decimals used for the upper limit of the range (number)
= RangeObject.Comparator -the comparator used to define the range (string). The available comparators
are:

= InclusiveInBetween - defines arange beween alower and an upper defined limit.

» LessThan

= LessThanOrkEqualTo

» GreaterThan

= GreaterThanOrEqualTo

= EqualTo

When using the comparator in functions, write it between quotes: "LessThan" It is case
sensitive, so type it exactly as stated here.

= RangeObject.StringValue - the string representation of the respective range item (string)

The functions available to be used in conjunction with the range item, including the functions that can be used to obtain
RangeObject, are described in Using JavaScript in Viedoc.

334 Item settings - Function (f)

On the Function tab, you can set functions that calculate the item, or set a default value that will be displayed as a default
in the input field.


http://help.viedoc.net/c/e311e6/824137/en/
http://help.viedoc.net/c/e311e6/824137/en/

BMBMI Settings

.............

General Visibility Validation

1

'

H o ®) Function
]

12

]

1

1

Default Value

Function logic (JavaScript) (¥)
function getWalue(){

if HT 'EM

return Math.round{bmi * 10) / 10:
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There are two options:

1. Function. If you define a function, then the field will become read-only for the site user. As an example, BMI (as shown in
the image) will automatically be calculated from the height (BMHGHT) and weight (BMWGHT) entered by the user. This
value will be shown in the BMI field, and will not be editable by the user.

To set a function, select Function. In the field Function logic (JavaScript), enter the function using JavaScript. For more
information about expressions that can be used, click the ? icon. A dialog will open that displays information on how to
refer to items from other forms, items from specific events or activities, context variables and checkboxes.

2. Default value. A default value will be displayed in the field the first time the form is opened and the item becomes visible,
but the value will still be editable for the site user.

To set a default value, select Default value. In the field Default Value or JavaScript expression, enter the value you would
like to set as default, or enter a JavaScript expression.

For more information about JavaScript, see the eLearning section Using JavaScript in Viedoc.

Functions and default values are not supported in Viedoc Me forms.

335 ltem settings - Output

On the Output tab, you can set the Output field ID (OID, 1) and Output Field Label (2). See also the eLearning section
Outputs and validation.
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Entering an Output Field ID and Output Field Label is useful in case you would like the item to have another ID or label in
the export than the ID and label that are used within Viedoc. Changing the Output ID will keep the variable correct in the
system so that everything in the study design still works computationally, but the export shows the ID you want it to have
(see the image below).
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Changing the Output ID in the export might also be useful when importing data into legacy systems, for example SAS, that
cannot handle special characters, such as < or >. The Output field label can then be changed to "less than" and the label
can be imported to SAS without problems.

3.4 Duplicating and deleting items

To duplicate an item, click the item and click Duplicate field in the item settings dialog (number 1in the image).
To delete an item, click the item and click Delete field in the item settings dialog (number 2 in the image).
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When an item is duplicated, the duplicate item contains all the data checks that are configured for the original item. The
system will automatically create an item ID for the duplicate item in the following format: /temID_Copy1, see image.
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4 Templates

41 Global form templates

In addition to creating a new form from scratch, it is also possible to create a form using a global template.

411 Creating a form using a global template

To create a form using a global template, click the arrow icon beside a global template (nr 1 in the image) to open the
global template. You can now edit and save the form. Any changes to the form will not affect the global template.

Forms

Create new forms @

Use your global form templates e

=] Demographics

=—| Vital Signs

l.=f Medical / Surgical History

(11213

@ p— Drag and drop a form here to
= Y e create a new global template!

412 Creating a global template

You can create a global template from one of the forms that are used in the design by dragging and dropping the form to
the field Drag and drop a form here to create a new global template! (nr 4 in the image).

The form will appear in the list of global templates, and can be used or edited as described earlier. All item settings made
in the form will be preserved when the form is added to the global templates.

The global templates are available for all studies within your organization, and for all users within your organization that
have access to Designer.

413 Editing a global template
You can edit a global template by clicking the edit (pen) icon beside the global template (nr 2 in the image).
The global template will open and you can edit the template. This will not affect the original form that has been used as the
basis of the template, or any other form instances that are created based on the form template.

414 Deleting a global template

You can delete a global template by clicking the delete (X) icon beside the global template (nr 3 in the image). A dialog will
appear. Click Delete to confirm deleting the global template, or click Cancel to cancel.
4.2 Global item group templates

You can also create item groups using global item group templates. Global group templates are available on the Forms
page.

The global item group templates are available for all studies within your organization, and for all users within your
organization that have access to Designer.
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create a new global template!

To add a global item group template to your form, click the arrow icon beside a global template (1). You can now edit the
item group. Any changes to the item group will not affect the global item group template.

To delete a global item group template, click the delete (X) icon (2) beside the global template. A dialog will appear. Click
Delete to confirm deleting the global template, or click Cancel to cancel.

To create a global group template, drag and drop an item group to the field Drag and drop a group here to create a new
global template! (3)

Note! When an item group is added to the Global group templates, the item group ID automatically assigned by the
system is not retained. To assign a name to the new item group template, the name has to be entered in the Output Label
field on the Output tab. If no name is entered in the Output Label field, the name of the item group template will remain
blank, see image below.
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5 Form examples

This section gives two examples of forms that are Clinical Data Acquisition Standards Harmonization (CDASH) compliant.

5.1 Vital Signs form

The following image provides an example of a Vital Signs form created in Viedoc Designer.
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Preview of your form @

Vital Signs @

30 minutes pre-dose

Vital Signs

VSG4 Settings

led in the Medical History log

30 minutes post-dose

Vital Signs

The item group settings and item settings in this form are as follows:

= Visibility settings (on the Visibility tab) are set on:

= the two item groups at the top containing the field label 30 minutes pre-dose and 30 minutes post-
dose;
to make them visible only during Event 2, either in activity PRE30 or acitivy POST30:
= on advanced condition evaluates true ActivityDefId == "V2_PRE30" or ActivityDefId
== "V2_POST30"

= the item Date of measurement, the two lines of text in green (Clinically significant findings should be
recorded in the Medical History/Adverse Events log), and the two item groups at the bottom
containing vital signs results;
to make them visible only when the answer to Were vital signs collect?is Yes:
= on simple condition evaluates true VSPERF is Yes.

= theitem Reason not collected
to make it visible only when the answer to Were vital signs collect?is No:
= on simple condition evaluates true VSPERF is No.

= System checks (on the Validation tab) are set on:
« the item Date of measurement,

= Prevent dates after Current clinic date.

= Data checks (on the Validation tab) are set on:
« the item Diastolic blood pressure;

to ensure that the value entered here is lower than the value entered in the item Systolic blood
pressure:
= Atrue constraint expression:

//L1_VS
if ( ORRES_SYSBP != null && ORRES_DIABP != null && ORRES_DIABP >= ORRES_SYSBP )
return false;
else return true;
= Query/Error message when false: Diastolic blood pressure is not less than the Systolic blood
pressure. Please verify.

= Afunction (on the ftab) is set on:
= theitem Body mass index;

to calculate the body mass index based on the weight entered in the same instance of this form
and the height entered in the instance of this form that is used in the event EO1_SCR: Screening:

if (StudyEventDefId == "E@1_SCR" &% ORRES_WEIGHT != null && ORRES_HEIGHT !=
null)

{

return (ORRES_WEIGHT / ((ORRES_HEIGHT * ©.01) * (ORRES_HEIGHT * 0.01)));
else if (StudyEventDefId != "E@Q1_SCR" & & ORRES_WEIGHT != null &&
E@1_SCR.VS.ORRES_HEIGHT != null)

{

return (ORRES_WEIGHT / ((E@1_SCR.VS.ORRES_HEIGHT * ©.01) *
(E@1_SCR.VS.ORRES_HEIGHT * 0.01)));



}
else return null;
« Adefault value (on the ftab) is set on:
= the item Were vital signs collected?:
so that the answer Yes is filled-in as a default when the Clinic user opens the form in Viedoc Clinic.
return 1;
= theitem Date of measurement,
so that the event date is filled-in as a default when the Clinic user opens the form in Viedoc Clinic.
return EventDate;

= Output Field Labels (on the Output tab) are set on:

« the items Height, Weight, Body mass index, Heart rate, Pulse rate, Respiratory rate, Body
temperature, Systolic blood pressure, and Diastolic blood pressure, with a description of the field
and units, for example Temp (C) result in original units. These output field labels are displayed in the
export.

5.2 Medical History form

The following image provides an example of a Medical History form created in Viedoc Designer.
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The item group settings and item settings in this form are as follows:

= Visibility settings (on the Visibility tab) are set on:
= theitem End date;
to make it visible only when the answer to the question Ongoing?is No.
= on simple condition evaluates true MHONGO is No.

= System checks (on the Validation tab) are set on:
« the item Start date,
= Prevent dates after Current clinic date.
=« theitem End date,
= Prevent dates after Current clinic date.

= Afunction (on the ftab) is set on:
= theitem Sequence number,
to obtain the sequence number for the instance of the current medical history form:
return StudyEventRepeatKey;

6 Reservedwords

When naming events, forms, items, functions, and variables, you need to avoid a number of reserved words. Otherwise,
unexpected behavior or even errors can occur. There are also limits to the maximum number of characters in the IDs and
labels. For more information, see Reserved words.
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This lesson describes how to set up the study events.

1 Introduction

In the Study workflow page, you can set up the events in the study and populate the events with activities and forms. An
event is what is shown in Viedoc Clinic as for example an adverse event. Events are initiated in Viedoc Clinic or by the
subjects in Viedoc Me.

11 Four types of events

There are four different types of events in Viedoc:
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1. Study Start event - only one form is allowed, typically a form containing patient identification data. This is the
form that opens when the clinic user clicks Add new card (add subject) in Viedoc Clinic.

Note! Only user roles with editing permissions for the study start event form can add a new patient card and activate a
Viedoc Me account.

Important! Add the study start event first, add an activity and a form, and click Save. Make sure that these steps are
performed before proceeding with adding other events to the study workflow.

1. Scheduled Events - events scheduled according to the protocol.
2. Unscheduled Events - additional, on-demand events. If unscheduled events are set up in the study design, the
Add event icon will appear in Viedoc Clinic and the clinic user can add these events on demand.
3. Common Events - events that occur separately or parallel to the workflow. These events are not linked to a
scheduled event. Examples are:
= Concomitant medication
= Adverse events
= Medical history
= Dose adjustments
= Daily compliance reporting

These four types of events are displayed in Viedoc Clinic as follows:
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4. Common events

Add new visit

Visit name

Unscheduled visit

3. Unscheduled events

[C] P@a\ visit (@ Initiate visit

Notel The common events appear in Viedoc Clinic in the field Unscheduled events. The unscheduled events appear in the
drop-down list in the Add new event pop-up, and in the event slider once initiated.

1.2 Events - activities - forms

The image below shows an overview of the Study workflow page.
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A white box represents an event.
A green box within an event represents an activity.
Ayellow box within an activity represents a form.

An event can contain one or several activities. An activity can contain one or several forms. Both events and activities can
have visibility conditions that make them visible only if the defined conditions are true, see Visibility settings for events.

It is possible to include the same form multiple times in the same event as long as it is placed in different activities. An
example scenario is measurement of vital signs before and after administration of a drug (pre-dose and post-dose
activity).

On the Study workflow page, you can:

1. Choose between the type of events that you want to configure

2. Edit the event settings: General settings, Visibility settings for events, Scheduling
3. Collapse/Expand the event

4. Delete the event

5. Edit the Activity settings

6. Delete the activity from the event

7. Edit the Form instance settings

8. Delete the form from the activity

9.Add an activity to the event

10. Add a form to the activity

11. Add an event to the study workflow

12. Select whether to show the time line in days or not: show time ON/OFF
13. Print the study workflow to PDF, see Printing_the study workflow to PDF
14. Save the changes made to the study workflow

15. Close the Study workflow page




121 What do the symbols mean?

Symbol

2 activities

2 Events

Definition

The event has visibility conditions.

The event is a recurring event, and the number of recurrences in addition to the original
event is shown (2 in the example).

The number of activities in the event (only shown when the event is collapsed).

Form instance settings: no settings are made.

Form instance settings: either the Customize item visibility settings are edited, or the form
is set to be a repeating form.

21 General settings for events

Click the pen icon in the upper right corner of the event to open the Study event settings pop-up.



f Scheduled Events > Subject Diary

Study event settings

Here you can specify all relevant settings linked to this event

eneral Visibility Scheduling Reminders

Study event ID

o HA Set a unigue event ID.

Event name

. Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
Subject Diary

box is faded out but visible in full on the actual event [sample].

Study event description

o . Set an optional event description. Observe that from the 25th character the description is
Home administration

“

faded outin the event box bur visible in full on the actual event [samplel

Enable automatic event date

The event date will automatically be set to either the date of first data entry, or to the date defined by a form item of the type Date,
If no date is defined by the form item, the fallback will be te use the date of first data entry as event date.

Short Summary Format

o Diary: Day {StudyEventRepeatiey) Select which variables to be displayed in Clinic

If nothing is set, the Event name will be shown
as default.

Long Summary Format

o Diary: Day {StudyEventRepeatKey}, {EventDate}

Select which variables to be displayed in PDF
exports. If nothing is set, the Event name and
the Event date will be shown as default. i.e
EventName [EventDate]

o Source | Clinic v

o

Delete this study event

On the General tab you can configure the following:

211

1. Study event ID - a unique ID used to identify the event. This field is mandatory and it cannot contain spaces or
special characters.

2. Event name - the name of the event. This field is mandatory. Please observe that after 14 characters the name in
the event box is faded out but fully visible on the actual event page.

3. Study event description - an optional description of the event. Please observe that from the 25th character the
description is faded out in the event box but fully visible on the actual event page.

4. Enable automatic event date - see Automatic event date below.

5. Short Summary Format - see Short summary format below.

6. Long Summary Format - see Long summary format below.

7.8ource - select if the respective event is a Viedoc Clinic or a Viedoc Me event. See Subject-initiated events
below.

8. Delete this study event - click to delete the respective event.

Automatic event date

The automatic event date option sets the event date based on another date than the one manually set in the Event date
form in Viedoc Clinic:

v

Enable automatic event date

The event date will automatically be set to either the date of first data entry, or to the date defined by a form item of the type Date.
If no date is defined by the form item, the fallback will be to use the date of first data entry as event date.

Form item o Example:
$THIS. FORMID.ITEMID

Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign, review or raise queries on the event date.
Though, it will be automatically set, stored and available in exports.

Enabling/disabling the automatic event date is only possible for scheduled events and unscheduled events. For the study
start event, common events and subject initiated events, the option Enable automatic event date is checked by default and
set to read-only, meaning that the event date is always set automatically.

The automatic event date is based on one of the following settings you choose in the drop-down list:

« First data entry - the event date is set to when the first data is entered and saved within the event, in the
current site time zone.



When the automatic event date is based on First data entry, a scheduled event is not editable until its

event window is reached.
Form item - the event date is set to a specific Date or Date and time item within the event. See Creating and

editing_forms for more information.
= Ifthe form instance is specified by the FormRepeatKey , this specified form instance is used.

= If the form instance is not specified, the first form instance is used.

The item is specified through an expression in this format: $THIS.FormID.ItemID .For details, see Using
JavaScript in Viedoc.

The event must always be specified as $THIS , as the item used for setting the date must be an
item within the current event.

In Viedoc Clinic, the automatic event date setting is impacted as follows:

. If aformis reset that contains a specified item, the event date is set according to the first data entry.

« Ifdata is being filled in within the event, and the specified form item is not filled in yet, the event date is set to the
date of first data entry, until the respective item is filled in.

« Clinic staff can change an automatically assigned event date on scheduled and unscheduled events if the
event date is based on first data entry. An automatically assigned event date is not editable if it is based on a
form item. The option to change an automatically assigned event date is set in Viedoc Admin.

« If atime window is set for the event (see Proposed date calculation below), the following applies if the
automatically set event date is outside of the time window:

= |If the Exclude event date form option is not checked - a query is raised on the Event date form:

Visit 1 Visit 2
13 Nov 2018 30 Nov 2018 H
Visit 2 Protocal date
13 Nov 2018 (-3/+0)
Scheduled date
Visit date H not set ®
5 g, Visit date i
New actin \{_fs\t 2 . ) 30 Nov 2018 .

CBC LAR Results (Hematology)

lab £ .

Visit 2 H sHow HisTorY ) (D

Protocol date

10 Nov 2018- 13 Nov 2018

Visit date

30 Nov 2018

Visitdate  Visit date is net within the protocol visit window

= [f the Exclude event date form option is checked - this is not flagged in Viedoc Clinic in any way, as a
query cannot be raised if the Event date form is not visible (see Exclude event date form below).

« Events that are added using the automatic event date functionality will burn-in the current effective design.

2111 Exclude event date form

If the Enable automatic event date option is checked, it is possible to exclude the Event date form from Viedoc Clinic, by
checking Exclude event date form. This means that the Event date form is not shown on the Details page, in the Data
Review console, in the Signing console, or in the Issues list, and that it is not possible to raise queries on the event date.
The Event date form is neither included in metrics but still available in the data export.
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Study event settings

Here you can specify all relevant settings linked to this event.
General Visibility Scheduling Reminders

Study event ID

Diary 4 Set a unique event ID

Event name

Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event

Subject Dial
) v box is faded out but visible in full on the actual event [samplel.

Study event description

« Set an optional event description. Observe that from the 25th character the description is
faded out in the event box but visible in full on the actual event [sample].

|+ Enable automatic event date

The event date will automatically be set to either the date of first data entry, or to the date defined by a form item of the type Date.
If no date is defined by the form item, the fallback will be to use the date of first data entry as event date.

v

First data entry

|« | Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign, review or raise queries on the event date.
Though, it will be automatically set, stored and available in exports.

When the option Exclude event date form is not checked, the event date is visible in Viedoc Clinic:

v Enable automatic event date

The event date will automatically be set to either the date of first data entry. or to the date defined by a form item of the type Date.
If no date is defined by the form item. the fallback will be to use the date of first data entry as event date.

First data entry

Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign. review or raise queries on the event date.
Though, it will be automatically set, stored and available in exports.

Show all visits v % ===

Screening short Diary : Day 1 Diary : Day 2 Diary : Day 3 Diary : Day 4

ray rory rary ray
02 Dec 2018 (+0) EE | 03Dec 2018 (+0) E | 04 Dec 2018(:0) Ef 05 Dec 2018 (+0) E

Diary : Day 1 Protacol date a

02 Dec 2018 (+0)

Visit date Scheduled date
not set G

@ 08:00 (-2/48) -
Visit date —
not set Eﬁ

SF36 Questionnaires

Meals

When the option Exclude event date form is checked, the Event date form is not visible in Viedoc Clinic:



& | Enable automatic event date

The event date will automatically be set 1o either the date of first data entry. or to the date defined by a form item of the type Date
If no date is defined by the form item, the fallback will be to use the date of first data entry as event date

First data entry

' Exclude visit date form

The wisit date form will not be visible for clinic users and it will not be possible to sign, review or raise queries on the event date
Though, it will be automatically set. stored and available in exports.

A——
Shouw all visits
Screening shor Diary : Day 1 Diary : Day 2 Diary : Day 3 Diary : Day 4
02 Dec 2018 (+0) 03 Dec 2018 (z0) 04 Dec 2018 (z0) 05 Dec 2018 (z0)

Diary : Day 1 Protocol date

02 Dec 2018 (+0)
08:00 (-2/+8)
SF36 Questionnaires

Meals

It is only the Event date form that is excluded, the event date might be still visible in some places in Viedoc Clinic if
the event date is used in the Short Summary Format (see Short summary format below) and/or the Long Summary
Format (see Long summary format below). Note that this setting also affects the Date and Date/Time items in forms; the
event date option is not available when excluding the Event date form.

For the study start event, common events and subject-initiated events, the option Exclude event date form is checked by
default and set to read-only, meaning that the Event date form will always be excluded from Viedoc Clinic for these types
of events.

2112 Changes of automatic event date settings within a revision

When the automatic event date settings are changed in a revision of the study design, the following actions are triggered:

Current settings Change in the revision of Result after applying revision (Viedoc Clinic)
study design (Viedoc
Designer)

Enable automatic event date Uncheck Enable automatic ~ Existing event dates are preserved.

is checked. event date. The Event date form becomes visible if it was hidden
(that is, if Exclude event date form was selected
before applying the revision).

Enable automatic event date Change from First data Existing event dates are updated accordingly.
is checked. entry to a Form item or

vice-versa.
Enable automatic event date Change the item. Existing event dates are updated accordingly.
is checked and set to a Form
item.

Changes of the automatic event date settings within a revision do not require site approval.

For more details about how a study design version is burnt-in depending on the event date, see Viedoc study
configuration management.

2113  For studies started before automatic event date was introduced

For ongoing studies, started before the automatic event date was introduced (Viedoc 4.47), it is possible to change the
event settings and configure the automatic event date in a revision of the study design.

212 Short summary format

The short summary format is an event identifier that is used to define how the event will be displayed at the following
places in Viedoc Clinic:
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https://help.viedoc.net/c/e311e6/dbaf67/en/

1. The event slider on the Details page

2.The header of the event on the Details page
3.The Event date form

4.The Signing console

5.The Data Review console
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The short summary format is a field in which you can enter variables (see the complete list at Using JavaScript in Viedoc)
as well as free text. For recurring events (see Recurring events below), you can use the StudyEventRepeatKey inthe
short summary format to distinguish between the different occurrences of the same event. An example is described in the
use case example in Scheduling_events.

Notel

= The event summary format is always read from the current effective design version and is not related in any
way to the design version burnt in when the event is initiated (for details about design versions see Viedoc
Configuration Management). Thus, the variables used within the summary format are read also from the
current effective design version, and not from the version burnt into the form where the variable value is picked
from.

If nothing is set in the short summary format field, the event name will be displayed as default at the above listed places in
Viedoc Clinic.
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In Viedoc Clinic, on the Selection page in the Events view, the short summary format is not used to identify the event
name. Instead, the Event name is displayed (as set in the Study event settings in the study design). In the case of a
recurring event, a counter is shown to differentiate between the events using the StudyEventRepeatKey

213  Long summary format

The long summary format is an event identifier that is used to define how the event will be displayed after it is initiated, at
the following places:

1. The form header in Viedoc Clinic
2.The header of the Form History PDF
3.The PDF export for Viedoc versions 4.39 and higher
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Before the event is initiated in Viedoc Clinic, the short summary format is used to identify the event in all the above
mentioned.

The long summary format is a field in which you can enter variables (see the complete list at Using JavaScript in Viedoc)
as well as free text. For recurring events (see Recurring events), you can use the StudyEventRepeatKey in the short
summary format to distinguish between the different occurrences of the same event. An example is described in the use
case example in Scheduling events.

The event summary format is always read from the current effective design version and is not related in any way to
the design version burnt in when the event is initiated (for details about design versions see Viedoc Configuration
Management). Thus, the variables used within the summary format are read also from the current effective design
version, and not from the version burnt into the form where the variable value is picked from.
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If nothing is set in the long summary format field, the event name together with the event date within brackets will be
displayed as default at the above listed places in Viedoc Clinic.

In Viedoc Clinic, on the Selection page in the Events view, the long summary format is not used to identify the event
name. Instead, the Event name is displayed (as set in the Study event settings in the study design). In case of a recurring
event, a counter is shown to differentiate between the events using the StudyEventRepeatKey .The PDF export will show
the same counter in the case of recurring events.

If a long summary format is used, this will increase the size of the header in the PDF. If the PDF header contains
more than three rows of text, it will overlap with the contents of the PDF.

214 Summary format for common events

The summary format for common events is an event identifier used to define how the respective event will be displayed in:

1. The list of forms in the Unscheduled events pop-up in Viedoc Clinic (the pop-up that lists common events)
2.The form header of the common event

3. The header of the Form History PDF

4.The PDF export for Viedoc versions 4.39 and higher
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The summary format is a field in which you can enter variables (see the complete list at Using JavaScript in Viedoc) as well
as free text. In the example in the image, the summary format is set to {fAEAENONAE.AEEVENTHAE.AESTDT}in Viedoc
Designer. For the first adverse event Headache for subject SE-UU-018 with start date 74 October 2018, the summary
format will be: 7 Headache 14 Oct 2018 00:00.

2.2 \Visibility settings for events

Click the pen icon in the upper right corner of the event to open the Study event settings pop-up.

" Scheduled Events > Subject Diary Close

Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling Reminders

Visibility condition

_ Example:
V2LQLoHA==1 EVENTID.FORMID.ITEMID==1

On the Visibility tab, you can add a condition that dictates that the event is visible only when the condition is evaluated to
true. The condition is written as an expression in JavaScript.

If the Visibility condition field is left empty, the event will always be visible in Viedoc Clinic.

Note! Visibility conditions can only be set for scheduled events. It is not possible to set a visibility condition for the study
start event, unscheduled events or common events.

2.3 Scheduling events

Click the pen icon in the upper right corner of the event to open the Study event settings pop-up.


http://help.viedoc.net/c/e311e6/824137/en/

# Scheduled Events > Visit 2

Study event settings

Here you can specify all relevant settings linked to this event

General Visibility Reminders

v Enable proposed date calculation

J Proposed event date: | 7 day(s) after reference date.

) Reference date: | Actual or Planned z Visit 1 r EventDate T
) Time window before the proposed event date: | 3 day(s)

) Time window after the proposed event date | 3 day(s)

v Enable recurrence

) Number of times: | 2 Not including original event
J Proposed event date: | 1 dayls) after reference date.
J Reference date: | Actual or Planned ¥ | date of previous event

) v/ Set separate time window for recurring events

Time window before the proposed event date: 0 day(s)

Time window after the proposed event date | 0 day(s)

On the Scheduling tab, you can configure the calculation of the proposed date and the recurrence settings.

You can only configure the scheduling of . Event scheduling is not available for the study start
event, unscheduled events or common events.

231  Proposed date calculation

Select the Enable proposed date calculation checkbox if you want to activate calculation of a proposed date for the event,
and configure the following (see image above):

. Set the Proposed event date to n day(s) after reference date, in which nis the number of days between the event
and the reference date.

. Define the Reference date by selecting whether it should be based on the Actual or Planned or Proposed event
date, and select the reference event from the drop-down list.

If Actual or Planned is selected for the Reference date, then the scheduled date is calculated on the
Reference date entered by site. However, if the reference event has not been initiated, then the Planned date is
used. And if the reference event has not been planned, then the Proposed date of the reference event is used.

+ 4. Optionally: Set a time window during which the event can be initiated, by entering a number of days in the
Time window before field (3), and in the Time window after field (4). By default these are set to 0 days.

232  Recurring events

Select the Enable recurrence checkbox if you want to allow the event to reoccur on a scheduled basis, and configure the
following (see image above):

. Type the Number of times the event should reoccur, in addition to the first occurrence of the event. For example,
if this number is set to 3 times, then the event will occur 4 times in total. The maximum number that can be entered
is 999.

. Set the Proposed event date to n day(s) after reference date, in which nis the number of days between two
consecutive occurrences.

. Select whether the reference date should be based on the Actual or Planned or the Proposed date of the
previous occurrence of the event.

. Optionally: Set a separate time window during which the recurrences of the event can be initiated, by entering a
number of days in the Time window before field, and in the Time window after field. If nothing is entered here, then
the time window set for the original event (at 3 and 4) applies.

For a use case example of scheduling recurring events, see Scheduling Events.
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2.4 Scheduled event reminders

Reminders can be configured to be sent at an interval for scheduled events that are not completed. A completed event is
defined as follows:

. - All forms are completely filled in (green). Queries do not affect the completed condition.
. - The booklet is not in control of the site (it is Submitted/Received/Frozen).
The complete condition is evaluated on a regular basis at a defined timepoint (site local time) according to the configured

event reminders interval. Changes such as below will affect the next evaluation as follows:

= form data is saved (a reminder is triggered if the complete condition is false)

= aformis reset (a reminder is triggered and the complete condition is false, because data was reset)

= arecurring form instance is deleted (a reminder is triggered if the complete condition is false)

= an eventis deleted in the latest effective design (removes all reminders when the new design is applied)

Recurring events have the same reminder settings as the original one.

241  Setting scheduled event reminders

Click the pen icon in the upper right corner of a scheduled event to open the Study event settings pop-up.

Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling

Add le@del

On the Reminders tab, you can define reminders of the event so that users can be notified about approaching and/or
delayed events. The reminders are shown as messages in Viedoc Clinic, and, optionally, sent as emails. To configure
reminders, click Add reminder.

Study event settings

Here you can specify all relevant settings linked to this event
General  Visibility  Scheduling
a | Send a reminder if the event has not been completed.
e Send 1 day(s) Before * | | Targetdate v attime: | 07:00 *

e | Repeatevery 0 dayls) for max | 0 times

o Reminder message

To: Study Coordinator X Cc Bec

Instructions (]

Subject

Any static string and/or following variables can
Body: be embedded in both Subject and Body:

Systemn variables
{CountryCode} - Country code
{SiteCode} - Study site code for the study

e +| Send as email (Subjecikey} - Subject key
SiteSubjectSeqNo, StudySubjectSeqNo.

StudyEventDefld, StudyEventType
Add another reminder (Scheduled’, Unscheduled’ Common’),

StudyEventRepeati(ey. EventDate,
EventProposedDate. EventPlannedDate

Configure the following:
1. Select Send a reminder if the event has not been completed to activate the reminder.

2. Make the settings for when the reminder shall be sent: enter the number of days (between 1-99) that the
reminder shall be sent Before or After one of the following:

= Target date - the reminder is sent on the planned date for the event. Depending on the scenario, the target
date equals the date of an initiated event, a planned event, or a re-scheduled (proposed) event.

= Window start date / Window end date - sending a reminder on the window start or end date only works if you
have enabled scheduling for the event with time windows on the Scheduling tab.

Also pick at what local site time the reminder shall be sent.
3. Define an interval for sending repeating reminders. Select Repeat every and enter the day(s) (between 1-99) and

maximum number of times (between 1-999) that the reminder shall be sent. Not selecting this option results in
reminders being sent once, as defined in step 2.



4. Compose your reminder message:

= Click the To: field to select the study roles that shall receive the reminders. Click the green plus symbols to add
fields for Cc / Bec recipients. Note! For Japanese PMS studies, only roles with access to Clinic side data are
available as recipients.

= Enter a message subject. You can use variables in both the Subject and Body fields, as described when
clicking the blue question mark symbol.

= Enter the reminder text that your recipients will receive.

5. Select Send as email to also send reminders to the recipients email addresses. Not selecting this option results
in reminders being shown as internal Viedoc messages only.

6. Click Add another reminder to configure several reminders.

7. Click Delete reminder to remove it.

25 Subject-initiated events

If you, for a certain event, would like to collect data from subjects using Viedoc Me, you need to select Subject initiated
from the Source drop-down list in the general settings of the event (see General settings for events).

Source | Subject initiated

Notel

= An event can either be a Viedoc Clinic event, or a subject-initiated event. Forms to be completed by the clinic
cannot be mixed with Viedoc Me questionnaire forms in the same event, so you need to create a separate
subject-initiated event for Viedoc Me forms.

= The study start event and the first event under scheduled events cannot be subject-initiated events.

= Subject-initiated events must be scheduled in order to appear in Viedoc Me. If an event cannot be scheduled, it
is per definition an unscheduled event, and should be designed as such.

If at least one of the events in the study workflow are marked as subject-initiated, the mobile phone icon will appear on the
Details page in Viedoc Clinic. The clinic user can use this icon to initiate a Viedoc Me account for that specific subject.

Note! The summary format of subject-initiated events is not displayed in Viedoc Me, it is only displayed in Viedoc Clinic.

2.6 Duplicating the event settings

When creating a new event, it is possible to start configuring it by duplicating the settings of an existing event. This is done
by checking the Use an existing event to duplicate settings, activities and forms checkbox and selecting from the drop-
down list the event the settings will be copied from:



# Scheduled Events >

Study event settings

Here you can specify all relevant settings linked to this event

v Usean existing event to duplicate settings, activities and forms | Visit 1 b

Study event ID

Seta unique event ID.

Event name

Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
box is faded out but visible in full on the actual event [sample].

Study event description

Set an optional event description. Observe that frem the 25th character the description is
faded out in the event box but visible in full on the actual event [sample].

After entering the Study event ID, Event name, Study event description and clicking Add event, a new event is created with
the same configuration as the selected event with regards to:

« The activities and forms

« Visibility

= Scheduling

« Automatic event date

= Short/long summary format

= Source (clinic/subject initiated)

3 Activities

31 Activity settings

To add an activity to an event, click the (+) icon in the event field:

4 HA: Diary T X

You can edit an existing activity by clicking the pen icon in the upper right corner of the activity:

HA:Diary (G2 M £ 7T (X

l * Home administration @ Edit activity

The Activity settings pop-up opens that has the following tabs:

= General settings. Here you can configure:

=« Activity ID - a unique ID used to identify the activity. This field is mandatory and it cannot contain
spaces or special characters.

= Activity name - the name of the activity. This field is optional.

= Activity description - an optional description of the activity.

= Visibility condition - sets the activity to be visible only when the condition is evaluated to true. The
condition is written as an expression in JavaScript. If the field is left empty, then the activity will
always be visible in Viedoc Clinic.

= Timing. Only for subject-initiated events, see Scheduling subject-initiated events.
= Viedoc Me reminder. Only for subject-initiated events, see Setting Viedoc Me reminders.




# Diary > HA:

Activity settings

Here you can specify the settings linked to this activity

General Timing ViedocMe reminder
Activity 1D
HA 4 Seta unique Activity ID.

Activity name

4 Oprional name of the activity. like "2 hours-post dose”™.

Activity Description

4 Optional text to describe the activity in detail.

Visibility condition
Example:
EVENTID.FORMID.ITEMID==1

3.2 Activity settings for subject-initiated events

321 Scheduling subject-initiated (Viedoc Me) events

For scheduled events that are set as subject-initiated (see Subject-initiated events), you can schedule the activity as
follows:

1 Click the pen icon to open the activity settings window.

HA: Diary @2 M £ (7 (X

s

The activity settings pop-up opens.

2 On the Timing tab, select the checkbox for Enable proposed time calculation for subject initiated activities.
Click the clock icon and enter a time at which the Viedoc Me questionnaire to be available for the subject to
fill in.

" Diary > HA -

Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

| Enable proposed time calculation for subject initiated activities

Attime + 10:30

v
Time window after the hour(s)

rFs rF
Time window beterethe 10 © 30 hour(s)
v

The default time is 00:00. If you want to start all over, click the drop-down list and select Reset to return to the
default time.



3 In the Time window before/after the proposed time fields, enter the number of hours before/after the
proposed time set above. The default is 1h before and 1h after the proposed time.

Note! Setting the time window to +/- 0 hours means that the subject must start the Viedoc Me questionnaire
exactly on the proposed time, that is, on exactly that minute!

" Diary > HA -

Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder
v/ Enable proposed time calculation for subject initiated activities

Attime v  10:30 C]

Time window before the proposed time: 1 hour(s)

Time window after the proposed time: 1 hour(s)

When a proposed time calculation is set for an activity, the selected time window is displayed in the activity
header in the study workflow.

© 10:30 21)

322 Setting Viedoc Me reminders
For scheduled events that are set as subject-initiated (see Subject-initiated events), you can configure Viedoc Me
reminders as follows:

1 Click the pen icon to open the activity settings pop-up.

HA: Diary &2 M

=

The activity settings pop-up opens.

2 On the Viedoc Me reminder tab, click Add a reminder.

" Diary > HA -

Activity settings

Here you can specify the settings linked to this activity

General Timing ViedocMe reminder

Set a reminder to be sent for a subject if the activity has not been completed

o Add@rsminder



3 Configure the reminder:

A. Enter a reminder message in the Reminder message field.

B. Set the date the reminder will be sent by e-mail/text message to the subject. You can select
= Send on target date, or
= Send n days Before/After the target date.

C. Set the time the reminder will be sent by clicking the clock icon and select the time. The time zone
current for the site will be used.

# Diary>HA:

Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the guestionnaire.

&

Send on targetdate @ Send 1 day(s) = Before T target date

Attime: | v 10:30

o Add another reminder

4 If you want to add more reminders for the same activity, click Add another reminder, and set the reminder
message, date and time.

" Diary > HA -

Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the questionnaire.
2

Send on targetdate @ Send 1 day(s) = Before ¥ target date

Attime: | v 10:30 C]

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the questionnaire.

d

® Send on target date Send day(s) | Before ¥ target date

Attime: | v 11:00

o Add another reminder

5 Click Close to save you settings.
The pop-up closes.

To remove a reminder, click Delete reminder.



For reminders to be sent to the subjects, the following settings must be completed:

1. In Viedoc Admin under Study Settings, at least one of the checkboxes in the field Allow reminders in Viedoc
Me to be sent as must be activated. Select Email and/or Text message, see lesson General study settings
in Viedoc Admin User Guide.

2.1n Viedoc Clinic, the subject's email address and/or phone number must be entered in the Viedoc Me
account and the option(s) Send reminders to this e-mail address/Send reminders to this phone number
must be activated. These fields are visible only if the Allow reminders in Viedoc Me to be sent as settings in
Viedoc Admin is activated.

= Viedoc Me reminders are sent to the subject if the activity is not completed, that is, when there is at least one
uncompleted form within the activity.

« Viedoc Me reminders are sent according to the current effective study design. That means that even to
subjects added in older design versions, the Viedoc Me reminders are sent according to the settings made in
the design version that is currently active.

= Viedoc Me reminders are sent based on the time zone current for the site.

« Viedoc Me reminders are not sent retroactively. If a subject is added after the time when the reminder should
have been sent, the reminder is not sent to that subject.

« Viedoc Me reminders are not sent if the event is not visible.

The text of the reminder message can be translated. This is done in the same way as translation of the forms within
subject-initiated events. For more information see Managing_translations for subject-initiated events.

4 Forms

41 Form instance settings

You can edit the form instance settings by clicking the pen icon in the upper right corner of the form. On the Form instance
settings pop-up, you can perform the following settings:

. Customize item visibility - If this option is enabled, you can select which items will be displayed in the form
instance in Viedoc Clinic. The unchecked items will be excluded from the view in Viedoc Clinic. By default, the
Customize item visibility checkbox is not activated, and all the items are included.

. Allow form to repeat - see Repeating forms below.

4.2 Repeating forms

If the option Allow form to repeat is enabled, the form is allowed to repeat. That means that multiple instances of the same
form can be added to that activity in Viedoc Clinic.

To set a form as repeating, activate the Allow form to repeat checkbox and select:

= Unlimited times - to allow the clinic user to create an unlimited number of instances of that form in that activity,
or

= ntimes including first instance, and enter a number - to allow the clinic user to create a maximum of n
instances of that form in that activity. This includes the first instance of the form. The maximum number that
can be entered is 99.

The item visibility and repeating form settings are only applicable to that specific instance of the form for which they
are set, that is, in that specific activity. These settings do not affect other instances of the same form in other activities.

Click Save & Preview to save the changes performed and preview the form.


https://help.viedoc.net/c/331b7a/6870ff/en/
https://help.viedoc.net/c/e311e6/a06618/en/

Vital Signs Save & Preview

«  Customize item visibility [EIE0
Select All Deselect All

¥ VSYN «  VSDATE
+  VSNDREA ¥  VSSYS

«~ VSDIA «  VSPULSE
~  VSTEMP v Vst
¥ stz

¥ Allow form to repeat e

@ Unlimited times.

times including first instance

For more information on how the clinic user can work with repeating forms in Viedoc Clinic, see the section Repeating
formsin lesson Entering/Editing data in Viedoc Clinic User Guide.

Notel

= Randomization forms, forms in which Auto update functions is activated, and hidden forms cannot be set as
repeating.

= Only forms within scheduled and unscheduled events can be set as repeating. It is not possible to set forms
within the study start event or common events as repeating. It is also not possible to set forms within subject-
initiated events as repeating.

= Alert trackers for items in repeating forms will trigger as soon as any of the form instances is changed.

For more information about repeating forms, see the use case example in Using repeating forms.

5 Printing the study workflow to PDF

You can print the study workflow to PDF by clicking Print in the upper-right corner of the Study workflow page.

_'D DemoStudyDesign [15.0]
Study workflow [ showtime | orr I &, 'l"'

oD D

1 V1: Visit 1 # T (X

hysical Examination '] vital Signs  (#] (]

 Visit status

Study status Randomization

2 V2 Visit 2 # 7 (X

The PDF contains a summary of the study on the first page, and a list of all the events with all activities and forms as
configured in the study workflow. This means that a form may appear several times in the PDF if that form is used several
times in the study workflow.

The PDF is build up as follows:

1. A study summary page that contains:
= Study image and study name - as set in Viedoc Admin (see lesson General study settings in Viedoc
Admin User Guide).
= The Internal Description of the design
= Design version and revision



https://help.viedoc.net/c/47e0ad/a80c3c/en/
https://help.viedoc.net/c/e311e6/115254/en/
https://help.viedoc.net/c/331b7a/6870ff/en/

The number of unique forms. If a certain form is used multiple times in various activities, then it is
counted only once here.
The total number of forms. If a certain form is used multiple times in various activities, then the total
number of appearances is counted here.
The total number of forms within the four types of events:

= Study start

= Scheduled events

= Unscheduled events

= Common events.

2. A summary of each event, in the order set up in the study workflow, that contains:

Event description

Event date

Event window (if applicable)

List of activities and forms - with information on whether the form is subject-initiated or whether it is
hidden for certain roles

The forms, in the same format as the forms are shown in the form preview in the study workflow.

The PDF contains bookmarks for the first page of the document (the study summary) as well as for each event, activity
and form in the study workflow. Each page contains information on the event and activity that the respective form belongs

to in the page header.

Items that are set as hidden in the workflow (see Form instance settings) will not be displayed in the PDF. ltem
groups that become empty as a result of items being set to hidden will not be shown in the PDF either.

The first time you print the workflow, a PDF file is generated and stored on the server. The next time you click Print, and no
changes were performed on the design, the PDF file is retrieved from the server and not re-generated. A new file is
generated only if changes were performed to the study design. The file therefore may not include changes to the study
image and study name, since these are being set in Viedoc Admin.

If the study design is edited during the printing of the study workflow, the printing is canceled.
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1 Introduction

Viedoc Me is Viedoc's Electronic Patient Reported Outcome (ePRO) application. Viedoc Me is activated in a study simply
by setting an event to subject-initiated in the study workflow. Thus, Viedoc Me is set up in the same designer application as
the standard forms. A license is needed to use Viedoc Me but a license is not required for designing events.

Note! Only user roles with editing permissions for the study start event form can activate a Viedoc Me account. If you do
not have editing permissions, the phone icon (as seen in the image below) will not be visible on the Details page.

o

To understand how Viedoc Me operates for the end users, please read the following eLearning:

« Managing Viedoc Me (for site staff)
= Using_ Viedoc Me (for study participants)



https://help.viedoc.net/l/a559c4/en/#EPRO
https://help.viedoc.net/l/3a8889/en/
https://help.viedoc.net/l/1da31f/en/
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11 System languages

In Viedoc Me, the standard items are translated by Viedoc, such as the Back and Next buttons. Other texts in the forms are
translated by the Designer, see Managing translations.

For a list of the supported Viedoc Me languages, see System languages. If another language is required, please contact
support weeks in advance.

The user’s language settings in their internet browser can affect how Viedoc Me is shown. If Viedoc Me’s system
language does not appear in the correct language, have the user check the settings in their browser.

2 Designing subject-initiated events

21 Creating a form

The form is created just like any other form, however, there are a few differences to a standard form as described below.
For general information on creating a form, see Creating and editing forms.

Groups and items in subject-initiated events must be editable by all roles. They cannot have specific roles set for edit
permission.

211 Language

When creating the Viedoc Me forms, the language should be the same as for the standard forms. It is not necessary to
create another form for every language that is to be used in the study, doing so would split the database. Multiple
translations can be uploaded for a single form and a specific language is activated when a user selects that language.
That way, all languages consolidate to the same form.

You can see your translated Viedoc Me forms by selecting a language in the form preview:

@ Save changes
Patient Health Questionnairf e france

German (Germany)

Over the last 2 weeks, how often have you been bothered by any of the following problems?

1. Little interest or pleasure in doing things

Not at all
Several days
More than half the days

Nearly every day

2 Feeling down, depressed, or hopeless

Mot ar all
Several days
More than half the days

Mearly every day


https://help.viedoc.net/c/e311e6/3601dc/en/#3.2
https://help.viedoc.net/c/e311e6/15d48a/en/

Excel and CSV exports show the form as configured in Designer (and seen in Clinic), while PDF exports show the form in
the language used by the user.

212 |tem groups as pages

Each item group will show as a new page when the form (questionnaire) is viewed by the study participant.

213 VAS

The Visual Analog Scale (VAS) displays a scale with a slider in Viedoc Me and not a numeric field as in Viedoc Clinic.

HAVAS Settings

General Visibility Validation f Output ﬁ

Click on the scale below to indicate how severe
your pain is.

1
1
: Field label
1
'

VAS scale in ViedocMe Label position
Top v

Click on the scale below to indicate how severe your pain is

[Mm value label A
No pain Worst pain ever No pain

. Max value label

“ @ i H Worst pain ever he

Orientation Color
2 ) Horizontal v Full color v

| Display numeric feedback
+| Display number scale
| Display line scale

VAS scale in ViedocMe, locked

Click on the scale below to indicate how severe your pain is

Width (in pixels, e.g. 200)
Label

Element a Input field

150

No pain Worst pain ever
Instructions for user
v

[P T—

240

" Duplicate field @ Delete field

By selecting on the scale or by moving the slider, a subject can indicate how severe the pain or symptoms are. Selecting
the reset button will remove the slider and clear the numeric value. The slider will reappear when the user clicks on the
scale. Once the Viedoc Me questionnaire has been submitted, the slider is disabled and the reset button is replaced by a
lock.

If you want to ensure that the VAS is displayed at 10 cm, we recommend the use of an iPad Mini (in horizontal orientation)
for filling out Viedoc Me questionnaires.

214 |Image

To add an image, see How to add an image to a form in Viedoc.

215  File upload

The File upload item allows the subject to upload a file to the form. The maximum allowed file size is 512 MB for Viedoc Me
forms.

216 Drawing pad

The drawing pad item allows Viedoc Me users to make drawings and submit them to Clinic. The drawings are saved as
files and can be downloaded in Clinic just like the File upload items.

Three background options are available when designing the drawing pad:

= Empty: displays a completely empty drawing area where the user can make free drawings.
= Full body: displays a human body viewed from the front and back that the user can draw upon.
= Signature: displays an empty line where the user can draw their signature.

217 Data checks, functions, queries, and default values

Data checks, functions, queries, default values and forms with form link items are not supported in Viedoc Me forms.


https://help.viedoc.net/l/4b9674/en/

2.2 Including the form in an event

When the form is created, it needs to be placed within an activity, just like any other form. You also need to select the
source as Subject initiated in the Study event settings.

Source | Subject initiated

If at least one of the events in the study workflow is marked as subject-initiated, the mobile phone icon will appear on the
Details page in Viedoc Clinic, given that the study license has got Videoc Me enabled. The clinic user selects this icon to
initiate a Viedoc Me account for the subject.

Note!

= Forms to be completed by the clinic cannot be mixed with Viedoc Me questionnaire forms in the same event,
so you need to create a separate subject-initiated event for Viedoc Me forms.

= The study start event and the first event under scheduled events cannot be subject-initiated events.

= Scheduled subject-initiated events must have the scheduling enabled (Enable proposed date calculation) in
order to appear in Viedoc Me. If an event cannot be scheduled, it is per definition an unscheduled event, and
should be designed as such.

3 Scheduling subject-initiated events
Subiject-initiated events can be scheduled on two levels:

1.0n event level, to set the date that the event shall occur.
2.0n activity level, to set the time that the activities shall occur. This means that you can schedule an event on a
date, and then schedule for example three activities during the day to happen (morning/lunch/evening):

3 HA: Home adm. ™

& HA- Morning @ 09:006:0) (#)(X] i}

HA2: Lunch

£ HA3: Evening O© 18:00(:1) (#)(X)

B3]ES)

Daily pain report

* Exercise Diary @

:: Check Questions

To schedule a subject-initiated event:



1 Select the pen icon to open the activity settings window.

HA:Diary (&2 M

»
=+
X

Home administration

The activity settings dialog opens.

2  Onthe Timing tab, select the checkbox for Enable proposed time calculation for subject initiated activities. Select
the clock icon and enter a time at which the Viedoc Me questionnaire is to be available for the subject to fill in.

# SCHVME3 > SCHVMEACTS3 : SCHVMEACT3

Activity settings
Here you can specify the settings linked to this activity
General Timing Viedoc Me reminder

& | Enable proposed time calculation for subject initiated activities

Attime ~ 10:30 €]

A A

Time window before th 10 : 3 O hour(s)
v v

Time window afterther_ . _ | hour(s)

The default time is 00:00. If you want to start all over, select the dropdown list and select Reset to return to the
default time.

3 Inthe Time window before/after the proposed time fields, enter the number of hours before/after the proposed
time set above. The default is 1h before and 1h after the proposed time.

Note! Setting the time window to +/- 0 hours means that the subject must start the Viedoc Me questionnaire
exactly on the proposed time, that is, on exactly that minute!

# SCHVMES > SCHVMEACT3 : SCHVMEACT3

Activity settings

Here you can specify the settings linked to this activity
General Timing Viedoc Me reminder

|« Enable proposed time calculation for subject initiated activities

Attime v 10:30 (C]

Time window before the proposed time: 1 hour(s)

Time window after the proposed time: 1 hour(s)

When a proposed time calculation is set for an activity, the selected time window is displayed in the activity
header in the study workflow.

O 10:30 (+1)

4  Setting reminders to the subjects

To set Viedoc Me reminders to the subjects:



Select the pen icon to open the activity settings dialog.

»
=+
X

HA:Diary (&2 M

Home administration

The activity settings dialog opens.

On the Viedoc Me reminder tab, select Add a reminder.

# SCHVMES > SCHVMEACT3 : SCHVMEACT3

Activity settings

Here you can specify the settings linked to this activity

General Timing Viedoc Me reminder

Set a reminder to be sent for a subject if the activity has not been completed.
6 A@; a reminder

Note! Reminders are calculated and scheduled when subject data is modified based on visibility at that time. For
example, when a subject is added and edited, an event is initiated, or form is filled in. So if the visibility condition
changes its result based on time, then the system cannot evaluate every moment and update the reminder
schedules.

Configure the reminder:

1. Enter a reminder message in the Reminder message field.
Note! Neither system variables nor other variables are not supported in the message field.
2. Set the date the reminder will be sent by e-mail/text message to the subject. You can select
= Send on target date, or
= Send ndays Before/After the target date.

3. Set the time the reminder will be sent by selecting the clock icon and select the time. The time zone
for the site's geographical location will be used.

" SCHVMES3 > SCHVMEACT3 : SCHVMEACT3

Activity settings

Here you can specify the settings linked to this activity
General Timing Viedoc Me reminder
Send reminder for a subject if the activity has not been completed Q Delete reminder

Reminder message

This is a friendly remnder to fill in the questionnaire.
4

(® Sendontargetdate (| | Send day(s) = Before ¥ targetdate

Attime: v 10:00 (€]

o Add another reminder



4 If you want to add more reminders for the same activity, select Add another reminder, and set the reminder
message, date and time.

Activity settings

Here you can specify the settings linked to this activity
General Timing

Send reminder for a subject if the activity has not been completed e Delete reminder

Reminder message

This is a friendly remnder to fill in the questionnaire.
z

®) Send on target date Send day(s)  Before Y targetdate

Attme: v 1000 (©®

Send reminder for a subject if the activity has not been completed e Delete reminder

Reminder message

This is a friendly remnder to fill in the questionnaire.
z

Send on target date (@) Send 1 day(s) = Before Y targetdate

Attime: v 11:00 ®

Add another reminder

5  Select Close to save you settings.
The dialog closes.

To remove a reminder, select Delete reminder.

For reminders to be sent to the subjects, the following settings must be completed:

1.1n Viedoc Admin under Study Settings, at least one of the checkboxes in the field Allow reminders in Viedoc
Me to be sent as must be activated. Select Email and/or Text message, see lesson General study settings
in Viedoc Admin User Guide.

2.1n Viedoc Clinic, the subject's email address and/or phone number must be entered in the Viedoc Me
account and the option(s) Send reminders to this e-mail address/Send reminders to this phone number
must be activated. These fields are visible only if the Allow reminders in Viedoc Me to be sent as settings in
Viedoc Admin is activated.

= Viedoc Me reminders are sent to the subject if the activity is not completed, that is, when there is at least one
uncompleted form within the activity.

= Viedoc Me reminders are sent according to the current effective study design. That means that even to
subjects added in older design versions, the Viedoc Me reminders are sent according to the settings made in
the design version that is currently active.

= Viedoc Me reminders are sent based on the time zone for the site's geographical location.

« Viedoc Me reminders are not sent retroactively. If a subject is added after the time when the reminder should
have been sent, the reminder is not sent to that subject.

« Viedoc Me reminders are not sent if the event is not visible.

= As telecommunications operators are using spam filters to block malicious SMS messages, please avoid
using the following words, especially in combination with a URL, when setting up subject reminders: Click,
following, {url}.
This is because Including certain keywords in combination with a URL is more likely to trigger the operator's
filter to flag a message as malicious and thereby block it from being sent.

The text of the reminder message can be translated. This is done in the same way as translation of the forms within
subject-initiated events, see Managing_translations.



https://help.viedoc.net/c/331b7a/6870ff/en/

5 Managing updates after going live

A new version is recommended when Viedoc Me forms are locked upon receipt. These forms must be unlocked before a
revision can be applied. Therefore, it is best to change Viedoc Me forms in a new version. Remember to also update
translations if necessary, see Managing_translations.

6 Managing translations

It is possible to translate the forms in the subject-initiated events, as well as the respective reminders, by following these
steps:

1 Select the language(s)_the form(s) will be translated to.

2 Export the Excel file containing the list of all items in the form to be translated.
3 Perform the translations.

4 Import the file containing the translations.

61 Migrating a study from training to production

When migrating a study from training to production, and exporting the design, the translations for Viedoc Me are lost and

must be managed again in the production environment after the design is imported. See also Migrating a study design
from training_to production.

If you have performed the translation while working on the training server and intend to import the design to the
production server afterwards, in order to have the translations available after the import you have to repeat the
following operations on the production server as well:

« Add the additional language(s), as described in section Set the language(s) for translation above.
= Import the translation file(s) again, as described in section Import the translated file above.

If you revise your design (for example by changing texts that were translated or item IDs) after having performed the
translation, make sure to update the translations accordingly and re-import the translated files.

6.2 Selecting the languages for translation

It is possible to define the default language used when setting up the study design, as well as the languages you want
support for.

For reference, these are the system languages in use: System Languages. Viedoc does not allow users to use a
default browser translation within the system. This prevents individual users from overriding the chosen system language
and agreed upon terminology and formulations.

To set languages for translation:

1 In Viedoc Designer, select Design Settings and select the Details tab.


https://help.viedoc.net/c/e311e6/260a1c/en/
https://help.viedoc.net/c/e311e6/260a1c/en/
https://help.viedoc.net/c/e311e6/3601dc/en/#3.2:~:text=a%20digital%20repository.-,System%20languages,-Viedoc%20Clinic%20and

2 In the Languages section, set the following:

= Default - choose the default language used in your design (the language used when designing all
the events, activities, forms, and items). This is the language to translate from.
= Additional - select and select the languages to translate into.

Design Settings

Export Design

Not locked

Click 'Lock’ to prevent editing Lock
Internal Description Study Name
Study Description
p
Protocol Name Protocol Version
Languages
Default Additional
English v French % | it
Italian
Italian (italy @
Italian (Switzerland)
UeEeLe uns aesiygn
3 Select Save changes.
6.3 Exporting the forms text for translation
To export the text of the forms for translation:
1 In Viedoc Designer, select Design Settings and select the Language Import/Export tab.
2 In the Export language texts for translation areq, select the language to translate into from the dropdown

list. The available languages in the list are the ones selected as Additional when setting the languages (see
instructions Selecting the languages for translation).

3 Select and select the forms to be translated, one by one. Make sure that you select the forms included in
subject-initiated events. The form named Workflow contains all the reminders set up in the study workflow.

Design Settings
Details Export Design

Export language texts for translation

French v Workflow %  TestForm % Export

Impert language texts for fc
Form 12
Upload a file S @

mport

4 Select Export. You will get an Excel file with one separate sheet for each selected form, containing all the
texts for the respective form.



6.4 Performing the translation

In the Excel file obtained at the previous step, add the translated text in the column to the right. Make sure that only the text
is translated and the tags are kept exactly as in the Default text column.

If the text to translate contains only numbers, it could cause problems when you import the translated file into
Viedoc in the next step. To solve this, either remove the numbers or prefix them with a ' (for example "1). Adding the prefix
will cause Excel to treat the numbers as text.

A B £ D
1 |ID Category Default Text fr
2 MU Form.Name Medication use Utilisation de Médicaments
3 |MU Form.Description

<strong>Concomitant Medications /
4 |1G__10216 2 Group.Label Therapies</strong> <strong=Médicament concomitant</strong=

10

6.5 Importing the translated file

When the translation is performed and you have the Excel file, you have to import it by following the steps below:

1 Go to the Design Settings section, under the Language Import/Export tab.
2 Under Import language texts for form translation, select Upload a file.
3 Browse and select the Excel file that contains the translation.

4 Slect Import.
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1. Introduction

2. Where are roles configured?
21The Roles page
2.2 The Edit role (".") page
2.3 User rights

3. Using predefined roles
3.4 Switching_a role ON or OFF
3.5 Modifying_a role

4.Adding a new role

1 Introduction

The clinic roles, and their permissions, are configured in the study design in Viedoc Designer. The clinic roles are
configured on the Roles page in Viedoc Designer.

You can set up roles by:

= using and - if necessary - modifying the pre-defined roles that are set up in the system, see Using_predefined
roles below.
= add a new role from scratch, see Adding.a new role below.

2 \Where are roles configured?

21 The Roles page

Roles are configured on the Roles page. In Viedoc Designer, in the study design, select the Edit icon in the Roles field to
open the Roles page.
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On the Roles page you can view or do the following:



1. View the roles in your study. For each role, the following is displayed: the name of the role, an avatar, a switch to set the
role to ON or OFF, and an overview of the rights this user has, see below.

2. Edit the role by selecting the pen icon. The Edit role page opens, see The Edit role ("..") page.

3. Create a copy of a role by selecting the + icon. A duplicate of that role is created and added at the bottom of the list.

4. Delete a role by selecting the cross icon.

Note! To avoid a mismatch of roles between different design versions, we recommend that you do not delete a role, but
instead set the switch to OFF to disable the role.

5-9. For each role, quickly get an overview of the rights that concern saving (5), signing (), reviewing (7), exporting (8) data,
and viewing (9) data (in read-only mode).

22 The Editrole (“..) page

If you select the pen icon for a role, the Edit role "(7o/e name)! page opens:

D DemoStudyDesign [19.0]

Roles

Compare and manage user roles @

Save Sign Review Output Read-only

o = @ @ @
] u @ Yes Yes No Yes No
Role ID.

. Study Coordinator e N
o » + > ©

. Yes  tRee.,. No No Yes No
+* RoleID:R2

.

Monitor e,
9 = @ @)
Y S S s

D DemostudyDesign [19.0]
8 9

Edit role "Investigator” [R1]

Edit role Manage rights in this role
Name o Status e Special e
Investigator e u_/‘ User can only view form data (this overrides all edit permissions)
Description
P | Export of data into different formats/view reports Metrics Create private notes

Save, sign, reset, delete and export

. Medical coding View reference data | View roles
data, resolve queries
Z CRF Rights e
Avat e ' Add/update subject/event/form data and query answers | Reset/Delete events and forms
vatar
. . . /| Delete subjects «/ Sign subject/event form data and queries Add/change queries
X ot s Add pre-queries Promote pre-queries Data review Clinical review SDv
Lock data +  Emergency unblinding View anonymized data Anonymize data
Oh ah AL
Logistics Rights
«| View IP on study level « | Manage IP on study level «  View IP onsite level
' Manage IP onsite level /' View Subject Id when allocated | View blinded info (e.g. Active/Placebo)

On the Edit role page you can edit the following:

1. Enter a name for the role. This will be the name for the role as used in Viedoc Clinic and Viedoc Admin, as well as in the
e-mails with the role invitation.

2. Set the status to ON or OFF to enable or disable the role. This is the same switch as on the Roles page, see Switching.a
role ON or OFF.

3. Enter an optional description of the role.

4. Select an avatar. The avatar is displayed on the Roles page, but not anywhere else in Viedoc.

5-8.The rights that can be activated or de-activated for a certain role, divided into special rights (5),

Case Report Form (CRF) rights (6), and eLearning (7), see also User rights.

Note! In special rights, the rights to configure permission to view the Roles page, View roles in Clinic is selected by default.
8. Save the changes.

9. Close the page and return to the study design.


https://help.viedoc.net/l/a559c4/en/#CRF

2.3 Userrights

The following rights can be selected from:

= Special rights - rights that give access to specific features.

User can only view form data (this overrides all edit permissions)
Export of data into different formats/view reports
Metrics
Reports (only visible when Metrics is selected). For export/download rights in Viedoc Reports, the
user must also have "Export of data into different formats/view reports" selected. The rights may
not be applied directly due to the 24 hour data sync in Viedoc Reports.
For Demo sites to work with Viedoc Reports, a user must be invited with direct site access

(not through Al sites site group). For Production sites, Viedoc Reports is available for all site groups
(All sites and the country-specific groups).
Create private notes
Medical coding, and if selected:

= Perform medical coding

« Approve medical coding

= Launch and view subject data

View reference data, and if selected:
= Edit reference data
» Publish reference data

View roles

= CRF Rights - rights with regard to adding/editing/saving data and queries.

Add/update subject/event/form data and query answers
Reset/Delete events and forms

Delete subjects

Sign subject/event form data and queries

Add/change queries

Add pre-queries

Promote pre-queries

Data review

Clinical review

Source Data Verification (SDV)

Lock data

Emergency unblinding - the user role having this permission is able to unblind a subject.

« Unblinding a subject will reveal the subject's treatment and unblind all personnel
with permission to view this data in the study.

« [f the role that has the Emergency unblinding permission also has a role visibility
condition that makes the blinded outcome hidden for this role, after unblinding the
outcome gets hidden for all roles and not just the role specified in Designer.

View anonymized data
Anonymize data
For an explanation of what anonymize means in Viedoc please select this link.

= Logistics rights - permissions that allow the user to manage kits if the Logistics functionality is enabled (see
Viedoc Logistics User Guide):

View IP on study level - This permission enables the user to view unblinded information in the
Study supply overview page regardless if the permission "View blinded info" is selected or not.
Manage IP on study level

View IP on site level

Manage IP on site level

View Subject Id when allocated

View blinded info (for example Active/Placebo) - This refers to the items set as blinded when
configuring the allocation list, NOT to the items set as Blinded outcome of a randomization.

= elearning - this is visible only if Enable documentation and training is NOT selected in Viedoc Admin under
Study Settings (see General study settings) - the eLearning curriculum(s) that the user will receive access to.
By default, the following options are available:

Viedoc User Guide for Site Users

Viedoc User Guide for Monitors

Viedoc User Guide for Data Managers

Viedoc User Guide for Project Managers

Viedoc User Guide for Medical Coders

It is possible to customize the eLearning for your study and add other/your own curriculums. See
the section eLearning settings for more information.


https://help.viedoc.net/l/a559c4/en/#SDV
https://help.viedoc.net/c/94d6f0/a80c3c/en/#toc-Maskingofsensitivedata28
https://help.viedoc.net/c/4a40d5/
https://help.viedoc.net/c/331b7a/d17530/en/
https://help.viedoc.net/c/331b7a/6870ff/en/
https://help.viedoc.net/c/e311e6/f967fb/en/

3 Using predefined roles

By default, a set of predefined roles is set up by the system, and it can be modified for your study.

The default roles and default permissions are listed in the following table:

Role Special rights CRF rights Logistics rights elLearning
Investigator - Export of data into - Add/update Viedoc User
different formats/view subject/event/form data Guide for Site
reports and query answers Users
- Reset/Delete events and
forms
- Delete subjects
- Sign subject/event form
data and queries
- Anonymize data
Study - Export of data into - Add/update Viedoc User
Coordinator different formats/view subject/event/form data Guide for Site
reports and query answers Users
- Reset/Delete events and
forms
- Delete subjects
Monitor - Export of data into - Add/change queries - Viedoc User
different formats/view - Promote pre-queries Guide for
reports - Clinical review Monitors
- Metrics -SDhV - Viedoc
- Viedoc Reports - Lock data Reports User
- Create private notes Guide
Project - User can only view None - Viedoc User
Manager form data (this Guide for
overrides all edit Project
permissions) Managers
- Export of data into - Viedoc
different formats/view Reports User
reports Guide
- Metrics
- Viedoc Reports
- Create private notes
Data - Export of data into - Add pre-queries - Viedoc User
Manager different formats/view - Data review Guide for Data
reports Managers
- Metrics - Viedoc
- Viedoc Reports Reports User
- Create private notes Guide
Medical - User can only view - Add/change queries Viedoc User
coder form data (this Guide for
overrides all edit Medical Coders
permissions)
- Export of data into
different formats/view
reports
- Medical coding
- Perform medical
coding
- Approve medical
coding
Study Supply - Manage |P on study
Manager level

- View blinded info
(for example
Active/Placebo)


https://help.viedoc.net/l/a559c4/en/#SDV
https://help.viedoc.net/l/a559c4/en/#IP

Role

Site Supply
Manager

Regulatory
Inspector

Special rights CRF rights

- User can only view - View anonymized data
form data (this

overrides all edit

permissions)

3.1 Switching a role ON or OFF

To enable a role in your study, set the switch to ON.

To disable a role in your study, set the switch to OFF.

3.2 Modifying a role

Logistics rights elLearning

- Manage IP on site
level

- View Subject Id
when allocated

To modify a role, select the pen icon. The Edit role "(Fo/e name)' page opens (see The Edit role (".") page). Select the
permissions that you want users with this role to have, and select Save changes to save. The Edit role page closes and you
return to the Roles page.

If you do not want to save any changes, select Close to return to the Roles page.

4 Adding a new role

To add a new role, select Add new role at the bottom of the Roles page.

The Edit role page opens.



Enter a name for the role and an optional description, and select an avatar.
Enable the role by setting the status to ON.
Select the rights that users with this role should have, and select Save changes.

To avoid a mismatch of roles between different designs, we recommend that you do not delete a role, but instead set
the status to OFF if a role is not used.
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1 Introduction

The outputs and validation section summarizes some of the item settings that are performed in Viedoc Designer and
provides a better overview and an easier way to update the settings

The following settings can be viewed and edited:
« Edit checks

=« Formats
= OIDs and Labels

Outputs and Validation

-—| Edit checks

-—| Formats

OID’s and Labels

2 Edit checks

The Edit checks table displays all data checks and system checks that are defined in the study per form. Edit checks verify
whether data entered into the form are within a certain range that is specified under True Expression. The edit checks can
be defined in Viedoc Designer when configuring the forms and items. For details on configuring edit checks within forms,
see Creating_and editing forms.



https://help.viedoc.net/c/e311e6/15d48a/en/

Edit checks

Search by study name

Total number of checks:5

Vital Signs (VS) ) ) ) ) T
)# Item 1D ) Output item label | True expression Query message Allows form save
% VSDAT Date of //D 19 #  Date of vital signs measurementsis # Yes »
measurements if( VSDAT != null && not same as the visit date. Please
VSDAT.toString() != verify
EventDate.toString() )
return false;
else return true;
2 | VSDAT Date of [//F_12 # | Date is recorded as future date. # | No r 4
measurements VSDAT <= today() Please correct.
3 VSDAT Date of [//C_8 #  Date is not complete. Please # | No r 4
measurements VSDAT__ format == @ correct
4 | ORRES_TEMP Temp (deg C} //L_116 # | Body temperature is not withinthe ~ #  Yes »
result in original if (ORRES_TEMP [= null && expected range. Please verify.
units CountryCode != "US" && !
(ORRES_TEMP »>= 35 && ORRES_TEMP
<= 30))
return false;
else return true;
5  ORRES_TEMP_US Temp (F) result in # | Body temperature is not within the ~ #  Yes »

original units expected range. Please verify

ORRES_TEMP_US <= 102))
return false;
else return true;

The existing edit checks are grouped per form, and the following information is provided for each configured edit check:
. Order number. Starts with 1 for each form. Hovering over the edit check number in the table displays the edit check ID.
The edit check ID has the following structure: RC_FieldltemOID_Version-number._Revision-number._Counter, and defines

to which field in the form it belongs, and in which design version and revision the edit check was entered. When exporting
the edit checks to Excel, the edit check ID’s are listed under Range Check OID.

.The ID of the item the edit check belongs to.
. The output label of the item the edit check belongs to.

. True expression - the edit check expression. See also Using JavaScript in Viedoc.

. Query message - the message that will be displayed in Viedoc Clinic for the site user.

. Allows form save - Yes/No, depending if you want to allow the form to be saved or not. If set to Yes and the form is saved
with data that causes an edit check to fire, a query will be raised on the respective item in Viedoc Clinic.

. Expand/collapse button - for expanding/collapsing the edit checks within a form.
The system checks are read-only. They are displayed in the list, but can not be edited or removed.
It is possible to export all defined edit checks to Excel by clicking Export to Excel.

It is possible to edit existing edit checks by clicking on the pen icon and editing the respective field:

Adverse Events (AE)

# ltem ID Output item label | True expression Query message
1 AESTDAT Start Date/Time var a = E0S5.DS.DSSTDAT; #, | Start date of Adverse Event is noton or | 4
of Adverse Event if(la) @ before the Study End date in End of Qj
return true; Study form. Please verify.

else return(AESTDAT <= a);

Any error in the edit check definition (true expression) is clearly indicated in the table:


https://help.viedoc.net/c/e311e6/824137/en/

Adverse Events (AE
# ltem 1D Output item label = True expression

1 AESTDAT Start Date/Time var a = EQ.DS.DSSTDAT; »
of Adverse Event if(!a)
return true;
else return{AESTDAT <= a);

=

True expressic  Event EQC does not exist

3 Formats

The formats page enables you to prepare common formats that are being used by more code list items, i.e. allows you to
set one format name for all items with same options.

The code list items in Viedoc are items that have a code list of possible values that can be filled in when entering data.
These are:

= Checkboxes
» Radio buttons
= Dropdown lists

For example, when having many radio button items with same code list values and text (Yes/No for example), by default
each item is assigned one format name, but here you can set a common format to be used by all these items.

This is useful especially when exporting with Statistical Analysis System (SAS), as you need to specify the format name
when using items in reports and tables.

31 Before setting the format

If, for example, we have the following form defined, with four radio button items having the same choices (Yes/No).


https://help.viedoc.net/l/a559c4/en/#SAS

Eligibility
|[EOL Settings X
General Visibility | Validation | f Dutputm

]

]

1
No : Field label
e e oo g IE01

Yes Mo

Label position Field layout
Top - Side by side v

IEO3
Yes Mo

Measurement Unit

Choices

IE04 Yes 1 10
Yes Mo Mo 0 O

In the Formats section, each item has the same Code list display text (Yes/No) and Code list value (0/1).

Items with format name

#  Format name Format type Code list display text Code list value

Items without format name

#  Format name Format type Code list display text Code list value
1 #  integer & Yes 1
No 0

311 Code list items in ODM export

Before applying a common format name for the items in our example above, these items are represented in the
Operational Data Model (ODM) export output as illustrated below, having each item pointing to a different code list using
the CodelListRef :



https://help.viedoc.net/l/a559c4/en/#ODM

<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataTyps="integer"

<Question>
<TranslatedText xml:lang="en">IE0l</TranslatedText>
</Question>
<CodelListRef CodelistOID="CL IEO1" />
</ItemDef> -
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText xml:lang="en“>IE02</Tran51atedText>
</Question>
<CodeListRef CodeListOID="CL IE02" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText xml:lang="en">IE03</TranslatedText>
</Question>
<CodsListRef CodelistOID="CL IE03" />
</ItemDef> -
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText zml:lang="en">IE04</TranslatedTsxt>
</Question>
<CodeListRef CDdELiEtOID:"CL_IE04" /=
</ItemDef>

Each CodelList containsthe CodedValue and the displayed text:

Name="IEQO1"

Name="IE02"

Name="IE03"

Nams="IE04"

OID="IE01"
CID="IE02"
OID="IED3"
CID="IE04"

Length="100">

Length="100">

Length="100">

Length="100">



<CodeList DataType="integer" OID="CL IE01" Nams="CL IE01">
<CodelistItem CodedValus="1">
<Decods>
<TranslatedText xml:lang="en">Y¥Yes</TranslatedText>
</Decode>
</CodelistItem>
<CodelistItem CodedValus="0">
<Decods>
<TranslatedText xml:lang="en">No</TranslatedText>
</Decode>
</CodelListItem>
</Codelist>
<CodeList DataType="integer" OID="CL IE02" Nams="CL IE02">
<CodelistItem CodedValus="1">
<Decods>
<TranslatedText xml:lang="en">Y¥Yes</TranslatedText>
</Decode>
</CodeListItem>
<CodelistItem CodedValus="0">
<Decods>
<TranslatedText xml:lang="en">No</TranslatedText>
</Decode>
</CodelistItem>
</Codelist>
<CodeList DataType="integer" OID="CL IE03" Nams="CL IE03">
<CodelistItem CodedValus="1">
<Decods>
<TranslatedText xml:lang="en">Y¥Yes</TranslatedText>
</Decode>
</CodelistItem>
<CodelistItem CodedValus="0">
<Decods>
<TranslatedText xml:lang="en">No</TranslatedText>
</Decode>
</CodelistItem>
</Codelist>
<CodeList DataType="integer" COID="CL IE04" Nams="CL IE04">
<CodelistItem CodedValus="1">
<Decods>
<TranslatedText xml:lang="en">Y¥Yes</TranslatedText>
</Decode>
</CodelistItem>
<CodelistItem CodedValus="0">

312 Code list items in CSV/Excel export

When data is entered and exported as Comma-Separated Values (CSV), two additional files are created. When exported
as Excel, two additional sheets are created. These are:

= Items - includes information about all items available (including metadata info like Subjectld, Eventld and so
on), in the scope of the export, excluding static text items and section breaks.

= Codelists - includes information about the items that have a code list, that is, radio buttons, dropdown lists,
and checkboxes.

In our example, before setting the format, the Items sheet looks as below:


https://help.viedoc.net/l/a559c4/en/#CSV

ID Label Data Type Mandatory Decimals MinLength Max Length Format Name Content Length

ID Label DataType Mandatory Decimals Minlength Maxlength FormatMame ContentLength
IEOL IEDL text True 1 £
IEDLCD IED1 - Code integer  True ¢l CL_IEOIF 1
IE02 IE02 text True n g
IE02CD IE02 - Code integer  True ¢l CL IE02F ¢l
IE03 IE03 text True 1 £
IE03CD IE03 - Code integer  True 1 CL_IE03F £l
IE04 IEC4 text True n g
IE04CD IED4 - Code integer  True ¢l CL _IEO4F ¢l
README AP IE Items | Codelists )] [

The items that have a codelist have an additional row with ID suffixed with “CD”, for the code. In this case, we only have
radio buttons, but if checkboxes and/or dropdown lists would be included, those would also have additional rows with “CD”
for the codes.

The default Format name (that is, before applying any format) for each code is CL_/temI/DF.

In our example, before setting the format, the CodelLists sheet looks as below:

Format Mame Data Type Code Value Code Text
FormatMame DataType CodeValue CodeText

CL_IEO1F integer 1 Yes
CL_IEO1F integer 0 Mo
CL_IEQ2F integer 1 Yes
CL_IEQ2F integer 0 Mo
CL_IEQ3F integer 1 Yes
CL_IEQ3F integer 0 Mo
CL_IEQ4F integer 1 Yes
CL_IEQ4F integer 0 Mo

README AP IE ltems Codelists
Each referred Format Name contains information about each code value. In this case, only “Yes” as “1” and “No” as “0”.

As we have four separate radio buttons in the |IE form, we have four unique formats, each with two different values.

313  SAS script files

When CSV export is made with /nclude corresponding SAS script option checked, you get all forms in separate files, and
“_CodelLists” and “_ltems” with contents described briefly above. (See also Exporting for SAS)

In addition, the SAS files CSV2SAS and _RunMe are included.

The _RunMe file is quite small and this is what is used to import the data in to SAS, that is, this script is opened and run in
SAS. Its job is locating the path to the files to be imported and starting the actual work with the doWork function(macro)
that exists in the CSV2SAS file:

*macro grabpath;
Fgoubstr (3sysget (SAS_EXECFILEPATH), 1, 3length(%sysget (SAS EXECFILEPATH) ) -%length (¥sysget (SAS _EXECFILEname)))
*mend grabpath;
%2let path=%grabpath;
tlet prefix=DEMO 20181018 121108_;
finclude "spath.h
_%doWork {&path., sprefix.):

The essential part related to Formats within the CSV2SAS script is on row 306, where the contents of the Codelists file is
passed on to the CreateSasFormats macro, which takes the contents and creates the formats.:

| 306 | t(CreateSasFormats (spath. \aprefix.CODELISTS. cav)


https://help.viedoc.net/l/a559c4/en/#CSV
https://help.viedoc.net/c/47e0ad/9ee8e0/en/
https://help.viedoc.net/l/a559c4/en/#SAS

After that, the Items metadata in the Items file are read and the formats are applied to the applicable items in SAS.

In SAS, the above example will create four formats for the IE form:

Contents of Work Formats”

Cldmsef  ClLiedlf ClLiet2f CLie03f

o

ClLieddf

Subject
sequence
number

Stte

Subject Id

Event sequence Design
rumper | Vet

version

Activity | Form sequence
Event name Event date Activity Id o e IE0T | IE02 | IE03

IED4

1 1 Site 01 0 1 SE01001 1 SCR Screening 2018-10-18 SCR_IE 1 10 Yes  Yes  Yes  Yes

3.2 Setting the format name

To set a format name in Viedoc Designer under study design settings > Outputs and Validation > Formats, type in the

format name in the Format name column for one of the four items. The item will appear in the upper table Items with
format name, as shown in the image below.

As soon as you have defined a format name, all items with the exact same settings (code list name and value) will be
flagged and you can provide the same format name to those by clicking the link, as shown in the image.

Formats

earch Total number of formats 5.

Items with format name

# Format name

Format type Code list display text Code list value
1 5 |IYESNO #  integer #  Yes 1
CON
o No 0
': H #", Format name Format type Code list display text Code list value
"_1 '{ Choices and values match with existing format name #  integer #  Yes 1
A YESNO.
. '.' Click to use it here! No o]
2 '-4 Choices and values match with existing format name #  integer #  Yes 1
" ESNO.
"_ Click to use it here! No o]
3% Choices and values match with existing format name #  integer #  Yes 1
YESNO.
Click to use it herel No o]

Because this is used mainly for SAS, Viedoc checks that the Format name complies with SAS requirements, as follows:

« it must be unique
« it must not exceed 8 characters

= the first character must begin with an English letter (A-Z, a-z) or an underscore
« it cannot contain blanks

= it cannot contain any special characters other than the underscore
= it must end with an English letter (A-Z, a-z)

If any of the above is not fulfilled, an error message will be displayed:

lterms with format name

= Format name
1 YES NO +
Y Format Name Invalid SAS format name

All formats can be exported to Excel by clicking Export to Excel.

Leading zeros in code list values will not be included in the export for the following formats:


https://help.viedoc.net/l/a559c4/en/#SAS

« CSV
= Excel
= Audit log (1 row per item including history)
= ODM

So, for example, a code list value such as 001 will end up as 1in the export.

3.3 After setting the format

331 Code list items in ODM export

After applying the common format name (YESNO) for all the four items in our example, these items are represented in the
ODM export output as illustrated below, having each item pointing to the same code list using the CodelListRef :

<ItemDef v4:MinLength="1" v4:HtmlTyps="radio” DataType="integer" Nam=="IE01l" OID="IE01l" Length="100">
<Question>
<TranslatedText xml:lang="en">IE0l</TranslatedText>
</Question>
<CodelistRef CodeListoID="CL IE01" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IE02" QID="IE02" Length="100">
<Question>
<TranslatedText xml:lang="en"DIE02</TranslatedText>
</CQuestion>
<CodelistRef CodeListoID="CL IEO1" />
</TtemDef> B
<ItemDef v4:MinLength="1" v4:HtmlTyps="radio” DataType="integer" Nam=="IE03" OID="IE03" Length="100">
<Question>
<TranslatedText uml:lang="en">IE03</TranslatedText>
</Question>
<CodelistRef CodeListoID="CL IE01" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlTyps="radic” DataType="integer" Nams="IE04" OID="IE04" Length="100">
<Cuestion>
<TranslatedText xml:lang="en"DIE04</TranslatedText>
</Question>
<CodsListRef CodeListOID="CL IE01" />

The format that we have defined is added to the Codelist :

<CodeLi4t DataType="integer" SASFormatNams="¥ESNO" OID='|CL IE0l1" Nams="CL IEQ1">
<CodelistItem CodedvValus="1">
<Decode>
<TranslatedText xml:lang="en">Yes</TranslatedText>
</Decods>
</CodelistItem>
<CodelistItem CodedvValus="0">
<Decods>
<TranslatedText xzml:lang="en">No</TranslatedText>
</Decods>
</Codeli=tItem>
</Codelist>

332 Code list items in CSV/Excel export

In our example, after setting the format, looking at the Items information, the only difference is that the Format Name has
been changed to “YESNO”, that is, there is one common format for all the four items:


https://help.viedoc.net/l/a559c4/en/#ODM

Label Data Type Mandatory Decimals Min Length Max Length Format Name ContentLength

Label DataType Mandatory Decimals MinLength Maxlength FormatMame Contentlength
IEOL text True 1 3
IE0L - Code integer True 1 YESNO 1
IE02 text True 1 2
IEQ2 - Code integer True 1 YESNO 1
1IEQ2 text True 1 3
IEQ3 - Code integer True 1 YESNO 1
IEQ4 text True 1 2
IEQ4 - Code integer True 1 YESNO 1
README AP IE ltems Codelists 1

In our example, after setting the format, the CodeLists sheet looks as below:

Format Mame DataType CodeValue Code Text
FormatMame DataType CodeValue CodeText
YESMNO integer 1 Yes
YESMNO integer 0 Mo

README AP IE [tems Codelists

333 SAS format

After having applied the format in Viedoc Designer, importing to SAS creates only one format:

Conterts of Work.Formats”

e

Cldmsed  Yesno

Explorer [= |
[

Site
code

Design

somvann | EVEt
a version

Site sequence number Site name Subject sequence number Subject Id & 1E01 | 1E02
number

Event name ‘ Evert date Activity Id IE03 | IE04.

iy |
name a
rumber

1 1 Site 01 01 1 SE01-001 1 SCR  Sereening 20181018 SCR_IE 1 1.0 Yes Yes Yes Yes

3.4 Changing the format type

It is also possible to change the output export value as well as the format type (integer/text).

If, in our example, we change the Output export value to a text value, the Format type must be changed to text:

Items with format name

#  Format name Format type Code list display text Code list value Output export value Times in use
1  YESNO & text #  Yes 1 Yes! # 4
No 0 No! »

This action does not change the content of the items in the ODM file:


https://help.viedoc.net/l/a559c4/en/#SAS
https://help.viedoc.net/l/a559c4/en/#ODM

<ItembDef v4:MinLength="1" v4:HtmlType="radio" Datalype="integer" Name="IED1" QID="IED1" Length="100">

<Question>
<TranslatedText xml:lang="en">IED1</Translatedlext>
</Question:>
<CodelListRef CodelistCID="CL IEO1" />
</ItemDef>
<ItembDef v4:MinLength="1" v4:HtmlType="radio" Datalype="integer" HName="IE0D2" QID="IED2" Length="100">
<Question>
<TranslatedText xml:lang="en">IEBD2</Translatedlext>
</Question>
<CodeListRef CodelistQID="CL IEOD1" />
</ItemDef>
<ItembDef v4:MinLength="1" v4:HtmlType="radio" Datalype="integer" Name="IE0O3" QID="IEOD3" Length="100">
<Question
<Translatedlext xml:lanc="en">IED3</Translatedlext>
</Question>
<CodelistRef CodelistCID="CL TEO1" />
</ ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IEQ04" OID="IED4" Length="100"2
<Question>
<Translatedlext zml:lancg="en">IED4</Translatedlext>
</Question>
<CodelistRef CodelistCID="CL TEO1" />
</ ItemDef>

...but the output export values defined have been added inthe Alias section:

<Codelist DataType="string" SASFormatlame="YESNO" OID="CL TE01" HName="CL TEO1">
<CodelistItem CodedValuese="1">

</CodelistItems>

<Decode>

<TranslatedTlext xml:lang="en">Yes</TranslatedText>

</ Decode>

<Alias Context="0UTPUT" Hame="Yes!" />

<CodeListItem CodedValue="0">

</CodelistItems>

<Decode>

<TranslatedTlext xml:lang="en">No</TranzslatedText>

</ Decode>

<Alias Context="0OUTPFUT" Hame="No!" />

</ Codelists

The Items sheet in the Excel file now shows "text" as a Data Type for the codes and the Content Length varies, as the new
codes are now "YES!" (length = 4) and "NO!" (length = 3):

ID

1D

IE01
IE01CD
1E02
IE02CD
IED3
IEO3CD
IE04
IE04CD

Label
Label
IE0L
IEOL - Code
1EO2
IE02 - Code
IEO3
IE03 - Code
IE04
IEQ4 - Code

Data Type Mandatory Decimals Min Length Max Length Format Name Content Length
DataType Mandatory Decimals MinLength MaxLength FormatName ContentlLength

text True 1 3 m
text True 1 YESNO 2 B
text True 1 2 -“
text True 1 YESNO R wor
text True 1 3
text True 1 YESNO 4
text True 1 2
text True 1 YESNO 3

README | AP | IE | Items | CodeLists | ' ' A

The Codelists in the Excel file now have new Code Values:

Format Name Data Type Code Value Code Text
FormatName DataType CodeValue CodeText

YESNO
YESNO

text
text

Yes
No

README | AP | IE | items | CodeLists

So, we can say that, as a result, the original Code value is replaced in the export output with the new values set in the
Output export value (in our example "0" and "1" were replaced by "NO!" and "YES!" respectively).



4 OIDs and Labels

This page enables you to to revise and modify your Output IDs (OID) and Labels without affecting existing visibility
conditions, functions and/or data checks as these use the field IDs.

If the Output IDs (OID) and Output labels have been defined in the study design, these are shown in the
Excel/CSV/SAS export. If the Output IDs (OID) and Output labels are left undefined (blank) in the study design, then the
configured Item ID and label is used.

OID's and Labels

Form search Total number of output labels: 6

Add Patient / AP 2 oid's and labels 2 item groups

Eligibility / IE

# Field label Output field label Field ID Qutput field ID

1 1 IE01 # | IE0L »
2 1 IE02 # | IE02 >
3 1 IEQ3 # | IE03 »
4 1 IE04 # | IE04 »

Blue cells are editable. Make sure your study has unique and relevant output IDs set and that all output labels are not too
long and that they describe the item correctly.

If you enter the same output field label as the field ID, Viedoc will change the output field label to the field label.
This could be useful in different scenarios, such as:

= when the item does not have a question text in the design.
« when the question text is long and you want to shorten it for the export output.
« you want to have a more descriptive label.

The items(fields) in the list are grouped by item group, and then ordered by item order in that group. For example, for the
form below:

Adverse Event

AE Id Description

Start Date Ongoing? End Date
Yes No

..the OIDs and Labels are listed as below:



Adverse Event / Form

= Field label Output field label Field ID

1 1 AE Id AE number # AENO
2 Description Event # AEEVENT

2 1 Start Date Start Date of Adverse Event # | AESTDT
2 Ongoing Ongoing # AEONG
3 End Date End Date of Adverse Event  # = AESPDT

You can export all items to Excel by clicking Export to Excel.

In our example (shown earlier in Formats), if we set the Output field label for the first item (IEO1) to "Inclusion 01"

Eligibility / IE T
# Field label Output field label Field ID Output field ID

1 1 IEOL Inclusion 01 # |E01 INCLO1 »
2 1 IE02 # |E02 £
3 1 IE03 # IE03 #
4 1 IE04 # |E04 »

..which is the same as setting the item Output field label under Forms > Item settings > Output:

Eligibility
IEOL Settings X

General Visibility | Validation | f Dutputm

Output Field ID
It is recommended that ID is max 8 characters to be
------------ - CDISC ODM compliant

INCLO1

Output Field Label
IEDZ2 Inclusion 01

Yes No
€) Duplicate field @ Delete field

As aresult,in the ODM file we can see two additions: the “ SASFieldName "and anew Alias :

<ItemDef v4:MinLength="1" v4:HtmlType="radic" DataType="integer" HName="IE01" OID="IEO1" Length="100" SASFieldName="INCLD1":>
<Question>
<Translatedlext xml:lang="en">IEDl</Tranzlatedlext>
</Question>
<CodeListRef CodelistCID="CL_IE01" />
<Alias Context="ExportlLabel" Name="Inclusion 01" />
</ItemDef>

When such an alias and/or SASFieldName existin the design, the export generated takes this label and ID instead of the
question text and Field ID.

The exported data, for example, in Excel format, would display these as:

Inclusion 01 Inclusion 01 - Code IE02 IEQ2 - Code IE03 IEQ3 - Code 1IE04 IE04 - Code
INCLO1 INCLO1CD IED2 IEQ2CD IEQ3 IEQ3CD 1EC4 IE04CD
Yes Yes! Mo Naol Yes Yes! No No!

In SAS, this is shown as:


https://help.viedoc.net/l/a559c4/en/#ODM

Evert

Evert name ‘ Event date ‘ Activity Id

Id IEDZ | IED3 | IED4
SCR  Screening 201810159 SCR_IE Yes Mo  Yes
S Column Attributes -

General

Colaors

Fonts

Name: [INCLOT

Label: ||Indusion 01

Length:

|

Fomat:  [sYESNO3.

Type
|J Character

Irformat : ||53

|J Mumeric

Cloge |
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1. Reserved words in events, forms, items, functions, and variables
11 Forms and items
1.2 Form identifiers
1.3 Items
1.4 ltems and functions
1.5 Item OIDs and variable names in functions
1.6 Events, forms, and items
2. Limits to ID names
3. Windows naming_conventions

1 Reserved words in events, forms, items, functions, and variables

To avoid data conflicts, there are some reserved words that you need to avoid when naming forms, items, functions, and
variables in Viedoc. Such a conflict can occur, for example, when executing functions in Viedoc, when exporting data from
Viedoc, or when analyzing your data in SAS, and it might lead to unwanted behavior or even errors.

11  Forms and items

The following are Viedoc's internal JavaScript functions, so they should not be used as form or item OIDs:
addDays
age
bmi
createRangeValue
date
days
getDecimalCount
getRangeValue
getRangeValueFormattedNumber
hours
inRange
minute
now
parseDate
parseRangeValue

parseTime



subDays
time

today

There is a set of reserved words for the SAS macro facility. If you intend to use that facility, avoid these words in your
Viedoc forms and item identifiers.

1.2 Form identifiers

Avoid these words in form names:

Codelists

Event dates

Items

Queries

README

Review status

SDV

WHODrug *

* or any other medical coding dictionary name, such as MedDRA or ATC

If you need to analyze your data using SAS, there are some reserved words that you need to avoid in your Viedoc
form identifiers. These identifiers are used as data set names in SAS.

1.3 Items
Avoid the following when naming items:

__ARID
__ DATASTATUS
__format
__GROUPDATASTATUS
__Sbv
ActivityId
ActivityName
DesignVersion
EventDate
EventId
EventName
EventSeq

HAS_FILTERED_VALUES


https://documentation.sas.com/?docsetId=mcrolref&docsetTarget=p0y43hj7lzhq1gn1r68h65wzljbt.htm&docsetVersion=9.4&locale=en
https://documentation.sas.com/?docsetId=lrcon&docsetTarget=p18cdcs4v5wd2dn1q0x296d3qek6.htm&docsetVersion=9.4&locale=en#n0nfuxt1u6y9jin120gszztjh00o

InitiatedBy

InitiatedDate

LastEditedBy

LastEditedDate

SiteCode

SiteName

SiteSeq

SubjectId

SubjectSeq

1.4

« When exporting data from Viedoc to Excel or CSV format, Viedoc automatically creates extra fields for the
codes in all code list items. The field identifiers are created by appending CD to the original item name.
Therefore, it is not recommended to give your Viedoc items IDs ending with CD .

« Data for code list items, for example radio buttons, drop-down menus, and checkboxes, have an applied
format when exported to SAS. Thus, when naming code list IDs, values, and formats, it is important to follow the
SAS conventions for format naming. For example, none of these should contain values with dashes.

= watch is areserved word, using this in a form for example labels or IDs, or for the internal design description
as a stand-alone word will result in an exported annotated/blank CRF which does not contain any form
elements. However, if using the label watch as part of a longer text, or using Watch (with the initial letter
caplitalized), the exported annotated/blank CRF will contain the form elements.

= Ifyou are using SAS for data analysis, checkboxes in Viedoc should not have options with negative code list
values (for example -1). Viedoc converts the options for checkboxes into variable names for SAS, and SAS does
not allow dashes in variable names.

Items and functions

Avoid using JavaScript keywords in item IDs and functions.

1.5

[tem OIDs and variable names in functions

Do not use the following as item OIDs or as variable names in functions:

ActivityDefId

Category

CountryCode

EventDate

FormDefId

FormId

FormRepeatKey

Language

OriginSubjectFormSegNo

RoleDefId

SiteCode

SiteSubjectSegNo


https://documentation.sas.com/?docsetId=proc&docsetTarget=p1upn25lbfo6mkn1wncu4dyh9q91.htm&docsetVersion=9.4&locale=en#n10mz0rmjxgcltn1xd4n91mc2kpq
https://www.w3schools.com/JS/js_reserved.asp

SourceSubjectFormSegNo
StudyEventDefId
StudyEventId
StudyEventName
StudyEventRepeatKey
StudyEventType
StudyId

StudySiteld
StudySubjectSeqNo
SubjectFormSegNo
SubjectId

SubjectKey

1.6 Events, forms, and items
Avoid the following when naming events, forms, and items:
$EVENT
$LAST
$PREV

$THIS

2 Limitsto ID names

When naming IDs and labels, the following limits apply:

Form ID 33 characters

Form name no limitation, however esthetical considerations should be considered
Activity ID truncated at 32 characters

Activity name no limitation, however esthetical considerations should be considered
Event ID truncated at 32 characters

Event name no limitation, however esthetical considerations should be considered

3  Windows naming conventions

In Microsoft Windows, there is a number of reserved file names. Do not use them as dataset names in Viedoc as they
could create issues when attempting to open them in Windows or SAS.



https://learn.microsoft.com/en-us/windows/win32/fileio/naming-a-file#naming-conventions
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1. Introduction
2. Abbreviated PDF report
3. Complete Excel report
3.1 Global-Data mappings
3.2 Settings-SDV
3.3 Settings-Alerts
3.31 Alert trackers
3.4 Settings-RTSM
3.5 Settings Partial Submit Setup
3.6 Forms
3.6.2 Copy on advanced condition
3.6.3 Forms included in Viedoc Me events
3.7 Items and Groups
3.7.4 Data checks
3.7.5 Show on advanced condition
3.7.6 Hidden in activity
3.7.7 f-Type
3.7.8 SDV
3.7.9 Alert trackers
3.8 Study workflow-Events
3.8.10 Visibility condition
3.9 Study workflow-Activities
3.9.11 Visibility condition
3.9.12 Viedoc Me reminder
3.10 Study workflow-Forms
3.11Viedoc Me reminder
3.12 Data checks

1 Introduction
You can download a report of the study design in an abbreviated or complete version.

= The abbreviated version is a short summary in PDF format.
= The complete version is a detailed Excel file.

To download one of the files, select Abbreviated or Complete on the study design overview page:



Configuration report
Complete

Abbreviated

2 Abbreviated PDF report

The configuration report in PDF format contains a summary of the following settings within the study design:

= Design details
= Languages

= Forms

= Study workflow
« Roles

= Study settings
= Edit checks

. Design Configuration Report

Save as PDF

Demo study 2017 [4.0]
A Open. Last edited : 2018-10-1912:37 Not validated
This report contains information about the design project and version as stated

above. It summarizes the most important settings in the design. For full details,
please check the design version in Viedoc Designer.

Table of contents

Details ................... .1
Languages ....... e 2 Roles ... .. ... .. ... .....

Study workflow ....... ... ..

Forms in use

.3 Study settings . _.............

Viedoc -+

DESIGN CONFIGURATION REPORT
PRINTED: 2018-10-10 12:37

VIEDOC 4.46.6850.25787

For Japanese PMS studies, the Abbreviated Configuration report also shows whether the Partial Submit Setup is enabled,

and lists the existing partial submit definitions:



Partial Submit Setup

Partial Submit Setup: Enabled

# FormName Condition

1 [AE] Adverse Event  (RegistrationEvent.Patientinfo.Gender != null) &
(RegistrationEvent.Patientinfo.Name != null)

2 [PE] Physical PEperformed ==
Examination

3 [CQ] Check RegistrationEvent.SEVENT.BookletStatus == ‘Received’
Questions

4 [CQ2] Check RegistrationEvent.SEVENT.BookletStatus == ‘Received’
Questions 2

3 Complete Excel report

The configuration report in Excel format is a detailed report of the study design. Each sheet corresponds to the settings
made in Designer, as shown in the following table:

Sheet Corresponding section in Designer

Design info

Design settings Design setings

Global-Designer settings DA
Global-Medical coding

Global-Data mappings

x| x|
U U

Global-Reference data scopes

Global-Reports configuration



Sheet

Settings-Selection view
Settings-Subject |d Generation
Settings-SDV
Settings-Miscellaneous
Settings-Alerts
Settings-Subject Status
Settings-RTSM

Settings-eLearning

Settings-Partial Submit Setup (Japanese PMS

studies only)

Roles

Forms

Items and Groups

Study workflow-Events
Study workflow-Activities
Study workflow-Forms

Viedoc Me reminder

Functions and Conditions

Data checks

Corresponding section in Designer

Study Settings
[=] Selection View Settings () Times In use
[] Subject Id Generation Settings
[Z] SDV Settings
7] Miscellaneous
[F] Alerts @) Times Inuse

B subject Status
[£] RTSM Settings [T
[E7] Partial Submit Setup () Times In use

Roles

e
- e | e @ @ e
= e fe o ¢ o
= ) ) ] ) )
P4 2 [ [] ] ]

Standard elements

B Singleline text 12 Number

+ Date + Dateand Time
+ Time 9 Paragraph text
Checkboxes. © Radio buttons.
2 Dropdown = VAS Scale

-+ Section break + Group

+ Static text © File upload
3% Range

Study workflow

D D D D

0 | SCR: Add subject

Sntoniagudne (@) Send (e8] o
home <m0 ©
[-Y P —

General | Visibility  Validation | f Output Pfsey “*

) Function

®) Default Value

Default Value or JavaScript expression (?)
function getValue(){




Sheet Corresponding section in Designer

Code IiStS General Visibilty Validation f Output (9

Field label

Gender

Label position
Left

Measurement Unit

0 O

The report is self-explanatory but in the following sections you can find useful tips on how to navigate and understand

some content of the file:

= Global-Data mappings
« Settings-SDV
» Settings-Alerts
= Alert trackers

= Settings-RTSM

= Settings-Partial Submit Setup
(for Japanese PMS studies only)

« Forms

= Copyon advanced condition
« Forms included in Viedoc Me events

= ltems and Groups
« Data checks
« Show on advanced condition
« Hidden in activity
= f-Type
= SDV
= Alert trackers

« Study workflow-Events
« Visibility condition

« Study workflow-Activities
= Visibility condition
=« Viedoc Me reminder

» Study workflow-Forms
=« Viedoc Me reminder
« Data checks

3.1 Global-Data mappings

In Designer, if data mappings are defined:

Data mappings

: | Central Laboratory

..they show up in the Global-Data mappings sheet:



. Datamappingg |
Data pping Name T
Central Laboratory

» ... | Global-Data mappings | Global-Reference data scopes | Settings-Selection View ‘

Note! Only the names of the data mappings are listed. For details about a data mapping, refer to the Define-XML file.
3.2 Settings-SDV

In Designer, if Include single forms and items is selected in the SDV Settings:
SDV Settings

Specify the content (forms and items) to be SDVd in the study.

Require Source Data Verification (SDV) for following forms and items
None
All forms and items

® Include single forms and items

...it is marked (X) in the SDV Settings sheet:

Items
None

Settings
All forms and items

Include single forms and items

See the Items and Groups sheet for detailed SDV settings.

..and items with SDV settings are marked (X) in the ltems and Groups sheet in the SDV column

3.3 Settings-Alerts

In Designer, if alerts are set in Study Settings:

Alerts

[=] Diary: Subject adverse reaction

E Diary: Subject non-study medication

..they show up in the Settings-Alert sheet:



Definition Action type

Internal description of alert Trigger type Condition Context form Action type
Diary: Subject ad

ary: subject adverse Form data S$THIS.AES.AESLIST I=null  |[Any event] [Any activity] [] |[TRUE

reaction

Diary: Subject ad

\ary: subject adverse Form data STHIS.AES.AESLIST I=null  |[Any event] [Any activity] [] |FALSE

reaction

Diary: Subject ad

rary: Subject adverse Form data STHIS.AES.AESLIST I=null  |[Any event] [Any activity] [] |TRACKER

reaction

Diary: Subject ad

\ary: subject adverse Form data STHIS.AES.AESLIST I=null  |[Any event] [Any activity] [| |REPEATING

reaction

Diary: Subject non-stud

1ary: SUbJEct nONSIEY o data $THIS.CMS.CMSLIST I= null  |[Any event] [Any activity] [] |[TRUE

medication

331 Alert trackers

In Designer, if alert trackers are set:

True actions False actions Tracker actions

Track changes to the selected forms and items €
All forms and items

@ Single forms and items

12-Lead ECG Medical / Surgical History
Adverse Event Physical Examination
Assessments Prior and Concomitant Medications
Body measurements Randomization

Check Questions /' Report adverse reaction
Daily pain report Report medication
Demographics Safety Laboratory Parameters
Eligibility Serious Adverse Event
Exercise Diary Study status

Home administration Visit status

Laboratory results Vital Signs

..they show up in the Items and Groups sheet:

Alert trackers

34 Settings-RTSM

In Designer, if RTSM settings are set:



RTSM Settings

Name

Randomization and Allocation

Description

Allocation

Button label '® Randomize

Event

Visit 1

Activity

ACT1/ Randomization

Form

RA / Randomization

Factors

Enroll Allocate Custom

Will not be

..they show up in the Settings-RTSM sheet:

editable after randomization

| RTSM
Name Randomization and Allocation
Description
Button label Randomize
Event ID Vi
Event name Visit 1
Activity ID ACT1
Activity name Randomization
Form ID RA
Form name Randomization
Input RA1
Output
Blinded Output RA3
Alloc button label Allocate

..with advanced allocation settings showing up below the RTSM settings, column-wise:

[ RTSM
Name Randomization and Allocation
Description
Button label Randomize
Event ID Vi
Event name Visit 1
Activity ID ACT1
Activity name Randomization
Form ID RA
Form name Randomization
Input RA1
Output
Blinded Output RA3
Alloc button label Allocate

Advanced allocation

# initial allocation Second allocation
Allocation name initial allocation Second allocation
Replace X X
Undo X X
Event ID V2 V3
Event name Visit 2 Visit 3
Activity ID ACT2 ACT3
Activity name Drug alllocation
Form ID AL AL

Enrm namea

« )

Settings-Miscellaneous

Allacatinn

Settings-Alerts

3.5 Settings Partial Submit Setup

In Designer, for Japanese PMS studies only, in the Complete Configuration report, the Partial Submit Setup:

Allncatinn

Settings-Subject Status

Settings-RTSM



Study Settings

[="] Selection View Settings (B Times In use # Edit
[==] Subject Id Generation Settings & Edit
[==] SDV Settings [ETH # Edit
[E=] Miscellaneous # Edit
[==] Alerts ) Times Inuse # Edit
[ Subject Status [ETEY # Edit
[==] RTSM Settings # Edit
[==] Partial Submit Setup (E)) Times Inuse # Edit

shows up in the Settings-Partial Submit Setup sheet:
The Settings-Partial Submit Setup sheet contains the following information:

= Partial Submit Setup - Enabled/Not enabled

= Alist of the existing partial submit definitions; for each definition the following information is available:
« [Form ID] Form name
= Condition

= Clinic notification message
= Sponsor notification message
= Selected as Adverse Event

Partial Submit Setup [Enabled |
[Form ID] Form name Condition ification Message - Clinic ification Message - Sponsor Selected as Adverse Event
(RegistrationEvent.Patientinfo.Gender != null) &&
[AE] Adverse Event (RegistrationEvent. PatientInfo.Name != null) The booklet has one or more forms to be reported The booklet has one or more forms to be reported |Yes

. P PEperf d==1
[PE] Physical Examination performe! The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No

RegistrationEvent. SEVENT.BookletStatus ==
[cQ] Check Questions ‘Received’ The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No

RegistrationEvent. SEVENT.BookletStatus ==
'Received"

[€Q2] Check Questions 2 The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No

36 Forms

361  Copy on advanced condition

In Designer, if a copy on advanced condition is defined, it is marked (X) in the Copy on advanced condition column:

Copy on advanced condition

..and the definition of the copy condition shows up in the Function and Conditions sheet in the Type column as
AdvancedCopyCondition:

[DIARY [oMIN  [AdvancedCopyCondition




362 Formsincluded in Viedoc Me events

Forms that are included in subject-initated events are marked (X) in the Viedoc Me column. If a Viedoc Me form is
translated, the languages and their cultures show up in the Additional languages column.

ViedocMe
Id Name ViedocMe Additional languages
AL Allocation
PI Patient information
RA Randomization
State State X Spanish (Spain), Spanish (United States)

3.7 ltems and Groups

The Items and Groups sheet shows all the properties that are set for the design items, thus, only some of the properties
apply to an individual item.

Item group ID and Item group name identify the item groups. They also specify what item group the individual items are
located in. In the below example, an item group named "Inclusion criteria" is specified. The next row specifies an item
named "IEIC" that is located inside the item group:

Type and container
[
) =] E °
@
) § g g 3 e 3
E 2 = e 5 £ =
£ £ z & 8 § 2
o [ = @
i = T = = = a
i = £
- £
IE Eligibility Item group IG_ 10221 1 Inclusion criteria
IE Eligibility Item IG__10221_1 Inclusion criteria |IEIC integer
13 Eligibility Item IG__10221 1 Inclusion criteria |[SHOWIC text
IE Eligibility Item IG__10221_1 Inclusion criteria |IEICCRIT text

» ... Itemsand Groups | Study workflow-Events | Study workflow-Activities | Study workflow-Forms | .. (& : «[

371  Data checks

The Data checks column shows if data checks (edit checks) are implemented:

RC_MHSTDT_0_O|
1

..and the definition of the data check in JavaScript shows up in the Data checks sheet:

edical / Surgical nd Date/Time of ghouldbe today
RC_MHSPDT 0.0 1 MHSPDT N MHSPDT <=now() |or in the past. Please  |Yes
History Medical History Event .




372  Show on advanced condition

In Designer, if an advanced visibility condition is defined:

| AE12 Settings (%
' .

abe - |

| Show v to
| (@) All roles

() Selecied roles

Show v

) always

( :) on simple condition evaluates true

i) on advanced condition evaluates true

LESER==1
) Z

Enable edit for
(@) All roles
| (D) Selected roles

) Duplicate field @@ Delete field

...it is marked (X) in the Show on advanced condition column:

e AElZ

..and the definition of the advanced visibility condition shows up in the Functions and Conditions sheet in the Type column
as FieldAdvancedVisibilityCondition:

AE [aE FieldAdvancedVisibilityCondition

373 Hidden in activity

In Designer, if an item is hidden in an event/activity:



V1: Visit 1

Check Questions Save & Preview

« Customize item visibility

Select All Deselect All

+ CQMH v  Cas
+ CQCM v caQi
« COQAE < CQ8

CQHA ca9

Allow form to repeat

..the event/activity in which the item is hidden shows up in the Hidden in activity column:

H
ome CQHA AI roles |V1,V4
assessment

..and the hidden items show up in the Study workflow-Forms sheet in the Hidden items column:

visien v | Jea b [customized ____[cQHACQO

374 f-Type

In Designer, if a function or a default value is set to initiate an item:

ECYN Settings 3
General Visibility Validation _f Qutput
() Function

(@) Default Value

Default Value or JavaScript expression (7)
function getvalue(){

return 1;

() Duplicate field @) Delete field

...it shows up in the f-Type column:



...and the definition of the default value or function shows up in the Functions and Conditions sheet:

ECYN Default value return 1, |

375 SDV

The SDV column shows if the item is set to be SDV:d, see Settings-SDV.

376  Alert trackers

The Alert trackers column shows the name of the trackers that specify tracking on the item, see Alert trackers.

3.8 Study workflow-Events

381  Visibility condition

In Designer, if a visibility condition is defined:

# Scheduled Events > Subject Diary \ e |

Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling Reminders
Visibility condition

__ Example:
V2.CQ.CQHA== * EVENTID.FORMID.ITEMID==1

..itis marked (X) in the Visibility condition column:



- . ----
Events

..and the definition of the visibility condition shows up in the Functions and Conditions sheet in the Type column as
EventAdvancedVisibilityCondition:

vsta | | | |EventAdvancedViibilityCondition

3.9 Study workflow-Activities

The Study event ID and Event name columns show what event the activity belongs to:

Study event ID Event name
SCR Add subject
V1 Visit 1
Vi Visit 1
V1 Visit 1
V2 Visit 2
V2 Visit 2
HA Home adm.
\E] Visit 3
V3 Visit 3
\E] Visit 3
UNS Unscheduled
UNS Unscheduled

Unscheduled
Unscheduled

391  Visibility condition

In Designer, if a visibility condition is defined:

# Visit1>VL_|

Activity settings

Here you can specify the settings linked to this activity
General

Activity ID

V1_LB 4 Set a unique Activity ID.

Activity name

4 Optional name of the activty. like "2 hours-post dose”

Activity Description

4 Optional text to describe the activity in detail.

Visibility condition

mple
EVENTID. FORMID. ITEMID==1

STHIS.LB.LBHAEYN == 1 ( Exampl

..it is marked (X) in the Visibility condition column:



Vi lvisitl V1B I I N

..and the definition of the visibility condition shows up in the Functions and Conditions sheet in the Type column as

ActivityAdvancedVisibilityCondition:

M vsti s [ [ActivityAdvancedVishiliyCondition

392 Viedoc Me reminder

The Viedoc Me reminder column shows if the activity defines a Viedoc Me reminder. The reminder settings show up under
the Viedoc Me reminder sheet, see Viedoc Me reminder.

310 Study workflow-Forms

The Event ID, Event name, Activity ID, and Activity name columns show which event and activity the form belongs to:

Event ID Event name Activity ID Activity name
SCR Add subject SCR Add subject
SCR Add subject SCR Add subject
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1 LB
V1 Visit 1 vl 2
V1 Visit 1 V12
V2 Visit 2 V2_ENR Enrolment
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2

311 Viedoc Me reminder

In Designer, if Viedoc Me reminders are set:




# Home adm.>HA: Close

Activity settings

Here you can specify the settings linked to this activity
General | Timing | ViedocMe reminder

Send reminder for a subject if the activity has not been completed @ Delete reminder
Reminder message

Don't forget to fill out the questionnaire!
4

® Send on target date Send day(s) = Before ¥ targetdate

Attime: v  06:00 o

© Add another reminder

..they show up in the Viedoc Me reminder sheet:

ViedocMe reminder
Event ID | Event name | Activity ID [ Activityname | Ontargetdate | Send x days | Before | After | At time | Remir
HA Home adm. ‘HA ‘ ‘x ‘ 06:00 Pon'tfo
the que
The "At time" setting defines the time at the site where the subject is located. |
» .| Studyworkflow-Activities | Studyworkflow-Forms | ViedocMe reminder | Functions and Conditior ... @&  [«] | >

The Event ID, Event name, Activity ID, and Activity name columns define what event and activity the reminder belongs to.

3.12 Data checks

The OID, Form ID, Form name, Field ID, and Field Output Label columns define the location of the data check.

oID Form ID. Form name Field ID Field Output Label

RC_ECDT_0_0_1 EC 12-Lead ECG ECDT Date

RC_ECCD_0_0_1 EC 12-Lead ECG ECCD Clinical judgement

Medical / Surgical b End Date/Time of

RC_MHSPDT_0.0_2  |MH
| 0.0 History Medical History Event

Date/Time of

RC_PEDT_0_0_1 PE Physical Examination [PEDT N
Examination

RC_PEHECS_0_0_1 Physical Examination  [PEHECS HEENT - CS

Disclaimer: The overall structure of this report with regards to names and the order of columns can change to reflect
future extensions of Viedoc Designer.
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Validating a study design

\/alidating a study design

Published by Viedoc System 2025-01-14

1. Design validation

1 Design validation

On the Overview of study design page, is a Validate icon. Selecting Validate results in the system validating the design to
find inconsistencies, errors in the study design, such as duplicate ID:s, edit checks that don't compute due to incorrect ID:s
or syntax, etc. A subset of the validation will also be run when saving individual pages, for example, when saving a form,
the study workflow or the RTSM settings.

g Not published| vaipate

Last edited 2018-10-19 07:47 by Demo User

Any issues found with the study design during the validation process are displayed as either an error or as a warning.

If a warning is triggered during the validation process, a warning message is displayed at the top of the Overview of study
design page:

Note! You can still publish the study design if a warning message is displayed. However, we still recommend that the issues
are resolved before assigning or applying the study design to a site.

If you do publish a design with warnings, we strongly recommend you to review the warning to fully understand it, as well
as the consequences of publishing for your study.

If an error is found during the validation process, a message is displayed a warning message is displayed at the top of the
Overview of study design page:

Found 2 error{s) that must be fixed before you can publish this design version!

Note! If an error message is displayed, You can not publish the study design, and the Publish button is disabled.

Warning and errors are also highlighted under the Validate icon, with the numbers of errors found, and each of the areas
affected by the respective error(s) are also highlighted with the same message, with the numbers of errors found.

Errors and warnings can be displayed simultaneously:



viedoc

Found 2 error(s) that must be fixed before you can publish this design version!

D Design validation

Not published vaupate i i
i Configuraion repert. —
Validated 2024-12-06 14:39 by reviate omplete

© Found 2 error(s). £ Found 6 warning(s).

Internal Description Forms 4 Found 3 warning(s).
Design 2022 Forms (@) Times in use
Study Name

Study workflow £ Found 1 warning(s).

Viedoc Demo Study
@ Scheduled @) Unscheduled @ Common

Version Revised version
8 0 Roles
Study Description B sciive rotes

Arandomized, blinded, multi center study investigating the i
safety. tolerability and efficacy of Medication X Study Settings @ Found 2 error(s).
Found 2 warning(s).

Protacol Name:

NA -

Outputs and Validation
Protocel Version B Editchecks Formats OID's and Labels
NA

The type, design publishing status, (the CanPublish="true" tag indicates the design can still be published), and the reason
for an error or a warning are also reflected in the exported study design Operational Data Model (ODM) file:

<v4:DesignSettings Lastv: 2024-12-06T14:39:20.7822">

ourceDataVerificationSettings Scop cted" />
ErrorType="FormDef" SourceOID="SS" ItemOID='SSSTAT" RangeCheckInd:

"FormDef" SourceOID="VSTA! "VSTAT21" Ran.

vd:}: oL t )( vd Brror)
sty Erfor

T1 ty>!_</v4 Error:

o : : - . Way.<v4:Err
"true">Item RANDID do.a not exist in tcm RAND<V4 :E:: rorsevexx:y>lhzn1nq</v4 Errorseverxty></v4 Error>
true">Item RANDID does not exist in forrm RAND<v4:ErnrSeverit ing</v4:ErrorSeverity></va:Error>

rue">Ttem RANDID does not exist in form RAND<v4:Errorsererity g</v4:Errorseverity></vd:EXror>

"SubjectStatus” Sou
ubj Sou;
e="ActivityDef" Sourc

OrTyP
</v4:Designsettings>

If no errors are found during the validation, the Validated mark is displayed:

PR

Not published v validated
M Validated 2018-10-19 07:47 by Demo User


https://help.viedoc.net/l/a559c4/en/#ODM
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Publishing a study design

Published by Viedoc System 2018-11-13

1. Publishing a study design
2. Unpublishing a study design

1 Publishing a study design

A design is not available for the Study Manager until it has been published. Whenever you are ready with the design, click
Publish. This will first validate the design and if no errors are detected, the version will be locked for editing and published,
becoming available in Viedoc Admin. All the study design settings are however available in view mode:



--*R Not published vaipate
/= Last edited 2018-10-19 13:51 by Demo User B Configuration report "“P"bmh design
Internal Description E Forms V& Edit
Demo study 2017 : 2 rorms LD Timesinuse
Study Name E stud kil
o tudy workflow £ Edit
A Demo 2018 . A
H B Scheduled n Unscheduled Common
Version Revisedjversion
5 0 Roles & Edit

B Active roles

Study Description

An open-label, multi center, d:cse escalation study investigating

the safety, tolerability and . Study Settings ¥ Edit

Protocol Name

Final OQutputs and Validation 3 Edit

m Edit checks m Formats @ OID's and Labels

Protocol Version

1

Y& Design Settings

Duplicate design

] Published vaupate

- @ Published 2018-10-19 13:52 by Demo User i Configuration feport
A 4

Internal Description Forms o View

Demo study 2017 3 rorms D Timesin use
Study Name stud kil

tudy workflow View
A Demo 2018
B Scheduled n Unscheduled Common

Version Revised version

5 0 Roles View

Study Description B Active roles

An open-label, multi center, dose escalation study investigating

the safety, tolerability and ... Study Settings View

Protocol Name

Outputs and Validation View

Final

m Edit checks m Formats @ OID's and Labels

Protocol Version

1

@ Design Settings Duplicate design

2 Unpublishing a study design

A published study design can be unpublished and unlocked, only if this has not been assigned to any site(s) yet in Viedoc
Admin.

To unpublish:



Go to Design Settings and click Unpubilish:

Design Settings

Export Design

a Locked 2018-10-19 12:37 UTC. U blish
Design cannot be changed after published npublisi @

You will be directed to the study design page where all the settings are in the view mode. The study design is
not published, but still locked:

Not published vaupare
@ Locked 2018-10-19 14:11 by Demo User B Configuration report ‘ Peifn i

é
s

Internal Description Forms & View

Demo study 2017 Forms Times in use
Study Name

Study workflow
A Demo 2018
Scheduled Unscheduled Common

Version Revised version

5 0 Roles
Study Description Active roles

An open-label, multi center, dose escalation study investigating
the safety, tolerability and .. Study Set'cings

Protocol Name

] 8
] s s

Final Outputs and Validation @ View

Edit checks Formats OID's and Labels
Protocol Version

1

4@ Design Settings Duplicate design

To make the study design editable again, go back to Design Settings and click Unlock:

Design Settings
Details Export Design

a Locked 2018-10-19 12:37 UTC. Unlock
Click 'Unlock’ to make this design editable. nloc
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1. Design Settings - Introduction

2. Locking/Unlocking the study design
3. Deleting the study design

4. Exporting the study design

1 Design Settings - Introduction

From the study design overview page, you can access the Design Settings, by clicking the Design Settings icon in the
bottom-right side of the page:



¥~ Design Settings

The Design Settings page allows you to:

1.Lock/Unlock/Unpublish the study design.

2. Edit the study design details. These are set up when initiating the study. See Initiating a design.

3. Set up the default language and additional languages for subject-initiated events (see Managing translations for
subject-initiated events).

4. Delete the study design.

5. Export the study design.



https://help.viedoc.net/c/e311e6/098b08/en/
https://help.viedoc.net/c/e311e6/a06618/en/
https://help.viedoc.net/c/e311e6/a06618/en/

Design Settings

Details Export Design é
E Not locked Tk
Click ‘Lock to prevent editing oc

Internal Description Study Name

My Test Study Design 1 Test study

Study Description

This is a test study

Protocol Name Protocol Version
Protocol Name Protocol Version
Languages
Default Additional
English h Select one or more additional languages

Delete this design

2 Locking/Unlocking the study design

If you want to make sure that no unintentional changes are performed to a design, for example during a pause in the
design development or because the design will be used as a a template design, you can lock it from editing by clicking
Lock.

To unlock the study design, click Unlock.
A design cannot be unlocked/unpublished after it has been assigned in Viedoc Admin.

It is possible to manually lock a design only before it is published. After a design has been published, it is automatically
locked. See also Publishing a design.

3 Deleting the study design

A study design version can be deleted as long as it has not been published, by clicking Delete. If the design version has
been published, the study design is automatically locked.

4  Exporting the study design


https://help.viedoc.net/c/e311e6/19dacc/en/

Design Settings
Details

Include Viedoc extensions?
v
Include SDM extensions?

v
Export

The export function is used to export a study design to a Clinical Data Interchange Standards Consortium (CDISC)
Operational Data Model (ODM) file, with or without CDISC SDM and Viedoc extensions. The CDISC ODM file can be used
for import in another project or another instance of Viedoc, for example a training instance. As the file is CDISC compliant,
it can also be used in other systems equally compliant with CDISC standards.

CDISC SDM contains study workflow information. Viedoc extensions are Viedoc specific settings that cannot be described
as part of the CDISC standards. If Viedoc is the target system, both check-boxes should be checked.


https://help.viedoc.net/l/a559c4/en/#CDISC
https://help.viedoc.net/l/a559c4/en/#ODM
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Migrating a study design from training to production

Published by Viedoc System 2023-06-21

1. Introduction
11 Training server
1.2 Production server
1.21 Training(Demo) vs Production mode
2. Step by step guide - migrating a study from training to production

1 Introduction

This lesson provides an overview of the test and production servers and describes the main steps to be performed when
building a study on the training server and then migrating it to the production server.

Training server Production server
https:/fv4training.viedoc.net https fiv4 viedoc net
4 4

from training and
import it to production

(DEMO

DEMO MODE (&)

Please note that there are different database instances the data is saved on depending on the server (i.e. training server
and production server), as well as depending on the operation mode (i.e. Demo (Training) mode and Production mode).

11 Training server

As a Viedoc client, you will be provided first with access to the so-called training server (v4training.viedoc.net). The
purpose of the test/build server is to allow you to evaluate and use Viedoc without the need of a contract for a specific
study. No license (Reference ID) is required for this server. Here you can build a study and perform all kinds of tests, with all
the sites running in demo mode.

Notel It is not guaranteed that studies running on the test/development server are completely and continuously backed-
up. This server should therefore never be used for any production studies.




1.2 Production server

Any study that is supposed to be taken in production is normally initiated on the training server and later moved to the
production server (v4.viedoc.net) once it is “ready” to be shared with the Sponsor or other external party.

Studies and/or study designs can be easily transferred from one server to the other via the Clinical Data Interchange
Standards Consortium (CDISC) Operational Data Model (ODM) export and import feature in Viedoc Designer. For detailed

For a study on the production server it is possible to configure the sites to operate in one of the following:

. only
= production mode only
= both and production modes (not recommended, see section Training(Demo) vs Production

mode below).

The demo mode of a production study should not be confused with a study on the test/build server. When a
study has sites of both production and training types added, a switch will be available in Viedoc Clinic, making it
possible to choose in which mode the data will be entered to, that is, demo or production.

1.21 vs Production mode

When the study is completely set up in the production environment, there are two different modes that a site can be set to
operate on, as described below. This is configured in Viedoc Admin under Site Settings (see image below and detailed
instructions in Managing study sites lesson). There are two different database instances that the data will be saved on for
each of the modes, that is, when operating on demo mode the data will be saved only on the demo database instance and
when operating on production mode, the data will be saved only on the production database instance.

. mode only - does not require a license, and the data will be saved on the demo/training
instance only. This is to be used for the test sites only.

Study site type

Production " | Training

As data entered when operating in this mode is saved on a separate database instance, this
should never be used for entering any real data, but for testing purposes only.

= Production mode only - this is used for the production sites, i.e. real sites where real data will be entered, not
for testing purposes.

Study site type

" | Production Training

Avalid license (Ref ID).is needed in order to be able to set a site to operate in production mode.

= Both and production modes - This is possible only if the Allow single sites to be in both modes
(production and training mode) option is selected in Viedoc Admin under Study Settings. A switch will be
available in Viedoc Clinic, making it possible to choose in which mode the data will be entered to, i.e. demo or
production.

This is not recommended, because setting the same site to operate in both Production and
Training mode:

= might cause real data to be saved on the demo database instance and demo/test data to be
saved on the production database instance if the Demo mode switch in Viedoc Clinic is not
used correctly.

= would make it difficult to remove the access of a user only to the demo or production mode. A
user having access to a site operating in both modes will always have access to the site in both
demo and production.


https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/c/331b7a/23e50b/en/

Given the above described functionality, it is recommended, on the production server, to have separate site(s) only in
Training (demo) mode, for testing/demo purposes (for example, for User Acceptance Testing (UAT)), and the production
sites to operate only in Production mode. This way, the user access can be easily managed and the risk of mixing real data
with test/demo data is eliminated.

2 Step by step guide - migrating a study from training to production

1 Build and test your study on the training server.

2 Export the study design, as described in Exporting/Locking/Deleting a study design.

The exported study design does not contain the Global design settings and Viedoc Me translations.
These will need to be performed again manually on the production environment after the design is imported.
See the next step for details.

3 On the production server:

1. Create a new study in Viedoc Admin. For complete instructions see Adding_a new study. Assign
the Study Manager and Designer roles to yourself or anyone from the team.
2. Import the study design exported at step 2. For instructions, see Importing_a new design version.
Regardless of the version of the exported design, when importing, it will get the next design
version at the "destination” (that is, if no other design version exists on production, then it will get
version 1.0, otherwise if, for example, the current version on production is 2.4, the imported design
will get version 3.0).
3. Manually re-configure the following in Viedoc Designer (that are not included in the ODM file):
« the Global design settings in a similar manner as on the test/build environment.
Publish settings.
= re-import the Viedoc Me translations, if applicable for the study. For complete
instructions see Managing_translations for subject-initiated events.

4. Validate and publish the design.

5. Manually re-configure the following in Viedoc Admin - as applicable for the study:
= Randomization and Trial Supply Management (RTSM) and allocation
= Medical coding
= Reference data
= Application Programming Interface (API) configuration

6. Save.

This process cannot be used for revising an existing design version on production, as importing the design
will always result in a totally new version.


https://help.viedoc.net/c/e311e6/4e7e68/en/
https://help.viedoc.net/c/331b7a/d5528f/en/
https://help.viedoc.net/c/e311e6/e342fc/en/
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/c/e311e6/a06618/en/
https://help.viedoc.net/l/a559c4/en/#RTSM
https://help.viedoc.net/l/a559c4/en/#API
https://help.viedoc.net/c/331b7a/be9806/en/

<

Viedoc study configuration management

Viedoc study configuration management

Published by Viedoc System 2024-12-03

1. Introduction
2. Configuration overview
2.1 Study design version numbers
2.2 Assignment of study design to site(s)
2.3 Version "burn-in"
2.4 Event dates
2.5 Multiple versions over time
2.51 Event created before starting_point of any version
2.5.2 New version with same timing_as current version
2.5.3 Event date changed after it was initiated
2.6 Settings read from the study design version burnt-into the event
2.7 Settings read from current effective design
2.8 Revisions of study design version
2.9 Applying a revised study design version to a site
2.9.4 Changes in a revision that do not affect data integrity.
2.9.5 Changes in a revision that affect data integrity
2.9.51 Site confirmation of version upgrade to revised version
3. Configuration workflow
3.10 New study - first study design version
3.11 Subsequent versions
3.12 Revision of existing version
4. Configuration management
413 In Viedoc Designer
414 In Viedoc Admin

1 Introduction

The configuration of a study in Viedoc consists of two types of settings:

= Non version-controlled settings - settings that are configured by the Study Manager in the Viedoc Admin
application and that are effective immediately. These settings are common to the study at any given point in
time.
They are described in detail in the lesson General study settings.

= Version-controlled settings - settings that are configured by the Designer in Viedoc Designer, but not effective
until assigned to site(s) by the Study Manager in Viedoc Admin.

This lesson focuses on the configuration type that holds most of the study configuration, that is version-controlled
settings.

2 Configuration overview

21 Study design version numbers

Version-controlled settings are contained in a “design” and are identified by a version number. Study design version
numbers are unique within a study. If there exist five study design versions, all originating from the same design, and a
new design is created from scratch within the same study, it will have version 6.

Study design version numbers are accompanied with a revision number. For example, “1.0” means that this is version 1 and
that it has not been revised, since the revision part of the version is 0. Revisions are explained in Revision of study design
version.
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2.2 Assignment of study design to site(s)

Study designs are assigned on site level. Work on a site cannot start before a study design is assigned to that site, as there
is no study configuration associated with that site.

When the Designer has finished setting up a study design in Viedoc Designer, he/she has to publish the study design, so
that it becomes available to the Study Manager in Viedoc Admin.

The Study Manager then chooses to assign the study design to one or several study sites. This step is accompanied with
selecting an effective starting time for the study design on the selected study sites.

There can be more than one design version assigned to a site.

2.3 Version "burn-in"

Versions are burnt in at event level, based on the date of first data entry.

The applicable design version for an event is determined by comparing the event date to the effectiveness period of the
study design version(s) assigned to the site. When an instance of an event is started, the study design version is burnt into
it, indefinitely. All forms belonging to this event will then inherit that same study design version.

When the version has been burnt-in, the forms within the event always get their settings, structure and lay-out read from
that same study design version, even if the event date, or design effectiveness periods, have changed so that a different
study design version is available.

2.4 Eventdates

In Viedoc, there are four different types of events, and the study design version is burnt in as follows:

= Study start event - typically one simple form containing patient identification data. The study start event has no
manual event date entry. Thus, even if it only contains one form and this form contains something called a
“start date”, it will not be used as event date. The event date of this type of event is always the time of event
initialization, that is, when the event instance is entered for the first time.

« Scheduled events - visits scheduled according to the protocol. These require a date to be input when they are
started/initiated. For these events this is the event date, and the study design version will burn in when the
event is first started/initiated. If the event date is changed there will be no new burn-in. However, until the first
form of the event is entered, the event can be stopped/uninitiated and this is then treated as a reset of the
event and a new burn-in will occur when the event is again started/initiated.

= Unscheduled events - additional, on-demand visits. These require a date to be input when they are
started/initiated. For these events this is the event date, and the study design version will burn in when the
event is first started/initiated. If the date is changed there will be no new burn-in. However, until the first form of
the event is entered, the event can be stopped/uninitiated. This is then treated as a reset of the event and a
new burn-in will occur when the event is again started/initiated.

= Common events - events occurring separately or parallel to the workflow, for example concomitant
medication, adverse events, dose adjustments, daily compliance reporting. These have no manual date entry.
Thus, even if they only contain one form and this form contains something called a “start date”, it will not be
used as event date. The event date of these types of events are always the time of event initialization, that is,
when the event instance is entered for the first time.

= The above applies even for the events that are using the "automatic event date" functionality, that is, if the event
is configured to use an event date based either on the date of first data entry or on a date item.
= Events that are added using the automatic event date functionaility will burn-in the current effective design.

For more details on the automatic event date settings, see the Study workflow lesson.

2.5 Multiple versions over time

During the course of a study, multiple versions of the study design can be assigned to a site, with different periods of
effectiveness. For example, Site 01 could have Version 1 as the effective study design version during January 1st — January
15th and Version 2 as effective study design version after January 15th, whereas Site 02 has Version 2 as the only effective
study design version starting January 5th, as illustrated in the image:
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Important! The periods of effectiveness of a study design version are connected to the event timing_of the first data entry

and not to the current time at system usage.
For example, in the below image, if:

» Version 1is effective between January 15t - January 15'" for Site 01.



= Version 2 is effective starting with January 16t for Site 01.
= Event1isinitiated on January 2" for Subject 01-01 on Site O1.

..then:

= Form content of Event 1 for Subject 01-01 on Site 01 will always be according to Version 1 (because Event 1was
initiated within the validity period of Version 1), regardless of the time of data entry:

Subject 01-01

Site 01

e
| | 1 | |

" Initiate Visit 1 Time of Visit 1 data ent
\ Vo

Jan 1l Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb1l

251 Event created before starting point of any version

If an event is initiated with a date when no design version is in effect, the version effective at current time of system usage
will be used:

Site 01 | | | -
| I | | | |

( Initiate Visit 1 - ( Time of Visit 1 data ent )
\ .

\

Jan 1l Jan s Jan 10 Jan 15 Jan 20 Jan 25 Feb 1l

252  New version with same timing as current version

A new version can be assigned with the same timing as the currently assigned version and will then replace the currently
assigned version, except for already entered data (due to the version “burn-in”, as described in Version burn-in).

For example, if we have Version 1 assigned to Site 01 starting at Jan 1, and we have the following events:

= Event1-initiated and containing 3 forms:
« Form1and Form 2 filled in
= Form 3 empty

= Event2 - notinitiated
..and we assign Version 2 to Site 01 starting at Jan 1, and then:

= fillin Form 3 for Event 1 - this will have also Version 1, as this was burnt-in at the time when Event 1 was initiated.
« initiate Event 2 and fill in Form 1, this will have Version 2 (as well as all the other forms within Event 2)



= Event initiated
= Form 1 and Form
2 filled-in

> Form 3 empty

Event not initiated

Subject 01-01

1. Assign Version 2 Jan 1 Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb 1

to Site 01 starting
with Jan 1
2_Fill-in Form 3 for

Visit 1
3. Initiate Visit 2
and fill-in Form 1

"
- I
Site 01 -
I I I I I I I

Jan 1 Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb 1l

253  Event date changed after it was initiated

In case the event date is changed after it was initiated, to a date when another version is applicable, the version for that
event does not change, as it was burnt-in at the date when the event was initiated (see Version burn-in):



= Event initiated
=Form 1 and Form
2 filled-in

= Form 3 empty

Subject 01-01

Jan 1 Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb1l

1. Change event
date for Visit 1

2. Fill-in Form 3 for
Visit 1

. Subject 01-01

Site 01

Janl Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb 1

2.6 Settings read from the study design version burnt-into the event

The following settings are always read from the study design version that is burnt-into the event:

= Forms

= Study settings
= Source Data Verification (SDV) settings
= Randomizations

= Output and Validation
« Automatic data validation (“Edit checks”)
= Output formats
= Output ID:s and labels
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2.7 Settings read from current effective design

We call "current effective design" the study design version that is effective at the current time of system usage.

Settings that are not directly related to data collection structure, as well as settings that are common on the site level, are
read from the study design version that is effective at the time of system usage (that is, “time right now”). These settings
are:

= Study workflow
= Study start event
« Scheduled events
» Unscheduled events
« Common events

= Roles
= Study settings
= Layout of subject card and subject selection page
= Subject Id format
= Miscellaneous
« Alerts
= Subject status
= elearning



Study workflow

Scheduled Unscheduled Common _-" ) . .
o e e N [=] Selection View Settings [E Times In use

Roles % _."- [=] Subject Id Generation Settings

B Active roles

Study Settings

[=] Miscellaneous

E Alerts 9 Times In use
[=] Subject Status

E elearning e Times In use

This means that the study workflow for a subject can change as time passes and a new design version becomes effective
for the site the subject belongs to:

Study workflow for Subject 01-01 on Site

(1 is according to study design Version 1

Subject 01-01
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I | I | I I |
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Study workflow for Subject 01-01 on Site

(1 is according to study design Version 2
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| current time |
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2.8 Reuvisions of study design version
If there is a need to correct something in a study design version that is already assigned, and in particular if it has already

been used to enter data (as that version is then burnt in and cannot be replaced by assigning a new version with the same
time frame of validity), the study design version has to be revised.

The following settings can be revised as part of a revision of a study design version:



« Forms*

= Study workflow *

= Roles

= Output and Validation

The latest effective design for each site will be used to define the permissions that will apply to each role.
* The study design IDs (Event IDs, Activity IDs, Form IDs, Item group IDs and Item IDs), item dictionary (“choice”)
codes and any items involved in randomization cannot be changed. An exception is that if an item needs to be moved to
another item group, the ID can and must be changed as this will be treated as deleting an item and adding it again.

Once a study design version is revised, the revision part of the version number (initially 0) is incremented. For example, if
study design version 1.0 is revised, it will receive the version number 1.1. When a revision of a study design version is
published, it replaces its predecessor in terms of site assignment. For example, if a Study Manager wants to assign
version 1to a site, and this version now has a revision, version 1.1 will be available for assignment and not 1.0.

Additionally, only the latest revision of each study design version can be used as starting point for additional revision. For
example, if we want to revise study design version 1, that has already been revised to version 1.1, we can only select 1.1 as
starting point of the revision and not 1.0.

If forms that were previously part of an event in the workflow are now removed, already initiated forms are not touched.
From a study workflow point-of-view they are now orphan forms, but from a user point-of-view there is no real difference
to the appearance, as they stay as is on the event that they were previously part of.

2.9 Applying a revised study design version to a site

Application of a revised study design version is used to upgrade forms that are already burnt-in, with a predecessor of the
study design version in terms of revisions, to the latest revision of the study design. Applying a revision is different from
assigning study design versions, as assigning study design versions only affects forms belonging to events that have not
been initiated yet.

When a revised version of a study design version is applied to a site, that revision will (eventually, after necessary site
confirmations, see Changes in a revision that affect data integrity below) replace the version it is revising, including the
base version and all previous revisions made to the version (as illustrated in the example in the image below, where 1.2
replaces both 1.0 and 1.1). Thus, effective period is not changed.

Forms belonging to Forms belonging to . . )
events initiated within this events initiated within this Study workflow for Site 01 is Version 2.0
period are upgraded period are upgraded both before and after the revision is applied

| Version 1.0 > 1.2 |m Version 1.0 > 1.2 |-
]
Site 01 I |

Jan1 Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb 1

Apply revision (Version 1.2)

to both Site 01 and Site 02 Forms belonging to Study workflow for Site 02 was Version

events initiated within this 1.1 before the revision was applied and is
period are upgraded Version 1.2 after applying the revision

Version 1.1 ->1.2

Site 02 | -

current time
R ————

Janl Jan 5 Jan 10 Jan 15 Jan 20 Jan 25 Feb 1

There are two parallel tracks being followed when a revised study design is applied, depending on whether the data
integrity is affected by the changes in a revision or not, as described in the following subsections.

It is recommended that you use the design revision impact analysis before you apply any revision. For more
information, see Design revision impact analysis.

291 Changes in a revision that do not affect data integrity

A revision with changes that do not affect data integrity is applied without confirmation by the site staff. For all form
instances in which form data is not affected by the revision, the revision is processed immediately.

Changes within a revision that do not affect data integrity:
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=« Forms - updated settings on:
= Required/optional
= Data checks
» Min and max length
= Number of decimal digits and/or number of decimals for numeric data type
= Output IDs and labels

= Study workflow — actual workflow changes
If these are the only changes made, this will be the same as assigning the study design to the site, as
workflow is always read from the version effective at time of system usage as pointed out in Settings read from
current effective design.
= Addition/deletion of events
= Addition/deletion of activities/forms on existing event

= Roles
= Output and Validation

Any discrepancies no longer valid are closed and any new discrepancies will be flagged.

The forms that are locked (by Monitor, Data Manager, or any user who has data lock permission) will be upgraded, as no
data will be touched by these types of changes.

Form signature and review status will not be affected by these kind of updates.

292 Changes in arevision that affect data integrity

Applying a revision with changes that potentially do affect data integrity requires confirmation by the site staff. Before the
Study Manager can apply a revised study design, a mandatory information text has to be entered that will be used to
notify the site staff about the changes (see the complete workflow below in Workflow - Revision of an existing version).

Changes that potentially do affect data integrity:

= Forms - addition/deletion of items and changes to:
= Name of form
« ltem labels, including static text items
= Item and item group position and input field size
= Measurement units
= Dictionary (“choice”) labels
= Instruction texts
= Visibility conditions
Changes of the role visibility conditions do not require site approval.
= Function and default value expressions

= Study Workflow
= Visibility conditions affecting form contents
= Event date settings
Changes of the event date(s) as a result of changing the "automatic event date" settings do
not require site approval. For details on the automatic event date settings, see the Study workflow
lesson.

A flag will be put on the form instance indicating that there is an upgrade pending. Until the upgrade is confirmed by site
personnel (see Site confirmation of version upgrade), the form will remain in its original version.

2921  Site confirmation of version upgrade to revised version

When a revised study design is applied to a site, all forms pending an upgrade (where data integrity is potentially affected)
are marked by a red flag, and a notification for the site is displayed on the Messages pane on the study start page.

The notification is accompanied with a standard text informing the site about the upgrade action and confirmation
prompt that has to be electronically signed. This action can be performed by anyone at the site with data edit permission.
See also the lesson in Viedoc Clinic User Guide - Approving eCRF changes.

When signed, all forms pending upgrade (listed in Changes in a revision that affect data integrity) will be upgraded to the
revised version of the study design. This is a background activity that can take some time if there are considerable
amounts of forms to be upgraded.

For the subjects that are being edited by clinic users during the upgrade process, the upgrade will stay pending until the
respective subjects are released.

Optionally, forms can be upgraded manually, one-by-one, by the site. This is performed by navigating to the forms
affected, opening them for editing and re-saving them. When the form is opened for editing, it will be shown using the new
upgraded design with all data filled in.

A recommendation to the site could be to manually upgrade a few forms to fully understand the potential impact of the
upgrade and then upgrade the rest using the batch approval feature.
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Important! The upgrade is not performed for:

= locked forms (locked by Monitor, Data Manager, or any user who has data lock permission).
= forms for which the approving user does not have view/edit permission.

If performing batch approval and forms affected by the upgrade are skipped, as a result of one of the above
mentioned scenarios, a new message will be displayed on the Message page. The changes can then be approved
after a user with permission unlocks the locked forms.

Forms upgraded to a new design revision lose any existing signature and review flags (clinical review, data review). The
SDV flag is lost on item level.

If a particular item, that did not require SDV, is affected by the upgrade (that is, edited in the design, see Changesin a
revision that affect data integrity), the form-level SDV flag will be kept. That means an upgrade of a form can lead to losing
existing signature and review flags (clinical review, data review), but keeping the SDV flag.

If a particular item, that was previously source data verified, is affected by the upgrade (that is, edited in the design, see
Changes in a revision that affect data integrity), it is no longer flagged as having been source-data verified. The form-level
SDV flag is lost if any item in the form lost its SDV flag. The form-level SDV flag is also lost if an item is removed from a
form as part of the upgrade.

3 Configuration workflow

31 New study - first study design version

The following steps have to be performed in Viedoc when creating and configuring the study for the first time:

1. In Viedoc Admin, the Organization Manager creates the new study and appoints a Study Manager.

2.1nViedoc Admin, the Study Manager sets the non version-controlled common settings and appoints a
Designer.

3.In Viedoc Designer, the Designer creates the first version of the version-controlled settings and makes it
available to the Study Manager by publishing the design to Viedoc Admin.

4.In Viedoc Admin, the Study Manager creates site(s) and assigns the first version to the site(s)

5. The site user can start entering data in Viedoc Clinic, using the assigned design.

Viedoc Designer Viedoc Admin Viedoc Clinic

Designer Organization Manager Study Manager Site user
: : with data edit permission

Enter data using the assigned
design
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3.2 Subsequent versions

The workflow for creating a new design version starting from an existing version of the study design, to implement a
protocol amendment and assign it to one or several sites, is the following:

1. In Viedoc Designer, the Designer makes a full copy of the existing version of the study design.

2.InViedoc Designer, the Designer makes the additional settings required by the protocol amendment and then

publishes the design, which then becomes available in Viedoc Admin.
3.In Viedoc Admin, the Study Manager assigns the new version to one or several sites that should have the
amendment. For instructions see Assigning_a study design.

Viedoc Designer Viedoc Admin Viedoc Clinic

Designer Study Manager Site user
: : with data edit permission

Enter data using the assigned
design

3.3 Revision of existing version

The workflow for revising an existing study design version and applying it to one particular site is as following:

1.1n Viedoc Designer, the Designer makes a revision of an existing version.

2.In Viedoc Designer, the Designer makes the additional settings and then publishes the design that becomes

available in Viedoc Admin.

3. In Viedoc Admin, the Design Impact Analyst performs the revision impact analysis. For more information, see

Design revision impact analysis.

4.1n Viedoc Admin, the Study Manager applies the revised version to one or several sites that should have the

revision. For instructions see Assigning_a study design.
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Viedoc Designer Viedoc Admin Viedoc Admin Viedoc Clinic

Design Impact
Analyst

Study Manager : Site user
with data edit permission

Designer

All forms not affected in a way
that can potentially tamper with
data integrity are automatically
upgraded

Approvefupgrade forms one by
one

or

Approve and upgrade all forms
at once

Important! If a new revision is applied before previous one(s) are approved by a site user, then the approval will upgrade
affected forms to the latest revision, regardless of which of the upgrades the site user approves. For information on site
approval see Approving eCRF changes in Viedoc Clinic User Guide.

Note! An upgrade message is displayed for the site under the Messages pane on the study start page, even for the
revisions with changes that do not affect data integrity, that is, when the forms are automatically upgraded.

4 Configuration management

If an iterative approach is used during development of a configuration, there will be many versions created as part of the
workflow: [ setup -- test -- correct -- test - setup -- test - correct -- test - ...]. It is still advisable to revise existing
versions (instead of creating new versions) whenever possible to keep the number of versions to a minimum, as this will
make the study design repository less cluttered and more easy to manage.

41 InViedoc Designer

In Viedoc Designer, the following actions related to the study design can be performed, as described in the respective
lessons:

= |nitiating_a study design - describes how to initiate a design, either by adding a new empty version or by
importing one.

« Validating_ a study design

» Publishing a study design - describes how to publish and unpublish a design.

= Duplicating.a design - describes how to either create a new version by copying an existing version, or revise an
existing version.

= Exporting/Locking/Deleting.a study design

4.2 InViedoc Admin

In Viedoc Admin, you can see the current effective design for each site, assign a study design version to one or several
sites, and apply a revised version of a study design to one or several sites. All these are described in detail in Assigning_a
study design.
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Duplicating a design - versions and revisions

Duplicating a design - versions and revisions

Published by Viedoc System 2020-02-27

1. Introduction
2. Create a new version or revise an existing.one?

1 Introduction
The settings within the study design are version controlled and identified by the version number. Study design version
numbers are unique within a study, for example if there are five study design versions, all originating from the same

design, and a new design is created from scratch within the same study, it will have version 6.

Study design version numbers are accompanied with a revision number, that is “1.0” means version 1 and that it has not
been revised as the revision part of the version is 0. In a similar way, "1.6" means revision 6 of version 1.

Study design versions and revisions are explained in detail in Viedoc study configuration management.

After a design version was published, changes to the study design can be performed by clicking Duplicate design in the
study design overview page.
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Duplicate design

'f" Demo study ‘ Close ‘

Duplicate design

Choose cne of the two options below when duplicating your design:

r Fully customizable version
E Fully customizable version - click this box to duplicate the design into a version with full flexibility in terms of

configuration. Recommended for most new versions as all settings and options can be changed. The version
can only be assigned on new data (data still not entered) compliant with the date of assignment.

er Revised version
E Revised version - click this box to duplicate the design into a revised version. A revised version can be applied

on data which has already been saved. Some limitations in configuration exist. Recommended to be used when
there is a need to upgrade already saved forms.

There are two different ways to perform changes on an existing version of the study design:

= Fully customizable version (1) - creates a new version, for example if the current version is 1.4, this will make a
copy of that and get version 2.0, as described in detail in Viedoc study configuration management.
= Revised version (2) - if the current version is 1.4, this will make a copy but instead create a revision with version
1.5. as described in detail in Viedoc study configuration management.
Notel If the Revised version option is not available in the Duplicate design pop-up, it can be one of two reasons:
= This revision has not yet been assigned or applied to any site. You should then continue working
with the existing revision. To do that, you first need to unpublish the design and then unlock it (see
Publishing_a study design). When this is done you can continue working with the revised version.
= Viedoc Designer has not yet registered that the revision has been assigned or applied. In this case,
refreshing the page should resolve the problem.

The current version and revision number of the study design are displayed on the study design overview page:


https://help.viedoc.net/c/e311e6/dbaf67/en/
https://help.viedoc.net/c/e311e6/dbaf67/en/
https://help.viedoc.net/c/e311e6/19dacc/en/

Version Revised version

3 0]

The version and revision number of the study design used to initiate the form instance is displayed in the form footer in
Viedoc Clinic:

Study design versien 2.1 = the first
revision of design version 2

2 Create a new version or revise an existing one?

In an ideal situation when the version of the study design that is assigned at study start is perfect, new versions should
only be used when there is an actual need to have different versions of the “study” over time or on different sites, that is
due to protocol amendments, or other legit differences like data collection restrictions in different countries.

The general rule is therefore:

= Revise an existing version if you need to make changes that are applicable to already entered data, for
example correct an error or complete an incomplete setup. Revisions are explained in detail in Viedoc study
configuration management.

= Create a new study design version if you need to create a new study design track with changes that are not
applicable to already existing data. Versions are explained in detail in Viedoc study configuration
management.

However, some changes are not allowed as part of a revision and requires creation of new versions more often than the
rule suggests. See Viedoc study configuration management lesson for a detailed list on which changes are allowed as a
part of a revision.



https://help.viedoc.net/c/e311e6/dbaf67/en/
https://help.viedoc.net/c/e311e6/dbaf67/en/
https://help.viedoc.net/c/e311e6/dbaf67/en/
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Handling eCRF updates after going live
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1. When to do a new version versus a revision
2. Best practices for handling eCRF updates
2.1 General
2.2 ltems and IDs
2.3 New versions
2.4 Revisions
3. Doing a revision

Please read the following lesson to understand the difference between a revision and a new version:
Viedoc study configuration management

1 When to do a new version versus a revision

The way of handling protocol amendments and updates/corrections to the eCRF depends on the situation each time. The
following table gives a general guideline on when to do a new version versus a revision:

In a new version, all changes to the study design are allowed. However, just because something can
be changed does not mean it is a good idea to do so. It is safest to stick to the original structure and
design as far as possible. For example, when making changes in the Study Workflow, be mindful of
how these changes will affect the dependencies of previous versions. In terms of scheduling and
visibility conditions, all events will behave as per the current effective design.
New version The final order of the events as seen in PDF records depends on the dates entered by the user
and not on what was programmed in the Study Workflow.

A new version is required when:

= Only future events are to be affected (to not break SDV or signature on previous forms).

« There are changes to randomization forms (using the built-in randomization feature).
These forms are locked and cannot be unlocked.

= Viedoc Me forms are locked upon receipt. These forms must be unlocked before a
revision can be applied. Therefore, it is best to change Viedoc Me forms in a new version.
Remember to also update translations if necessary.

In a revision, the types of changes that can be made to the design are limited:

b. Item types cannot be changed—a number cannot be converted to a string, and a radio button
cannot be converted to a checkbox. In general, these changes must be done in a new version. Ask
support for the best advice if the solution isn’'t obvious.

IE a. ltis not possible to add items with the same ID, and a deleted item cannot be brought back.

Revision
Arevision is required when:

= Forms have been saved with subject data and the forms require an update.


https://help.viedoc.net/c/e311e6/dbaf67/en/

Sometimes an update to the eCRF will require both a new version and one or more revisions.

JoRlG

Both

2 Best practices for handling eCRF updates

21 Generdl

= Click the Vdlidate button often. The design should not be published with errors.

= Use the Study Workflow to control visibility. The point-and-click visibility settings are much easier than writing
the equivalent JavaScript code.

= Preview the form in Study Workflow to see how it will look for a specific event/activity.

Preview

Customize item visibility [21/fL)

2.2 ItemsandIDs

= Consider hiding items instead of deleting them. If an item is deleted it can never be brought back in that same
version. Instead, change the item'’s visibility to Hide always. If the item needs to be brought back, then the
visibility can easily be changed back to Show always.

General Visibility Validation f Ouiputm

Show v to
®) All roles

) Selected roles

Hide v
®) always
) on simple condition evaluates true

) on advanced condition evaluates true

Enable edit for
) All roles

= If an ID needs to be changed, consider changing the output ID instead:

* SILLY_ID Settings [ &

' General Visibility = Validation f Outpul

Qutput Field ID
Itis recomm ended that ID is max & characters to be
CDISC ODM compliant.

_______________________ ’ VSTEMP

Qutput Field Label
Temperature degrees Celsius

€ Duplicate field © Delete field

For items with code lists—radio buttons, dropdown lists, and checkboxes—each code list option consists of two parts:

1. The label
2.The code

= For example:



ARMCD Settings X

A | Fediaber

AmB

Labetposition Fild ayout
Top v | Verical

Messurement tunit

Control Type.
o Rado
Dropaoun

Vietn i pels, &9.200)
Element * Label Input felg

= Adding an entirely new option in a new/revised design version is okay. However, when it comes to changing the
existing labels or codes, keep the following in mind:

= Labels - Editing an existing label while keeping the same code value will cause a data split in the export. This
will be indicated by ltemID_n where "n" is the number of versions there are of the code list. If there are different
labels for the same code value, this may cause errors in your design.

Code values - The codes of the existing options should not be changed. Codes should be unique. Thus, make
sure not to add a code list that existed previously or was later removed.

= Be mindful of items that will require updates. For example, a dropdown lists labelled Patient consented under
protocol version:—if such an item was placed on the starting form, then SDV and signatures would break every
time this item was updated.

2.3 New versions

= Try to keep the number of new versions to a minimum. For example, if there are 10 versions of the eCRF, and all
require a revision, then you'll need to perform 10 revisions (one per version).

= In Admin, when assigning a new version, the suggested practice is to always assign the version on the same
date as the last one. Check the audit trail of when the previous versions were assigned. For example, if version
1.0 was assigned on 2020 JAN 01, then version 2.0 should also be assigned on 2020 JAN 01. This ensures that
version 2.0 is used regardless of the event date. Please see the lesson Viedoc study configuration
management for examples and consequences of version management and dates.

Effective on (UTC)

2020-02-20 00:00

2020-02-20 00:00

2020-02-20 00:00

2020-02-20 00:00

2.4 Revisions

= Be aware that if a revision affects data integrity in any way—even grammar corrections or adding an option in
a dropdown menu—SDV, signatures, and review flags will break.

a Edit
A change to the structure of this form is pending your review and approval. Click edit to load the new structure and review the data previously
A cntered. Make any changes necessary and then save the form.
CBC LAB Results (Hematology) i | siow risTory @ (B

= During a revision, if form updates are approved in a batch but fail to apply to all forms, then the approval
message will appear again. The updates could have failed either due to forms being locked, or the user not
having view/edit permissions for the revised items.

= If aformis locked, then the updates applied in a revision will not take effect. The form must be unlocked by a
user with lock permissions.

= Ifanitem is removed in a revision—either by deletion or by changes to its visibility conditions—and data have
been stored for this item, the removal will show in the audit trail.

= In Admin, make sure that revisions aren’t accidentally assigned as versions! You do not enter a date of
assignment for a revision; it uses the previously set date. It is important to understand the difference between
“assigning a new version” and “applying a revision”.


https://help.viedoc.net/c/e311e6/dbaf67/en/
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Design settings

Here you can view all designs that are effective in sites and/or assign designs to sites.

Effective Design Assign Design Apply revisi Audit Trail

Apply revision Step 1/3

Select a design revision

v Workshop 16.1 (2020-10-08 11:10 UTC) ¥ | 4 Latestrevision is on the top!

7 Selected revision has 1 changed forms

Continue °

3 Doing a revision

Note! All steps below are performed on the production server. After going live, the training server should only be used to
test a proof of concept.

1 Do an Excel export of all forms that will be affected by the update. Select the Event dates and Review status
options.

In addition to data, also include the following in the export (will not be included in Preview data)

Queries
+ Review status Medical coding
| Event dates Edit status

Uploaded files

= The Review status option is to check for impact to signatures and SDV, as well as check if forms
are locked.
= The Event dates options is to check if events have been initialized under a design or not.

2 The effective design version can be found in the export for each form under the column Design version. Use
this information to see which versions will need to be revised.

Design version

DesignVersion

3 Go to Designer and download a complete configuration report for each version that needs revision.

. Configuration report
o Abbreviated Compt@te

Forms Times in use
Study workflow
Scheduled Unscheduled Common
Roles o Y
4 In each configuration report, check for items that will be affected (do a Ctrl+F search of the item’s ID). Check
for dependencies on visibility conditions, functions, and edit checks. For more information, see Configuration

report.

5 Make changes as appropriate in each version.


https://help.viedoc.net/l/dedf44/en/
https://help.viedoc.net/l/dedf44/en/

<

Selection View Settings

Selection View Settings

Published by Viedoc System 2024-06-26

The information to be displayed on the subject card is set on this page. The subject cards are displayed on the Selection
page in Viedoc Clinic.

There is room for 2 variables apart from the gender on the card. Choose the form and item to be displayed and set a
header of the variable.

Additional variables can be added but these will only be shown if the user chooses the "list/table view" option in Clinic to
display the subjects. See Selection page for details on how this is shown in Viedoc Clinic.

Select and manage variables for the card view (1-3) and list view (1-5)

Patient Information h SEX / Sex

SE001-021
SEX Set header of variable here NIT DOB
ABC 07 Aug 1975
@ 1/ Male h O 2/ Female .4
) [¥] E—

Patient Information

INIT Set header of variable here.

Patient Information

DOB Set header of variable here.

Patient Progress Status

STATUS Set header of variable here.

Patient Information

CONSENT Set header of variable here

INIT / Patient Initials(e.g. ABC or A-C)

BRTHDAT / Date of Birth

PPS | Patient Progress Status

ICDAT / Date of Informed Consent

SEX 11 D i INIT 31 DOB it GROUP 4t

a SE001-021 ABC 07 Aug 1975 A

Sample of the card and list views Click to show entire image.

STATUS 1 PROGRESS 11

ONGOING —

= Items that are added to the patient card and list view are visible for all users, regardless of the role visibility
conditions of the items.
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1. Overview
2. SiteCode vs. SiteNo
2.1 SiteCode
2.2 SiteNo
3. Padding with leading zeros
4. Example - add a prefix to the Subject ID

1 Overview

The format for the Subject ID, used to identify a subject within the system, can be configured under Study Settings >
Subject ID generation settings:

=] Subject Id Generation Settings [EEZE

The ID of the subject can be set in various ways.

The Viedoc default configuration consists of the country code followed by the site ID and finally the consecutive subject ID.
This can be changed by modifying the contents of the text field:



Subject Id Generation Settings

Subject ID format Instructions X}

{CountryCode}-{SiteCode}-{SiteSubjectSeqNo:000} Any static string and/or the following variables
can be used:
{SiteCode} - Site code for the study site
{SiteNo-00} - Sequence number for the study site

{SiteSubjectSeqNo:000} - Sequence number for
the patient in site

{StudySubjectSeqNe 0000} - Sequence number
for the patient in study

{CountryCode} - 2 letter ISO country code

The following variables from the Add Subject
form can also be used:

:00 indicates preceeding zeros
eg.

{CountryCode}-{SiteCode}-
{SiteSubjectSeqNo:000}

produces first subject id to be "SE-01-001

Any item collected on the form that is selected for the start event in the workflow can also be used when setting up the ID.
Click the blue "?" instructions icon for more info.

It is not recommended to use any of the characters that are invalid for a filename in Windows, because the value of
the Subject ID is used within the file name of the exported PDF file, when the FDA submission format (€CTD) option is
checked, and therefore the export will fail in this particular case.

2 SiteCode vs. SiteNo

Since any of the SiteCode and SiteNo can be used within the Subject ID, it is important to understand the difference
between these two variables before configuring the Subject ID Generation Settings.

21 SiteCode
The value of the SiteCode variable is the string that is manually set in Viedoc Admin, under Site settings (see Managing
study sites).

2.2 SiteNo

SiteNo is a system variable automatically generated by the system that uniquely identifies the site within the study. This is
the one that comes out in the export output as Site Sequence Number.

3 Padding with leading zeros

The "0" used in the formats {SiteNo:00}, {SiteSubjectSeqNo:000}, {StudySubjectSeqNo:0000} is for padding
those numbers with leading zeros. If the value that is being formatted has a digit in the position where the zero appears in
the format string, that digit is copied to the result string; otherwise, a zero appears in the result string. This means that, for
example, if we want the SiteSubjectSeqNo to always be formatted as a number with a total length of three digits, then
we use {SiteSubjectSeqNo:000} and the values will then be 001,002,003 and so on.

The SiteCode can also be padded, but only if it consists exclusively of digits. For example, if the Subject ID format is set
to {CountryCode}-{SiteCode:00}-{SiteSubjectSeqNo:000} ,and ifthe CountryCode is setto SE and the

SiteCode is set to1, then the first added subject will be SE-01-001, the second one SE-01-002, and so on. Note that the
padding has no effectif the SiteCode is set to be a string containing characters, such as UP2.

4 Example - add a prefix to the Subject ID

To add for example "SCR" in front of the ID, simply add SCR in the text field:


https://help.viedoc.net/c/331b7a/23e50b/en/
https://help.viedoc.net/c/331b7a/23e50b/en/

Subject |d Generation Settings

Subject ID format
SCR-{CountryCode}-{SiteCode}-{SiteSubjectSeqNo:000}
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The Source Data Verification (SDV) setting enables you to choose which forms and items to require SDV in your study.
SDV Settings

Specify the content (forms and items) to be SDVd in the study.

Require Source Data Verification (SDV) for following forms and items
None
® Allforms and items

Include single forms and items

The available options are:

= None - no forms/items will require SDV
= All forms and items (default) - all the forms and items will require SDV
= Include single forms and items - select from the list displayed which forms and items will require SDV

The SDV Settings can only be edited in a new design version (not a revision).


https://help.viedoc.net/l/a559c4/en/#SDV
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This section is for various settings that don't fit anywhere else.

Currently you can choose to enable/disable the need for entering a reason when a field is left blank, i.e. when confirming
data as missing in Viedoc Clinic.

Miscellaneous

&~/ Reason required when confirming data as missing
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1. Introduction
2. Alerts in Viedoc version 4.37 and later
2.0.1 Alert triggers for Japanese PMS studies
2.1 Actions
2.1.2 Setting up the message
21.21 Using variables
2.1.2.2 Email copy of message to selected roles
21.2.3 Attach a form PDF to email copy of message
2.2 True actions
2.3 False actions
2.4 Tracker actions
2.4.2.4 Context form
2.4.2.5 Include table of changes
2.5 Repeating_actions
3. How the condition is evaluated
3.6 Condition and context form
3.7 New alerts
3.8 Existing_alerts - condition turns from true to false
3.9 Existing_alerts - condition turns from false to true
4. Alerts in Viedoc versions older than 4.37

1 Introduction

By setting up an alert in your study you can notify users about important occurrences in the data. You can set up alerts
that are issued in defined conditions (for example, in case of a Serious Adverse Event).

Setting up the alerts is done in Viedoc Designer, under Study Settings > Alerts:

‘ Configuration report ' Publish des'Q“

m Forms. m Times in use

Study workflow
B Scheduled o Unscheduled a Common E
Active roles _,"l
Study Settings
{ =] Alerts Times In use
Outputs and Validation

Edit checks Formats m OID's and Labels

The Alerts page displays a list of existing alerts (if any) and allows you to add new ones, as illustrated below:



Alerts 0
:=| CM event reported o 9 # Ediv % Deleteo

=—| Score Alert with SPREV and STHIS # Edit X Delete

==| VME Alert # Edit X Delete

1. The internal description of the alert.

2. Edit button that directs you to the alert details page, where you can see/edit the alert.

3. Delete button for removing the alert.

4. Add new button that allows you to create a new alert by opening the alert details page.

Depending on if the alert was configured before or after Viedoc version 4.37, the alert settings are slightly different. The

following

sections describe in detail the settings for the two types of alerts:

= Alerts in Viedoc version 4.37 and later
= Alerts in Viedoc versions older than 4.37

2 Alertsin Viedoc version 4.37 and later

Alerts

olntemal description of alert

SAE (Serious Adverse Event)

9 Condition

STHIS.AE.AESER==1 || STHIS.AE.AESER_1==1 || $THIS.AE.AESER_2==1 || $THIS.AE.AESER_3==1|| STHIS.AE.AESER_4==1| B (2]
STHIS.AE AESER_5==

9 Context

form Adverse Events y AE / Adverse Event » AE / Adverse Events A

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition
evaluates to true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again.

& © (6 @

v False actions v| Tracker actions Repeating actions

| Send message when the condition becomes TRUE

Message
To: Investigator X Study Coordinator X Monitor X [+
Project Manager X Medical Reviewer X
Ce: Data Manager X (-]
Subject: Demo Study - Serious Adverse Event, Subject {SubjectKey}, AE n° {STHIS.AE.AESPID} (2]
Body: [Country: {CountryCode} B

The adverse event n°® {STHIS.AE.AESPID}, "{STHIS.AE.AETERM}", has been reported as serious.
A completed SAE report is to be sent to Pharm team: teaml@pharm.com within 24 hours.

You can add variables with braces, for example {STHIS Formid Itemld}

' Email copy of message to selected roles.

/| Attach form PDF

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in To:, Cc:, and Bcc: without respecting the role visibility conditions. Please ensure that no blinded data
will be revealed.

The alert consists of:

= Internal description (1) - This is a mandatory field. Enter a description of the alert. This is for internal use, visible
only in Viedoc Designer.

= Condition (2) - This is a mandatory field. Enter the condition that triggers the alert. The condition is written in
the same manner as in the Visibility conditions when designing the forms, for example SAE == 1 &&
SCR.PATINFO.SEX == 1 .For details about variables and conditions, see Using JavaScript in Viedoc.
If using variables from the selected context form, these can be referenced directly using only the /teml/d. For
example SAE == 1.
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The alert is triggered once the condition is evaluated to true. For details on how the condition is evaluated in
conjunction with the context form, see section How the condition is evaluated.
= Context form (3) - This setting is mandatory. Select the event, activity, and form where the condition shall be
evaluated:
1. Select the context form event from the drop-down list. All the events in the study are available, as
well as the option Any event.
2. Select the context form activity:
= If a particular event was selected at step 1, then all the activities in the respective event
are available in the list, as well as the Any activity option.
= If Any eventwas selected at step 1, then only the Any activity option is available.

3. Select the context form.

For details on how the condition is evaluated in conjunction with the context form, see section How the condition is
evaluated.

When changing the context form for an existing alert, this becomes a new alert (in terms of evaluating the
condition and triggering the alert, that is, the new alert is not active in the beginning). Changing the context form
for an existing alert is the same as removing the existing alert and creating a new one with the same configuration
except for the context form.

= Actions (4, 5, 6, 7) - configure the messages to be sent out when the alert is triggered. It is possible to send out
notification messages when:

= the condition is evaluated to true - configured under the True actions tab.

= the condition changes from true to false (no action is taken if the condition is evaluated to false
from the beginning) - configured under the False actions tab.

= changes are performed to forms and items in the event that triggered the alert - configured under
the Tracker actions tab.

= the condition is evaluated at a defined interval and an additional message is set up - configured
under the Repeating actions tab.

201 Alert triggers for Japanese PMS studies

For Japanese PMS studies, there is a setting where you define which type of change that will trigger the alert. There are
two options:

= On context form data changes - the condition is evaluated when the selected context form below is saved. This
option is default for all existing alerts.

= On booklet status changes - the condition is evaluated when a booklet status is changed. The booklet that
changes its status will then be the context.

Alerts

Internal description of alert

Trigger on changes to = Form data @ 9
Form data
Condition Booklet status

21 Actions

In the four action tabs, you set up the messages to be sent when an alert is triggered. Alerts are sent as internal messages
within Viedoc and can be seen on the Study start page under the Messages pane. The messages can also be sent as
email copies.

By selecting the respective checkbox in the action tabs, the alert message is triggered as follows:

= True actions - send message when the condition becomes TRUE

= False actions - send message when the condition becomes FALSE

= Tracker actions - send message when any of the tracked items is changed AND the condition is TRUE
« Repeating actions - send additional messages as long as the condition is TRUE

By default, the respective checkbox is unchecked for all four tabs. If no checkbox is selected, no message is sent. An
activated action is shown with a checkmark in the tabs pane:



v
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False actions Tracker actions

Send message when the condition becomes TRUE

Setting up the message

Repeating actions

In the message section, you set up the message to be sent and select the user roles that shall receive it.

Message

To

Subject:

Body

Email copy of message to selected roles.

)
®
a
2]

In the To field, click to select the roles that shall receive the message. Click to add Cc: (Carbon Copy) and Bec: (Blind
Carbon Copy) fields.

In the Subject field, type the subject of the message.

In the Body field, type the message to be sent.

21141

Using variables

Any static string and/or the following variables can be embedded in both Subject and Body:

= Context form variables - can be referenced directly using item ID, for example {SAE} .
= System variables. For a list of available system variables, see the section System variables in the lesson Using

JavaScript in Viedoc.

= Other variables - can be referenced using the format EventId.FormId.ItemId ,for example

{SCR.PATINFO.SEX} .

The item values included in the message are visible for all the users holding the defined roles in To:, Cc:, and Bcc:
without respecting the role visibility settings.

The following image illustrates an example of how the alert message configured in Viedoc Designer looks in Viedoc Clinic:

Message

To

Subject

Body

2112

« False actions ¥ Tracker actions

' Send message when the condition becomes TRUE

Monitor X

CM# {$THIS.CM.CM1} for patient {SiteCode:000000}-{SiteSubjectSeqN0:00}.-

CM Reported

00000}
ode:000000}-{SiteSubjectSeqNo:00}
Gender: {BSL._PATIENTINFO.SEX

Date of Birth: {BSL._PATIENTINFO.BRTHDAT}

{StudyEventDefld}

CM EVENT REPORTED!
Primary Event description: {STHIS.CM.CMTHRY} {STHIS.CM.CMIND}
Dose (if any): {STHIS.CM.CMDOSE}

« Email copy of message to selected roles

Email copy of message to selected roles

CM# 1 for patient Uppsala-13,- SEVDefIDCM-event ref “ged

CM Reported

Site: Uppsala

Patient: Uppsala-13- CM
Gender: Male

Date of Birth: 20 Dec 1980

CM EVENT REPORTED.
Primary Event description: Alvedon Headache
Dose (if any): 2

By selecting Email copy of message to selected roles, a separate email is sent to each user assigned to a role listed in the
To: field. Users assigned to roles listed in the Cc: field receive a separate copy of each e-mail.

For example, if there are five users assigned to roles listed in the To: field, and one user assigned to the role in the Ce: field,
then five separate emails are sent, and the user with the role in Cc: gets the same e-mail five times.

If there are no users with the roles listed in the To: field, no email is sent.

2113

Attach a form PDF to email copy of message
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When Email copy of message to selected roles is selected, the option Attach form PDF becomes available. By selecting
this option, the PDF of the form that triggered the alert action is sent as a PDF attachment with the email as follows:

For True actions, the attached form PDF is the form selected in Context form.

Contextform  aguerse Events v AE/Adverse Event *  AE/Adverse Events

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition evaluates to
true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again.

¥ Falseactions ¢ Trackeractions  Repeating actions

| Send message when the condition becomes TRUE

Message
To investigator ] Sty Coordinator %) [Manter % © s
Project Manager X Medical Reviewer X
ce Data Manager X )
Subject SGM-CLINO3 - Serious Adverse Event, Subject {SubjectKey}, AE n° {STHIS AE AESPID} >
Body: Country: {CountryCode}
Site: {SiteCode}
Subject: {SubjectKey} -
Adverse Event: {STHIS AE AESPID} 2

| Email copy of message to selected roles

| Attach form PDF

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in Tor, Cc:, and Bc: without respecting the role visibility conditions. Please ensure that no blinded data will be
revealed

For False actions, the attached form PDF is the PDF of the context form instance that triggered the true actions

Contextform  agverse events ¥ AE/Adverse Event ¥ AE/Adverse Events v I

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition evaluates to
true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again.

| Send message when the condition becomes FALSE.

Message
To: Investigator X | Data Manager X Qc © b
Subject false action alert (2]
Body False
Country: {CountryCode} -
Site: {SiteCode} p

: ith braces, for e (STHIS Fc .

| Email copy of message to selected roles

| Attach form PDF

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in Tor, Cc:, and Bcc: without respecting the role visibility conditions. Please ensure that no blinded data will be
revealed

For Tracker actions, if the tracked items are outside the Context form, the attached form PDF is the form where the
tracked items were changed, as long as the condition is still TRUE.



Alerts

Internal description of alert

Serious Adverse Event

Condition
STHIS.AELOG.AESER ==1 66 HABM.BMWGHT > 30 8 e
a
Context form  any event v Anyactivity * | AE/Adverse Events

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition evaluates to
true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again
v True actions v| False actions v Repeating actions

Track changes to the selected forms and items o
All forms and items

@) Single forms and items

| Adverse Events Gift card
Adverse Events log | Height/Weight
APIForm Selectall Deselect all
AUF

V| Were body measurements done? (BMYN)
CPT/DRG/HCPCS
¥ Please specify reason (hide to data manager) (BMNDPSEC)
Demographics
¥ Height: (BMHGHT) ¥| Weight (Kg) (BMWGHT)

DRF
¥ Number (BM1)
DT
¥ BMI (Check audit in saved forms) (BMBMI)
Eligibility
V| Time (BM2) V| Date (BM3)
FileUPLFRM
¥ Number (BM5) ¥ Date (BM6)
Follow-up Tests
P ¥| Date (BM7) ¥ Number (BM8)
Form 10
Form 11 Procedure Administration Details
Form 12 RandDemo
Form 3 RandomizationForm
Form 8 RangeForm
Form9 Study completion
Form optional fields TADR
FormN TestForm
GERD-HRQL Vital Signs
Gl testing

For more information, see Context form.

= Attaching a form PDF to an email copy of an alert message is not available for repeating actions

= Attaching a form PDF to an email copy of an alert message is not available for_internal messages within
Viedoc (seen on the Study start page under the Messages pane)

= If the form PDFs are not created by the system within 3 minutes, the email copy of an alert message is sent
without the PDF attachment.

= For Japanese PMS Studies, the option Attach form PDF to an email copy of a message is only available if the
alert is triggered by form data changes and NOT booklet status changes

= Alldata in the alert (including attachments) will be sent to all users holding the defined roles in To:, Cc:, and Bcc:
without respecting the role visibility conditions. Please ensure that no blinded data will be revealed

= The system roles Organization Administrators and Study Managers can choose to password-protect the form
PDFs attached to an email copy of an alert message

2.2 True actions

The true action is activated by selecting the option Send message when the condition is TRUE. This results in messages
being sent when the condition is evaluated to true.

v False actions Tracker actions Repeating actions

@ Send message when the condition becomes TRUE.

2.3 False actions

The false action is activated by selecting the option Send message when the condition is FALSE. This results in messages
being sent when the condition is evaluated to false after being true.
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True actions v Tracker actions Repeating actions

+/ Send message when the condition becomes FALSE

2.4 Tracker actions
The tracker action is activated by selecting the checkbox Send message when any of the tracked items is changed AND

the condition is TRUE. This results in messages being sent when the condition evaluates to true for the first time and any of
the tracked items are changed. Tracking stops and the alert becomes inactive when the condition evaluates to false.

True actions False actions v Repeating actions

Track changes to the selected forms and items Q
® All forms and items

Single forms and items

« Send message when any of the tracked items is changed AND the condition is TRUE

You can choose to track changes made on:
1. All forms and items

2. Single forms and items - select the form(s) to be tracked by selecting the corresponding checkbox. For each of the
forms you can also select the specific items to be tracked. By default, all the items in the form are selected. By clicking on
the items box next to the respective form, a pop-up opens where you can select the items to be tracked.

~| True actions ~| False actions v

Track changes to the selected forms and items if they exist within the event where the alert was initially triggered or within the study start event

o All forms and items

9 ® Single forms and items

Adverse Events Extra [EFEY :
Check Questions MedicationForm § @
v/ Concomitant Medications Selectall Deselectall
Eligibility
Date of event (SAEFL) + Medicine Dosage (SAEF2)

End of Study

Action taken (SAEF3)

End of Treatment VISIU StaUs

= The forms and items available to be selected for tracking are the ones in the current effective design.
= Itis not possible to track changes on items located in a hidden form.

2404  Context form

The message is sent as described below, depending if the tracked items are within or outside of the context form:

= If the tracked items are outside of the context form, a new message configured under Tracker actions is sent
every time one or more of the items marked for tracking were changed within the event where the alert was
triggered or within the study start event, as long as the condition is true.

= If the tracked items are within the context form and this form is present multiple times within the respective
event (that is, the context form is a repeating form or it appears multiple times within the event in different
activities), the tracker message is sent out for the respective instance of the form where the tracked item(s)
was changed. A separate tracker message is sent for each active alert within the event. No tracker message is
sent to any other active alerts other than the one for which the context form was edited.

Changes on the tracked items is sent to all the users holding the defined roles in To:, Cc:, and Bcc: without respecting
the role visibility settings. Due to this, make sure that no hidden data is revealed in the table of changes.

2405 Include table of changes

By selecting Include table of changes, a table is included in the message body, providing information about the tracked
item(s) that were changed. The following data is provided in the table:



= Date and time when the change was performed (the local date and time from Viedoc Clinic)
= The form and item that was changed

= The old item value

= The new item value

+/ Send message when any of the tracked items is changed AND the condition is TRUE.

Message
To- Monitor X Cc Bco
Subject: Tracker for ML29507 Roselt: CM# [STHIS.CIM.CM1} for patient {SiteCode:000000)-{SiteSubjectSeqNo:00} (2]
Body: CM Reported
Site: {SiteCode:000000}
Patient: {SiteCode:000000}-{SiteSubjectSeqNo:00} -
Gender: {BSL._PATIENTINFO.SEX} P

Email copy of message to selected roles.

&/ Include table of changes

Note! Changes to tracked items will be sent to all users holding the defined roles in To:, Cc:, and Bec: without
respecting the role visibility settings. Due to this, make sure no blinded data will be revealed in the table of
changes.

2.5 Repeating actions

The repeating action is activated by selecting the checkbox Send additional messages as long as the condition is TRUE.
This results in messages being sent after the condition is first evaluated to true. Then messages are sent repeatedly at the
defined interval until the condition is false, or, when the maximum limit is reached.

True actions False actions Tracker actions v

/' Send additional messages as long as the condition is TRUE

Send every | 0 day(s) at 00:00

Send for max | 0 times

The repeating action is set up by making the following settings:

= Send every - enter at what interval (how often) the condition shall be evaluated.

= day(s) at - set at what point in time (00:00 - 23:00) the condition shall be evaluated (Clinic/Site time).

= Send to max () times - enter the maximum number of times that the message shall be sent. The repeating
interval stops when the condition is false or when the max limit is reached (valid values 1-999).

3 How the condition is evaluated

3.1 Condition and context form

The context form is required to be set for an alert, to define where the condition will be evaluated, that is, the saving of
which form in Viedoc Clinic will determine the alert condition to be evaluated.

There are three possible ways to set up the context form:

= Any event, Any activity, Specific form - In this case, the condition is evaluated in the context of the saved
specified form in Viedoc Clinic, regardless of the event or activity within which the save is performed. The event
where the form was saved will be considered for trackers.

= Specific event, Any activity, Specific form - In this case, the condition is evaluated in the specified form, as a
result of saving the form in Viedoc Clinic within the specified event. If the context form appears repeatedly in
more activities, the form that was just saved is considered for evaluating the condition, regardless of the
activity.

= Specific event, Specific activity, Specific form - In this case, the condition is evaluated in the specified form, as
a result of saving the form in Viedoc Clinic within the specified event and activity.



3.2 Newadlerts

The workflow followed in the case of a new alert consists of the following steps:

1. Anew alert is saved through one of the following:
= adding a new alert.
= editing the condition and/or the context form of an existing alert, which leads to re-setting the alert
and treating it as a new one.

2. After the alert is saved, no action is performed until the context form is saved in Viedoc Clinic.
3. When the context form is saved in Viedoc Clinic, the alert condition is evaluated and:
= if the condition is false, no action is performed. The alert becomes active for the first time when the
condition is evaluated to true as a result of the form save.
= if the condition is true:
= The True actions are performed, if enabled.
= The tracking is turned on. This means that the system begins tracking of the items as
selected under Tracker actions, that is, each time one or more of these items are
changed within the same event as the context form was saved or within the study start
event, the actions configured under Tracker actions will be performed.

3.3 Existing alerts - condition turns from true to false

1. For an existing alert (that was defined, saved and in active state), considering that before performing changes
on the context form the condition is true:

= True actions are performed if enabled, as the condition is true.

= False actions are ignored, as the condition is true.

= Tracker actions are on, as the condition is true. This means that every time one or more items
marked for tracking is changed within the same event as the context form was last saved causing
the condition to turn true or within the study start event, the actions defined under Tracker actions
are being performed

2. If the context form is then being saved in Viedoc Clinic, and, as a result, the condition is evaluated to false:
= True actions are ignored, as the condition is false.
= False actions are performed if enabled, as the condition is true.
= Tracker actions are turned off. No tracking is performed until the condition becomes true again.

3.4 Existing alerts - condition turns from false to true

1. For an existing alert (that was defined, saved and in active state), considering that before performing changes
on the context form the condition is false:
= True actions are ignored, as the condition is false.
= False actions were performed if enabled, as the condition is false.
= Tracker actions are off, as the condition is false

2.1f the context form is then being saved in Viedoc Clinic, and, as a result, the condition is evaluated to true:
= True actions are performed if enabled, as the condition is true.
= False actions are ignored, as the condition is true.
= Tracker actions are turned on. This means that every time one or more items marked for tracking
will be changed within the same event as the context form was last saved causing the condition to
turn true or within the study start event, the actions defined under Tracker actions will be
performed.

4 Alerts in Viedoc versions older than 4.37



Alerts

Internal description of alert

VME Alert

Condition

VMEEID.SIF.SIF1== 9

Context form Choose context form event

Message

To: Monitor X §9 Bcc

Cc: Data Manager X Q

Subject: Mew subject initiated event form submitted Q
Body: ViedocMe form submitted!

Please check the subject {SubjectKey} ViedocMe form with date {EventDate}

NViedocTeam P
5

f Email copy of message to selected roles.

The alert consists of:

= Internal description (1) - for internal use, visible only in Viedoc Designer.

= Condition (2) - Here you can set/edit the condition that triggers the alert. The condition is written in the same
manner as in the Visibility conditions when designing the forms, for example. SAE == 1 &&
SCR.PATINFO.SEX == 1 .Fore details about variables and conditions see Using JavaScript in Viedoc.
If using variables from the selected context form, these can be referenced directly using only the /teml/d. For
example SAE ==
The alert is triggered once the condition is evaluated to true.

= Message (3) part where you decide who should receive the message and what the subject and content of the
message should be.
Alerts are by default always sent as an internal message within Viedoc and can be seen on the study start
page under the Messages pane. As an option you can choose to also Email a copy of message to selected
roles.

Keep in mind that, if no users are defined in the system for the respective study having the roles specified
in To:, Cc:, Bec: fields, then no message/email is sent out.

The Context form is not used for the alerts defined in Viedoc versions older than 4.37.

By setting up a context form, the alert is considered as a new one, and the settings that apply are the ones described
in the following section - Alerts in Viedoc version 4.37 or later. Please note that once you specify a context form, the
alert is treated as a new one, meaning that a true message is sent out again for the same event when the form is
saved and the condition is true.

You can still keep the "old" alert and continue to use it in the same way by not setting any context form for it. You can
update the condition or the message settings for it.

Once a context form is set and the alert is saved, this becomes a new alert and there is no way to revert to the old
version (prior to 4.37).
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Subject status

Subject status

Published by Viedoc System 2024-06-26

1. Introduction
1.1 Defining the subject status
1.2 Viedoc Reports

1 Introduction
The subject status calculations are used in Viedoc in the following places:
= Metrics in Clinic

« Exporting_data in Microsoft Excel Open XML, CSV and ODM
« Viedoc Reports

The subject status calculation happens when saving a form or applying a new design version to the site.

11 Defining the subject status

In the Subject status settings, the following statuses are defined:

. subjects

. subjects

. subjects
. subjects

For each status, three definitions are set:

= AdJavaScript expression for when the subject status is set, that is, when the status is evaluated as true.

= AdJavaScript expression for the date when the subject status is set. It can be the event date or a specific date
and/or time item in a specific form. If an expression is not given, Viedoc sets the site's local date of when the

status is set.

= Adescriptive text of how the status is defined in the study. This text is displayed in the Metrics page.

See Using_ JavaScript in Viedoc for details on how JavaScript expressions can be used in Viedoc.
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Subject Status

Define the following statuses to be used in metrics.

Screened
E V1S$EVENTEventDate I=null &

Condition for when the subject is considered screened. VISITID.SEVENT.EventDate != null

EE»  V1.SEVENT EventDate

Expression for defining the date when the subject is considered screened. VISITID.FORMID.ITEMID
If date expression is not given, Viedoc will use the site's local date for when the condition of screened status is fulfilled

Description for screened

Screening date is set

pz
Clarify how screened is defined in this study. Example: Subject added, informed consent signed. etc. This text will be seen on the Metrics page in
Clinic
Enrolled
EE» V2 RAND.RANDID!= null &
Condition for when the subject is considered being enrolled. VISITID.FORMID.ITEMID ==
EE»  Example: VISITID.FORMID.ITEMID
Expression for defining the date when the subject is considered enrolled. VISIT.FORMID.ITEMID
If date expression is not given, Viedoc will use the site's local date for when the condition of enrolled status is fulfilled.
Description for enrolled
Subject is randomized
Z
Clarify how enrolled is defined in this study. Example: Randomized, Eligible, Started taking drug etc. This text will be seen on the Metrics page in
Clinic
Completed
B SFIRSTSS.SSSTAT== -]
Condition for when the subject is considered having completed the study. Example: VISITFORMID.ITEMID ==
EB» | Example: VISITID FORMID.ITEMID
Expression for defining the date when the subject is considered completed. VISITFORMID.ITEMID
If date expression is not given, Viedoc will use the site's local date for when the condition of completed status is fulfilled
Description for completed
v
Clarify how completed is defined in this study. Example: Subject completed all scheduled visits. This text will be seen on the Metrics page in Clinic.
Withdrawn
E»  SFIRST.SS.SSSTAT== -]
Condition for when the subject is considered being withdrawn from the study VISITID.FORMIDITEMID ==1
EB  Example: VISITID FORMID.ITEMID
Expression for defining the date when the subject is considered withdrawn. VISITFORMID.ITEMID
If date expression is not given, Viedoc will use the site's local date for when the condition of withdrawn status is fulfilled
Description for withdrawn
vz

Clarify how withdrawn is defined in this study. Example: Subject prematurely discontinued in the study. This text will be seen on the Metrics page in
Clinic

1.2 Viedoc Reports
For Viedoc Reports, the subject status settings are used to make calculations for the Study progress graph.

When setting up Viedoc Reports, make sure to define the Screened and Enrolled conditions using JavaScript expressions.
These are used to populate the Recruitment plot with data.
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RTSM Settings

Published by Viedoc System 2023-10-09

1. Introduction
2. Step-by-step guides
21 Workflow in Viedoc Designer
2.2 Setting up the randomization mapping
2.3 Editing the randomization mapping
2.4 Deleting_a randomization mapping
2.5 Setting_ up advanced allocation
2.5.1 Mapping_the allocation input and output properties

This lesson describes how to configure the Randomization and Trial Supply Management (RTSM) in

1 Introduction
Can not output single-source
Detailed instructions regarding these steps are described in:

= Setting up the randomization in Viedoc Designer ( )
» Configuring a static randomization in Viedoc Admin
» Configuring a dynamic randomization in Viedoc Admin

An example of how to configure a dynamic randomization is described in detail in the following lesson:

= A use case for dynamic randomization

For a video tutorial on how to configure a static list randomization and a dynamic randomization, see:

=« Randomization video tutorial

2 Step-by-step guides

21 Workflow in Viedoc Designer

There are different workflows to be followed when setting up the randomization and allocation in Viedoc Designer, as
illustrated in the Workflow section above.

To set up randomization in your study, you have to perform the following steps in Viedoc Designer:

1. Create one randomization form that contains the following items:
= items that serve as factors,
= items that are to be populated by the randomization service, for example, treatment or group and
kit number.
See the eLearning section Creating and editing_forms.

2.0nly if is to be used, create one or more allocation forms (can be the same form as the
randomization form) that contains the following items:
= items that serve as input for the allocation,
= items that serve as output for the allocation (that are to be populated by the allocation service)
See the eLearning section Creating and editing_forms.

3. Set up the mapping for the randomization. This tells Viedoc where the randomization form is and how to use
the variables in that form. The randomization mapping is not affected by the choice of randomization method
(static or dynamic). See Setting up the randomization mapping below.



https://help.viedoc.net/l/a559c4/en/#RTSM
http://help.viedoc.net/c/e311e6/0789e7/en/
http://help.viedoc.net/c/331b7a/ab26c1/en/
http://help.viedoc.net/c/331b7a/8e5063/en/
https://help.viedoc.net/c/e311e6/2a30f4/en/
http://help.viedoc.net/c/331b7a/edc263/en/
http://help.viedoc.net/c/331b7a/58b517/en/
http://help.viedoc.net/c/e311e6/15d48a/en/
http://help.viedoc.net/c/e311e6/15d48a/en/

4.0Only if is to be used, set up the mapping for the allocation. This tells Viedoc where the
allocation form is and how to use the variables on that form. See Setting up advanced allocation below.

= The randomization form must contain all the input factors and outcomes you intend to use for making
assignments.
= The RTSM settings can only be edited in a new design version (not a revision).

Once saved in Viedoc Clinic, the randomization form cannot be edited anymore. Add a message to the form asking
the clinic user to make sure the data are correct before randomizing the patient. It is advisable to avoid using fields that
are manually editable within the randomization form (an alternative would be to use fields auto-populated with data from
other forms).

See also the eLearning section A use case for dynamic randomization for a complete example of designing the
randomization form, and setting up the randomization in Viedoc Designer and Viedoc Admin.

2.2 Setting up the randomization mapping

The randomization mapping is exactly the same irrespective of the randomization method (static/dynamic) that will
be used. The choice of randomization method is made in Viedoc Admin, after the randomization mapping has been set up.

The randomization event should not be the study start event. This will halt advanced features and result in an error.

To configure the design of the randomization, follow the steps below.

1 Open the study in Viedoc Designer. Click Edit in the Study Settings field to open the Study Settings page.

D Ademostudy

& Not published vaupate
P Last edited 2018-09-20 07-30 by B Configuration report ' Publish design

Internal Description Forms
Demo study 2016 Forms Times in use
Study Name
Study workflow £ Edit
Demo study 2016 4
Scheduled Unscheduled Common
Version Revised version
62 0 Roles
Study Description Active roles
An open-label, multi center, dose escalation study investigating
the safety. tolerability and . Study Settings
Protocol Name
Protocol Outputs and Validation
Edit checks Formats OID's and Labels
Brotocol Version
1
R ——
2 Click Edit in the RTSM Settings field to open the RTSM Settings page.
Study Settings
Selection View Settings Times In use Edit
Subject Id Generation Settings [EZZIES Edit
SDV Settings [ Edit
Miscellaneous Edit
= Alerts [[EITES Edit
Subject Status [[EDIES Edit

RTSM Settings [EIEEY

m
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3 Click Add new.

RTSM Settings y
== RAND_1 Edit
RAND_2 Edit

The RTSM Settings page opens.

4 Set up the randomization mapping under Inclusion tab, as follows:

1. Type a name for the randomization mapping. This name is displayed in Viedoc Admin.
2. Optional: Enter a description.
3. Set the Button label to be used on the randomization form in Viedoc Clinic. Choose between:
- Randomize
- Enroll
- Allocate
- Custom - type the label in the text box displayed
4. Select the event during which the patient will be randomized from the Event drop-down list.
5. Select the activity during which the patient will be randomized from the Activity drop-down list.
6. Select the form that will be used for randomization from the Form drop-down list.
You can only select forms that have been added to the study workflow.
7. Click and select the prognostic factors in the Factors field.
These are the factors that might influence the effect of treatment. The factors are specified in the
form that is used for randomization. It is also possible to include country and site as factors.
8. Click and select the randomization outcome in the Outcomes field.
These are the items that are to be populated by the randomization service, e.g., the
randomization number that will be assigned to the subject by randomization.
9. Optional: Click and select the blinded outcome of the randomization in the Blinded outcomes
field.
These are the items that are to be populated by the randomization service and will not be visible
for any user, except for the Unblinded Statistician or until an emergency unblinding was
performed (for details on how the emergency unblinding is performed in Viedoc Clinic, see
Randomization, allocation and emergency unblinding), e.g., the treatment group.

RTSM Settings

Name

RAND_1

Description

Randomization at Visit 1

Allocation

Button label ®  Randomize Enroll Allocate Custom
Event
Visit 1
Activity
VIRND /
Form
RAND / Randomization \J Will not be editable after randomization
Factors
RANDSEX / Sex X To be collected before randomization.

Outcomes
These items will be populated from the randomization service.

Blinded outcomes

RANDTRT / Treatment X

The RTSM service will generate data for these items. but the items will be populated only when an emergency unblinding is performed

5 Click Save changes, and click Close.
The RTSM Settings page closes.

After the randomization mapping has been set up, the study design needs to be published for the randomization to
become active.
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2.3 Editing the randomization mapping

The randomization mapping is part of the study design. It is not possible to edit an existing randomization mapping
after the study design has been published. If the randomization has to be changed, a new study design version has to be
created, see Duplicating a design - versions and revisions.

To edit the randomization mapping, follow the steps below.

1 Open the study in Viedoc Designer. Click Edit in the Study Settings field to open the Study Settings page.

‘D Ademo study

= Not published vaLpate " "
P Last edited 2018-09-20 07:30 by B Configuration report ' Publish design
Internal Description Forms
Demeo study 2016 Forms Times in use
Study Name stud il
Demo study 2016 Hely workfiow
Scheduled Unscheduled Common
Version Revised version
62 0 Roles
Study Description Active roles
An open-label, multi center, dose escalation study investigating
the safety, tolerability and Study Settings
Protocol Name
Protocol Outputs and Validation
Edit checks Formats OID's and Labels
Protecel Version
1
Dupicatedeson
2 Click Edit in the RTSM Settings field to open the RTSM Settings page.
Study Settings
Selection View Settings Times In use # Edit
Subject Id Generation Settings [EEES # Edi
SDV Settings [ETH # Edi
Miscellaneous # Edi
= Alerts [[EITES # Edi
Subject Status [[SITES # Edi
RTSM Settings [EIEED Edit
3 Click Edit in the field of the randomization you would like to edit.
The RTSM Settings page opens.
4 Edit the randomization settings as you wish. Click Save changes, and click Close.

The RTSM Settings page closes.

24 Deleting a randomization mapping

The randomization mapping is part of the study design. It is not possible to delete an existing randomization
mapping after the study design has been published. If the randomization has to be changed, a new study design version
has to be created, see Duplicating_a design - versions and revisions.

To delete a randomization mapping, follow the steps below.
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Open the study in Viedoc Designer. Click Edit in the Study Settings field to open the Study Settings page.

‘D Ademostudy * Demo study 2016

Not published vaLpate

Last edited 2018-09-20 0730 by B Configuration report R Publish design

Internal Description Forms W Edit
Demo study 2016 ) rorms (EY Timesin use
Study Name stud Kl
tudy workflow ¥ Edit
Demeo study 2016 *
[ scheduled () Unscheduled (£ Common
Version Revised version
62 Q Roles ¥ Edit
Study Description D Active roles

An open-label, multi center, dose escalation study investigating
the safety, tolerability and ... Study Settings

Protocol Name

Outputs and Validation ¥ Edit

D Editchecks () Formats OID's and Labels

BE) 8

Protocol

Protecel Version

1

V& Design Settings Duplicate design

Click Edit in the RTSM Settings field to open the RTSM Settings page.

Study Settings

=] Selection View Settings () Times In use # Edit
=] Subject Id Generation Settings # Edit
[==] SDV Settings # Edit
=] Miscellaneous # Edt
= Alerts [EETES # Edt
=] Subject Status # Edt

=] RTSM Settings

Click Edit in the field of the randomization you would like to edit.
The RTSM Settings page opens.

Click Delete.

"D Demo study 2016 [62.01

Randomization Settings

=
Example Randomization

Narme must be unique. For changes made to an already published design. make sure you also change the name. e g. Randomization 2

Description

Randomization Settings
) Event

V| Addsubject

B Activity
V| SCRYAdd subject

© Form

v/ | RAND/ Randomization ¥ | 4 Will not be editable after randomization.

@ Factors

+/ RANDSEX/Gender X RANDSMOKE /Smoker X 4Tobe collected before randomization.

[ Outcomes

+/ RANDKITNO / Kit number X 4These items will be populated from the randomization service.

@ Blinded outcomes

+/  RANDGROUP / Treatment group X 4 These items will be populated from the randomization service and remain blinded (not visible) for clinic users

A pop-up opens that asks you to confirm deletion. Click Delete to confirm.
The RTSM Settings page closes and the randomization mapping is deleted.



25 Setting up advanced allocation

To set up the advanced allocation, follow the steps below.

1 Open the study in Viedoc Designer. Click Edit in the Study Settings field to open the Study Settings page.
D Ademostudy

Study Name

Not published vaupate " "
Last edited 2018-09-20 07:30 by B Configuration report ' Publish design
Internal Description Forms
Demeo study 2016 Forms Times in use
Study workflow ¥ Edit
Demo study 2016 4
Scheduled Unscheduled Common
Version Revised version
62 0 Roles
Study Description Active roles
An open-label, multi center, dose escalation study investigating
the safety, tolerability and .. Study Settings .
Protocol Name
Protocol Outputs and Validation
Edit checks Formats OID's and Labels
Protocol Version
1
2 Click Edit in the RTSM Settings field to open the RTSM Settings page.
Study Settings
[ Selection View Settings Times In use # Edic
[ Subject Id Generation Settings # Edrt
=] SDV Settings ([T # Edit
=] Miscellaneous # Edrt
T Alerts # e

[ Subject Status
=] RTSM Settings




3

6

Click Edit in the field of the randomization you would like to edit.
The RTSM Settings page opens.

RTSM Settings

Name

RAND_1

Description

Randomization at Visit 1

Allocation

Button label ®  Randomize Enroll Allocate Custom

Event

Visit 1
Activity

VIRND /
Form

RAND / Randomization X Will not be editable after randomization
Factors

RANDSEX / Sex X To be collected before randomization.
Outcomes

These items will be populated from the randomization service.

Blinded outcomes

RANDTRT / Treatment X

The RTSM service will generate data for these items, but the items will be populated only when an emergency unblinding is performed

Under the Inclusion tab, in the bottom, select Enable advanced allocation. The Allocation input properties
and Allocation output properties are displayed.

' Enable advanced allocation

Allocation input properties
Property ID Property Label

Allocation output properties

Property ID Property Label

Continue to Allocation

Set the Property ID(s) and Property Label(s). These are used for mapping when setting up the global
allocation list in Viedoc Admin (note that a global allocation list has to be used in conjunction with the
Logistics functionality). For details about the allocation list see Configuring_the Global allocation list. Click the
"+"icon to add new input/output properties. See Mapping_the allocation input and output properties below.

+ Enable advanced allocation

Allocation input properties
Property ID Property Label

TRT_RAND1 Treatment

Allocation output properties

Property ID Property Label
KIT_RAND1 Kit number
EXP_RAND1 Expiry date (-]
STORAGE_RAND1 Storage info -]

Continue to Allocation

Property Label(s) must be defined here for all the inputs and outputs of all the allocation(s) that
are to be used in the study and configured in the next steps, as this will not be possible to be updated at a
later point after the RTSM settings are approved and published.

Click Continue to Allocation. You will be directed to the Allocation tab.


https://help.viedoc.net/c/331b7a/d17530/en/

7 Set up the allocation as follows:

1. Allocation name - type in the name that will identify the allocation. This will be visible in Viedoc
Admin.

2. Enable 'Replace’ - select this option if you want to make it possible in Viedoc Clinic to replace an
existing allocation. For details on how the allocation is performed in Viedoc Clinic, see
Randomization, allocation and emergency unblinding.

3. Enable 'Undo’ - select this option if you want to make it possible in Viedoc Clinic to undo an
existing allocation. For details on how the allocation is performed in Viedoc Clinic, see
Randomization, allocation and emergency unblinding.

4. Select the event during which the allocation will be performed from the Event drop-down list.

5. Select the activity during which the allocation will be performed from the Activity drop-down list.

6. Select the form that will be used for allocation (so-called allocation form) from the Form drop-
down list.

7.Input mapping - Map the allocation input properties defined at step 5 to the corresponding items.
See Mapping_the allocation input and output properties below.

8. Output mapping - Map the allocation output properties defined at step 5 to the corresponding
items in the allocation form. See Mapping the allocation input and output properties below.

All the property labels previously defined at step 5 earlier are listed here. For the properties
that cannot be mapped to the selected allocation form (e.g. are used and defined in a different
allocation), select Not mapped from the drop-down list.

Inclusion

Button label ® Allocate Custom!

Allocation 1
Allocation name

Kit allocation Visit 1 Identification for this allocation

+ Enable Replace’ ' Enable ‘Undo’

Event
Visit 1
Activity
VIALLOCATE / Allocate kit
Form
ALLOC / Allocate a kit A Will not be editable after allocation.
Input mapping

Treaiment RANDTRT / Treatment L Select an outcome from inclusion or an item in the allocation form to

use as input to the allocation

Output mapping

Kit number ALLOCKITNO / Kit number ™ The item in the allocation form where the output from the allocation is
displayed
Expiry date ALLOCEXPDAT / Expiry date ¥ The item in the allocation form where the output from the allocation is
displayed
Storage info ALLOCSTORE / Storage co... ¥ The item in the allocation form where the output from the allocation is
displayed
8 Optionally, click Add another allocation to add a new allocation and perform the settings in step 7 above.

- This is needed if you want to use the allocation multiple times in different events or activities.
- When using multiple allocations, make sure that all the input and output property labels are added, as
described at step 5 above.

9 Click Save changes.

251 Mapping the allocation input and output properties

For the advanced allocation, you need to define the input and output properties that will be used.

As input for the allocation, it is possible to use the outcome from the Inclusion, as well as any items from the allocation
form.

As output for the allocation, it is possible to use items from the allocation form.
Before defining these input and output properties, the following prerequisites are needed:
= have designed the randomization and allocation form(s)

= which would be the input for the allocation(s)
= which would be the output of the allocation(s)

Considering an example:

= if the outcome of the randomization is the Treatmentitem, and this is used as an input for the allocation, and


https://help.viedoc.net/c/47e0ad/2ce985/en/
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= if the output of the allocation consists of the following items from the allocation form: Kit number, Expiry date
and Storage conditions:

Forms /

Preview of your form o

Allocate a kit g awoc

Click Allocate to allocate a kit for the patient for this visit

The following kit has been allocated

i . =
Kit number [ ALLOCKITNO Expiry date
[B) ALLOCEXPDAT
Storage conditions [# ALLOCSTORE
“
~ .

These input and output properties are defined as follows:

1. Under the Inclusion tab, when selecting to Enable advanced allocation, the Allocation input properties and
Allocation output properties are shown, where the Property ID(s) and Property Label(s) should be defined. Just
type in the IDs and the Labels manually. For the example above, these could be:

+ Enable advanced allocation

Allocation input properties
Property ID Property Label

TRT_RANDA1 Treatment

Allocation output properties

Property ID Property Label
KIT_RAND1 Kit number
EXP_RANDA Expiry date -]
STORAGE_RAND1 Storage info e

Continue to Allocation

2. Under the Allocation tab, when you set up the allocation:
= Input mapping - select the input item for the input properties set previously under Inclusion. The
available items are the outcomes from the Inclusion and any item from the allocation form. For the
example above, this would be the Treatment from the randomization form:

Input mapping

Treatment RANDTRT / Treatment X Select an cutcome from inclusion or an item in the allocation form to use as input to the allocation

= Output mapping - select the output items in the allocation form that will be populated as a result of
the allocation. For the example above, these would be:

Qutput mapping
Kit number ALLOCKITNO / Kit number ¥ The item in the allocation form where the output from the allocation is displayed
Expiry date ALLOCEXPDAT / Expiry date ¥ The item in the allocation form where the output from the allocation is displayed

Storage info ALLOCSTORE / Storage co_. ¥ The item in the allocation form where the output from the allocation is displayed
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1. Introduction
2. Overview of eLearning_curriculums for Viedoc Clinic
2.1 For studies starting_after November 2018
2.2 For studies started before November 2018
3.Adding and editing an elLearning curriculum

1 Introduction

Depending on the study settings performed in Viedoc Admin (see General study settings), the user documentation can be
set up in one of the following ways:

= in Viedoc Designer, as described in this lesson, if, in Viedoc Admin under Study settings, the Enable
documentation and training option is unchecked

= inViedoc Admin, as described in General study settings and Setting_up user documentation and training, if, in
Viedoc Admin under Study settings, the Enable documentation and training option is checked

In the eLearning settings under study design, it is possible to configure the eLearning curriculums that should be available
for assignment to the clinic roles in your study.


https://help.viedoc.net/c/331b7a/6870ff/en/
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D Viedoc's demostudy *» DemoStudyDesign

Not published vaupate
Last edited 2018-10-22 13:44 by Dr. Investigator B Configuration report

R

Internal Description Forms
DemoStudyDesign ED rorms [T Timesin use
Study Name Stud L
oy worton
DemoStudyDesign *
Scheduled () Unscheduled ([ Common
Version Revised version
5
A

Study Description Active roles

Confirmatory validation of oral macimorelin as a growth
hormone (GH) stimulation test (ST) for the diagnosis of adult Study Settings @
growth hermane deficiency (AGHD) in comparison with the

insulin tolerance test (ITT).

19 [o] Roles

Outputs and Validation

Protacol Name

DemoStudy [151 W= chec‘k‘s"ﬂ'Formats OID's and Labels
Protacol Version e
1.00

Duplicate design

[=] eLearning (€] Times In use

The number in orange (3 in the image) depicts the number of curriculums that have been added to your study.

If you click Edit in the eLearning field, the eLearning settings page opens. The eLearning curriculums that are configured
here will become available for assignment to clinic roles on the Roles page, see Configuring roles.

DemoStudyDesign [19.0]

elearning
eLeaming @

Curriculum URL Delete

http://help.viedoc.net/c/94d610

Edit role "Investigator” [R1]

5 Edit role Manage rights in this role
p
Text based eLearning for site staff Name Status Special
Investigator [~ @) User can only view form data (this overrides all edit permissions)
Description
P V' Export of data into different formats/view reports Metrics o Create private notes

Save, sign. reset. delete and export

Medical coding View reference data
data, resolve queries

Curriculum URL

hitp://help.viedoc.net/c/c63e06 CRF Rights
Title V| Add/update subject/event/form data and query answers |/ Reset/Delete events and forms

ledoc User Guide for Monitors V| Delete subjects || Sign subject/event form data and queries Add/change queries

Description Add pre-queries Promote pre-queries Data review Clinical review sov

Text based eLearning for monitors. Lock data

elearning

A
| V| Viedoc User Guide for Site Users (http://help.viedoc net/c/94d6f0) l

;l Viedoc User Guide for Monitors (http://help viedoc net/c/c6306) ]

2 Overview of eLearning curriculums for Viedoc Clinic


https://help.viedoc.net/c/e311e6/bac6fa/en/

21 For studies starting after November 2018

For studies the release of Viedoc 4.47 in the beginning of December 2018, the following five role-based
elLearning user guides (curriculums) for site staff are available by default:

Curriculum URL Added as default to the following
clinic role(s)

Viedoc User Guide for Site Users https://help.viedoc.net/c/94d6f0 Investigator, Study Coordinator,
Monitor

Viedoc User Guide for Monitors https://help.viedoc.net/c/c63e06 Monitor

Viedoc User Guide for Data Managers https:/help.viedoc.net/c/1994d8 Data Manager

Viedoc User Guide for Project https://help.viedoc.net/c/04361f Project Manager
Managers

Viedoc User Guide for Medical Coders https://help.viedoc.net/c/3108de Medical Coder

https://help.viedoc.net/c/91715f

https://help.viedoc.net/c/590df1

If you wish, you can add the old eLearning user guides (Site User Training and Monitor Training Program, see For studies
started before November 2018), to your studies (see Adding_and editing an eLearning_curriculum for instructions).

The Site User Training and Monitor Training Program are not updated with new information about new features after the
release of Viedoc 4.46 in November 2018. We do not recommend to add these curriculums to new studies.

2.2 For studies started before November 2018

For studies the release of Viedoc 4.46 in November 2018, the following two elLearning user guides are
available by default:

Curriculum URL Added as default to the following clinic
role(s)

Site User Training (V4) https://elearn.viedoc.net/Curriculum/SUTV4 Investigator, Study Coordinator,
Monitor

Monitor Training Program https://elearnviedoc.net/Curriculum/MTPV4  Monitor, Data Manager
(v4)

The Site User Training and Monitor Training Program are not updated with new information about new features after
the release of Viedoc 4.46 in November 2018.

You can add any of the new user guides (Viedoc User Guide for Site Users, Viedoc User Guide for Monitors, Viedoc User
Guide for Data Managers, Viedoc User Guide for Project Managers, and/or Viedoc User Guide for Medical Coders, see
For studies starting after November 2018 above) to your study. To add the new user guides to your study, enter the URL of
the curriculums in the eLearning settings in Viedoc Designer, see Adding and editing an eLearning_curriculum for
instructions.

3 Adding and editing an eLearning curriculum

To add an eLearning curriculum (user guide), follow the steps below.


https://help.viedoc.net/c/94d6f0
https://help.viedoc.net/c/c63e06
https://help.viedoc.net/c/1994d8
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https://help.viedoc.net/c/590df1

Open the study design in Viedoc Designer and click Edit in the Study Settings field.

Viedoc

D Viedoc's demostudy »

Not published vaupate

Last edited 2018-10-22 13:44 by Dr. Investigator

Intermal Description Forms

DemoStudyDesign Forms Times in use
Study Name

. Study workflow
DemoStudyDesign
Scheduled Unscheduled Common

Version Revised version

19 o] Roles

Study Description Active roles

Confirmatery validation of oral macimorelin s a growth

hormone (GH) stimulation test (ST) for the diagnosis of adult Study Settings
growth hormone deficiency (AGHD) in comparison with the

insulin tolerance test (ITT).

Protocol Name: Outputs and Validation

DemoStudy Edit checks Formats OID's and Labels

Protocol Version

100

% Design Settings Duplicate design

Click Edit in the eLearning field.

DemoStudyDesign [19.0]

Study Settings

=] Selection View Settings Times In use # Edit
[=] Subject Id Generation Settings [ETERIEY # Edit
=] SDV Settings # Edit
[=] Miscellaneous # Edit
E5] Alerts E)) Times In use # Edit
5] Subject Status [ETEES # Edit
E=] Randomizations [EXEER # Edit

5] eLearning () TimesInuse

The eLearning settings page opens.



Click Add eLearning.

DemoStudyDesign [

elearning
eleaming @

Curriculum URL
http://help.viedoc.net/c/94d6f0

Delete

Title
Viedoc User Guide for Site Users
Description

Text based elearning for site staff_

Curriculum URL

http://help.viedoc.net/c/c63e06

Delete

Title
Viedoc User Guide for Monitors
Description

Text based elearning for monitors.

A new section is added.



Enter the following details:

Curriculum URL
http:/fhelp.viedoc.netic/

Title
Title
Description

Description

= Curriculum URL - the link to the curriculum. By default, the first part of the URL to all Viedoc

curriculums has been entered already. Add the suffix to complete the link.
If you want to add the curriculums offered by Viedoc, enter the following:

For Viedoc User Guide for Site Users: 94d6f0

For Viedoc User Guide for Monitors: c63e06

For Viedoc User Guide for Data Managers: 1994d8

For Viedoc User Guide for Project Managers: 04361f

For Viedoc User Guide for Medical Coders: 3108de

Notel These five curriculums are added as default to studies starting after November
2018.

Tip! You can also add the URL to your own customized curriculum here.

= Title - a title for the curriculum. The title is displayed in Viedoc Designer on the Edit role page for
configuring roles (see Configuring roles), and in the launch box when the clinic user launches the

elLearning from the landing page in Viedoc Clinic.

g elearning @

e
e

Viedoc User Guide for Monitors
Text based eLearning for monitors.

Viedoc User Guide for Site Users
Text based eLearning for site staff.

= An optional description of the curriculum. The description will be displayed in the launch box
when the eLearning is launched.

Note that the launch box will only be displayed to users that have access to multiple curriculums, for
example because they have multiple roles.


https://help.viedoc.net/c/e311e6/bac6fa/en/

5 Click Save changes and click Close.

D DemoStudyDesign [19.0]
elLearning
eleaming @

Handle

Delete

http://help viedoc net

Title
Viedoc User Guide for Site Users

Description
You can edit the curriculum settings by editing the fields Curriculum URL, Title and Description.

You can remove a curriculum by clicking Delete. A pop-up opens asking you to confirm whether you want to delete the
curriculum. Click Delete to remove the curriculum or click Cancel to cancel.
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11 Partial submit setup
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4. Changes to Partial Submit Setup in a new design version
5. Editing a partial submit definition
6. Deleting a partial submit definition
7. Configuration report

This lesson describes how to configure partial submits of forms in

1 Introduction

11 Partial submit setup

From Viedoc release 4.74, for Japanese PMS studies, Partial Submit Setup is available, which allows the study designer to
configure which forms will be able to be submitted individually. Any form in use from the current design can be selected.

Important! By default, Partial Submit Setup is disabled. If it is not enabled, the default behavior is that only AE forms
(with FormID = AE) can be submitted individually.

Setting up the partial submit is done in Viedoc Designer, under Study Settings > Partial Submit Setup.

The Partial Submit Setup settings can only be edited in a new design version (not a revision).

2 Enabling partial submits

For clinic users to be able to partially submit other individual forms, (as opposed to AE forms only) in a booklet, you must
enable Partial Submit Setup in Study Settings in Viedoc Designer.

= Enabling the Partial Submit Setup is not possible on either a revised, published, or locked version of the study
design.

= When you have enabled the Partial Submit Setup in a new design version, you can edit the Partial Submit
Setup page and add one or more definitions for a partial submit.

Important! When Partial Submit Setup is enabled, only the forms with an added Partial Submit Definition can be
partially submitted in Viedoc Clinic. This includes AE forms. You can choose any form in the current design that is in
use, that is, it was added to the study workflow, to add a Partial Submit Definition to.

To enable the Partial Submit Setup:


https://help.viedoc.net/l/a559c4/en/#PMS

Open the study in Viedoc Designer. The Overview of the study design page opens.

D Demostudy * Internal study design description

Not published vaupate

Last edited 2018-10-02 14:53 by Demo User

Internal Description

Internal study design description

Study Name
Study name

Version Revised version
1 0

Study Description

Study description

Protocol Name

Protocol name

Protocol Version

Protocol version

Ig Duplicate design

E Configuration report

Forms

a Forms u Times in use

Study workflow

R Publish design

3 Edit

¥ Edit

a Scheduled o Unscheduled u Common

Roles

0 Active roles

Study Settings

Outputs and Validation

3 Edit

% Edit

% Edit

o Edit checks 0 Formats o OID's and Labels

Select Edit in the Study Settings field to open the Study Settings page.

Not published v validated
Last edited 2022-06-30 03:52 by

Internal Description

Viedoc PMS Demo

Study Name
Viedoc PMS Demo

Version Revised version
9 0
Study Description
Viedoc PM5 Demo
Protocel Name
SAMPLE_PMS

Protocol Version

10

¥ Design Settings

Duplicate design

L Configuration report
Abbreviated | Complete

Forms

9 Forms m Times in use

Study workflow

R Publish design

3£ Edit

3 Edit

o Scheduled o Unscheduled o Common

Roles

o Active roles

Study Settings

Outputs and Validation

3£ Edit

¥ Edit

¥ Edit

a Edit checks m Formats m OID's and Labels



3 The first time the Study Settings page opens, Partial Submit Setup is flagged as NOT IN USE.

Study Settings
Selection View Settings Times In use # Edit
Subject Id Generation Settings # Edit
SDV Settings [T & Edit
Miscellaneous # Edit
Alerts # Edit
Subject Status & Edit
RTSM Settings # Edit
Park'\alSubm'\tSetup # Edit

In Study Settings, select Edit in the Partial Submit Setup field.

Study Settings
Selection View Settings Times In use # Edit
Subject Id Generation Settings # Edit
SDV Settings [£TH # Edit
Miscellaneous # Edit
Alerts # Edit
Subject Status & Edit
RTSM Settings # Edit

Partial Submit Setup

The Partial Submit Setup page opens.

4 On the Partial Submit Setup page, select Enable Partial Submit Setup.

Partial Submit Setup

5 A confirmation dialog appears as shown below.

Enable Partial Submit Setup Close

When this is enabled, only forms with a Partial
o Submit Definition can be partially submitted.

This includes AE forms.

This action is irreversible.

Do you want to continue?

Confirm

Select Confirm to continue.

The Partial Submit Setup page is now available in Study Settings. Here you can add and edit one or more
Partial Submit Definitions.

3 Adding a partial submit definition

When you have enabled the Partial Submit Setup, follow the steps below to add a Partial Submit Definition:



1 In Study Settings, select Edit in the Partial Submit Setup field.

Study Settings
Selection View Settings Times In use Edit
Subject Id Generation Settings Edit
SDV Settings [T Edit
Miscellaneous ([EEZITEY Edit
Alerts [T Edit
Subject Status Edit
RTSM Settings Edit

Partial Submit Setup

The Partial Submit Setup page opens. This page lists all the existing defined partial submits for the study design.

Partial Submit Setup
= [CQ] Check Question # Edit [X Delete
= [PE] Physical examination # Edit | X Delete
= [DER] Test Form # Edit (X Delete
= [AE] Adverse Event # Edit X Delete
= [AUFV] AUFV # Edit | X Delete

2 Select Add to add a new Partial Submit Definition.

Partial Submit Setup

3  The Add a Partial Submit Definition page opens.

Under Forms, in the Choose a form dropdown, select the form you want to add the partial submit definition to.

Add a Partial Submit Definition

Forms
Choose a form..
Choose a form
[NP] New patient Q
[EF] ExtraForm
[AUFV] AUFV
[PE] Physical examination
[AE] Adverse Event
[PFI PrevForm

[VCF] VisibilityCheckForm

U

Forms are labelled in the format [Form ID] Form name. You can select one or more forms to add definitions for a
partial submit. You can choose any form from the list of forms in use in the current study design.

It is only possible to define one Partial Submit Definition per form.



On the Add a Partial Submit Definition page, configure the following settings as required:

1. Select as Adverse Event: Select this option to define a form as an Adverse Event.

Add a Partial Submit Definition

Forms

Choose a form.. v

V| Select as Adverse Event @)

Selecting a form as an Adverse Event allows clinic or sponsor-side users to differentiate between @
the partially submitted forms that are AEs and the ones that are not. If a partially submitted form is
selected as an AE, the AE icon is shown.

Forms that are not selected as AEs will be flagged with the red exclamation mark icon: o

Forms with Partial Submit Definitions that are selected as AEs are included in the counters for Has
unreported AEs on the sponsor side shown on the Booklet overview page. See Booklet overview for more
information.

Unreported AE forms for studies with Partial Submit Setup enabled are counted when the following conditions
apply:

= Select as Adverse Event has been selected for the form in the Partial Submit Definition in the study
design.
= The form on the sponsor side is not marked as reported.

Total number of received booklets: E i

&4 Receive booklets _
Latest import: 05 Jan 2023 14:29 CET by (184). u -+

Latest import [ All booklets [

-+  TOREVIEW

=+ Has Unreported AEs o =+ | Has issues Q =+ | Returned Q

100%

of 1 booklets

= The Booklets selection page status is filtered by Has AE.
Selection *  Booklets

Search - FOUND 2 BOOKLETS. All booklets v All statuses
All statuses
SEX 1D NAME STATE LATEST ACTIVITY LATEST DATE LATEST USER

Has AE
SE-UP-003 Booklet 1 Received Received 2023-01-05 14:29 CET

Has issues

Not reviewed

SE-UP-001 Registration Received Recall returned 2023-01-05 09:32 CET
Returned

Showing 1-2 of 2 Viewp fosen

2. Condition: In the Condition field, you can enter an gptional JavaScript condition that must be TRUE for clinic
users to be able to submit the form individually (to partially submit the form).

To add a JavaScript condition:

Add the condition in the Condition field:


https://help.viedoc.net/c/590df1/1d7013/en/

If the Condition field is not filled in, the selected form can still be partially submitted.
The condition is evaluated as follows:

= Example: SAE == 1 && SCR.PATINFO.SEX ==

= Variables from the selected form can be referenced directly using the Item ID. Example: SAE ==

= Variables from other forms or within a specific event/activity can be referenced using the format
Eventld.Formld.ltemld. Example: SCR.PATINFO.SEX == 1

For more information, see Using JavaScript in Viedoc

3. Notification messages for unreported forms:

There is a mandatory notification message for both the clinic and the sponsor side users with the following
default text:

Clinic side notification message
L B I Y X x A~

The booklet has one or more forms to be reported

Sponsor side notification message
L B I Y X x A~

The booklet has one or more forms to be reported

Although the default message text shown in Viedoc Designer is displayed as black, the default message
text in clinic is red:

o The booklet has one or m

You can add a customized notification message to be shown on the clinic side or on the sponsor side for each
Partial Submit Definiton.

e forms to be reported

=)

To edit the notification message, enter your text in either the clinic side or sponsor side notification message
field. You can also customize the font size, color, and style of the text:

Clinic side notification message
L. B I YU X x, A~

IMPORTANT! The booklet has one or more forms to be reported.

The messages are included in the Complete Configuration report only.

5  Select Save changes. You will be directed to the Partial Submit Setup page where a confirmation message is
displayed:

Partial Submit Setup

[AE] Adverse Event Edit Delete
[CQJ Check Questions Edit Delete
[PI] Patient information Edit Delete

4 Changes to Partial Submit Setup in a new design version

Partial Submit Setup can be configured only in a new design version, that is, it is not possible in a revised version.
Partial Submit Setup is always read from the current effective design applied to a site. For more information about the
"current effective design" see, Settings read from current effective design.
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For existing studies in Viedoc Clinic, the following applies to updates to forms in a new study design.

When a new study design version is assigned, with a form that is configured to be submitted individually, all of the existing
(saved) forms can be submitted individually and the warning message is shown.

When a new study design version is assigned, where it is no longer possible to individually submit a form, the following
applies for the existing (saved) forms:

= Clinic users can still view the previously saved forms but cannot submit forms.

= There are no warning messages displayed on the subject details page for that form.

= The Not submitted message on the subject details page is not shown.

= The Manage link can still be selected to show the complete history of the form's submit-receive-return actions,
if the form was individually submitted, but not if the form was part of a booklet submission.

5 Editing a partial submit definition
You can edit a Partial Submit Definition when the Study Settings can be edited, that is, in a new design version which is
unpublished and unlocked and it is not a design revision. The Partial Submit Definition can still be viewed if the study

design is a revision, published or locked.

On the Study Settings page, for the Partial Submit Setup, a counter shows the number of existing partial submit
definitions. Each existing partial submit definition is labelled as:

= NOTIN USE - if a Partial Submit Definition has not been enabled in the study settings.
= Inuse - if a Partial Submit Definition has been enabled in the study settings.
= If enabled, X Times In use is shown, where X is the number of defined partial submits.

1 To edit an existing form with a partial submit definition, select Edit on the form you want to edit on the Partial
Submit Setup page.

The Edit Partial Submit Definition page opens.

Edit Partial Submit Definition

Forms

[PE] Physical Examination

Select as Adverse Event §)

Condition

20

Clinic side notification message

The booklet has one or more forms to be reported

Sponsor side notification message

The booklet has one or more forms to be reported



In the Forms dropdown menu, select the form you want to edit. You can choose any form from the list of
forms in use in the current design:

Edit Partial Submit Definition

Forms
[AE] Adverse Event s
Choose a form
[NP] New patient 9
[EF] ExtraForm
[AUFVI AUFV
[PE] Physical examination
[AE] Adverse Event
[PF] PrevForm

[VCF] VisibilityCheckForm -

The form name is not visible if the form ID has been changed, or the form has been deleted from the
study design. If a form name or the form ID has been changed, an error message is displayed when
validating the study design:

+ Form not found

When editing the Partial Submit Definition, the default notification message for the clinic side and the
sponsor side is shown as described above.

To edit the notification message, enter your text in either the clinic side or the sponsor side notification
message field:

Clinic side notification message
L. B I Y X x A~

The booklet has one or more forms to be reported

Sponsor side notification message
L. B I YU X x A~

The booklet has one or more forms to be reported

Select Save changes. You will be directed to the Partial Submit Setup page where a confirmation message
is displayed:

Partial Submit Setup
[AE] Adverse Event Edit Delete
[CQI Check Questions Edit Delete
[PI] Patient information Edit Delete

Deleting a partial submit definition



You can delete a Partial Submit Definition from Study Settings>Partial Submit Setup when the study design can be edited,
that is, it is not a design revision and is unpublished and unlocked.

Before deleting a Partial Submit Definition please read the following information:

= If an existing partial submit definition is deleted, the existing forms with partial submissions in Viedoc Clinic are
visible to clinic/site users, and the Manage link remains available to open the Manage Form window and show
the History. No kaifu actions are possible and no messages are shown on the clinic or the sponsor side.

To delete a Partial Submit Definition, follow the steps below:

1 Select Delete on the form with the partial submit definition you want to remove.
Partial Submit Setup
=—| |AE] Adverse Event # Edt % Delete
2 A message is shown asking for confirmation:

[AE] Adverse Event

Are you sure you want to delete this Partial
Submit Definition?

Select Yes to delete the form.

After deletion, the_original selected form for the deleted partial submit definition will still be available if you
want to add a new partial submit definition to that form.

The Delete button is disabled when the study settings are in view mode, which is when the study design
cannot be edited.

{ Configuration report

The Partial Submit Setup configuration is available in the Excel configuration report of the study design, to give a

complete overview of the study design version. In Viedoc Designer, the complete configuration report contains all the
settings configured in Study Settings.

For more information, see Configuration report.
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Designer settings

Published by Viedoc System 2018-11-09

The Designer Settings allows you to configure the default format that will be used in Viedoc Designer for various item
types.

Field defaults

Date
Date and Time [Eolbaiey

Time

Under Field defaults the following can be configured:

= Date - the format for the Date items in Viedoc Designer when editing Forms
= Date and Time - the format for the Date and Time items in Viedoc Designer when editing Forms
= Time - the format for the Time items in Viedoc Designer when editing Forms

For each of the above item types, the following parameters can be configured:

Element width (in pixels) Label width (in pixels)

Input field width (in pixels)

Reset settings to system default

Ready Cancel

= Element width - enter the width of the element in pixels. This will be the default element width of the respective
item type in Viedoc Designer.

= Label width - enter the width of the label in pixels. This will be the default label width of the respective item type
in Viedoc Designer.

= Input field width - enter the width of the input field in pixels. This will be the default input field width of the
respective item type in Viedoc Designer.

To update the default values:

1 Go to Global design settings > Designer settings > Field defaults



2 Select the item type you want to edit the default field format for:

=« Date
« Date and Time
« Time

3 Enter the values in pixels for the respective fields
or

Click Reset settings to system defaults to go back to the system default values.

4 Click Ready
5 Click Save changes
6 Publish the Global design settings

The following image shows an example of how setting all the widths listed above to 500 px for the Date type item affects
the look of the Date item in Viedoc Designer when editing Forms:



A Edit Date defaults

Element width (in pixels) Label width (in pixels)
‘. 500 ‘ | 500

Input field width (in pixels)

‘. 500 ‘

Reset settings to system default

Save and then Publish the Global design settings

uennnnnnns

General | Visibility Validation f | Output

Label position

Measurement Unit

Control Type
(@) Date only

() Date and Time

Width (in pixels, e.g. 200)
Element Label Input field

[ 500 H 500 H 500

Instructions for user

Help text for user
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1. Introduction
2. Medical coding scopes
2.1 What is a medical coding_scope?
2.2 Breaking the medical coding
3. Step-by-step guides
3.3 Workflow in Viedoc Designer
3.4 Creating.a medical coding scope
3.5 Creating_a clinic role that can perform and approve medical coding
3.6 Editing_a medical coding_scope
3.7 Deleting_a medical coding_ scope

This lesson describes how to configure medical coding scopes in

1 Introduction
Can not output single-source
For more detailed instructions regarding these steps, see:

« Configuring.medical coding scopes in Viedoc Designer ( )
» Managing medical coding dictionaries in Viedoc Admin
« Medical coding.in Viedoc Clinic

2 Medical coding scopes

21 Whatis a medical coding scope?

A medical coding scope maps the items to be coded to a medical coding dictionary. The scope defines the following:

1. which item in which form should be coded,

2. at what level the coding should break, in case data in the form are changed (see Breaking the medical coding),
and

3. the type of dictionary that should be used for coding.

After a medical coding scope has been created in Viedoc Designer, and linked to a medical coding dictionary in Viedoc
Admin, the defined items become available for coding in the medical coding console in Viedoc Clinic.

You need to create a separate scope for each item to be coded. Only text items can be coded. If you would like to code the
same item multiple times using different types of dictionaries, you need to create a separate scope for each dictionary
type to be used for that item.

2.2 Breaking the medical coding

The medical coding of already coded items will break when data in, or related to, these items is edited. In the medical
coding console in Viedoc Clinic, these items will be flagged and need to be re-coded. It is therefore necessary to define
when the medical coding should break. In other words, it is necessary to define the level at which editing of the data
should lead to breaking of the code. For example, if form level is selected, the coding will break when any item in the form
that contains the coded item is edited. If item level is selected, the coding will only break if the coded item is edited.

The level at which medical coding breaks is determined in the medical coding scope in Viedoc Designer. It is possible to
select one of the following levels for breaking the code:
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= event

= activity

« form

= item group
= item

3 Step-by-step guides

3.1 Workflow in Viedoc Designer

In order to set up medical coding in your study, you have to perform the following steps in Viedoc Designer:

1. Create a form with the items that should be coded. See the eLearning section Creating and editing forms.

2. Create a medical coding scope. See Creating_a medical coding_scope below.

3. Create a clinic role that can perform and approve medical coding. See Creating_a clinic role that can perform
and approve medical coding below.

3.2 Creating a medical coding scope

To create a medical coding scope, follow the steps below.

1 In Designer, scroll to the study for which you would like to create medical coding scopes, and click the Edit
icon in the Global design settings field to open the Global design settings window.

2 In the Medical coding field, click the Edit icon to open the medical coding settings.

Viedoc .515‘

D Viedoc's demostudy *

-y Published
=M 2018-08-1411:43by

Designer settings

Settings

Medical coding

Defined scopes | Last edited 2018-08-14 11:43 by @
Data mappings
Data mappings | Last edited 2018-02-12 13:28 by
Reference data scopes
Reference data scopes | Last edited 2018-06-19 12:05 by
3 Click Add a new medical coding scope.
i ' Viedoc's demostudy

Medical coding
==| AE, AEMHSPY, ltem, MedDRA @ Inuse

==] CM, CMTRT, Form, MedDRA @ Inuse

A pop-up opens.
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4 Set-up the scope:

1. Select the form that should be coded. Only forms that are used in the study workflow can be
selected for coding.

2. Select the form item that should be coded. Only text items can be selected for coding, this
includes text items with role visibility conditions.

3. Optional: Select a value as supporting information about the item (for example route or
indication).

4. Optional: Select a second value as supporting information about the item (for example route or
indication).

5. Select at which level the coding should break in the field Scope (break coding on this level), see
also Breaking the medical coding.

6. Select the dictionary type to be used.

&¥ Add a new medical coding scope

Form

CM] Prior and Concomitant Medications
ltem

[CMDRUG] Drug -
Supporting value 1

CMROUTE] Route of Administration -
Supporting value 2

[CMADM] Indication -

Scope (break coding on this level)
) Event
D Activity
2 Form
ltem group
® [tem

Dictionary type
MedDRA -

MadDRA

Cancel
ATC without DDD
IDF

M

dDRA_J

WHODrug

5 Click Ready.
The pop-up closes.

6 Click Save changes, and click Close to close the Medical coding window.

For the medical coding scope to take effect, you need to publish the global design settings.

3.3 Creating a clinic role that can perform and approve medical coding

In order to use medical coding in your study, you need to set up one or more clinic roles that have the following
permissions (rights):

= Medical coding, together with
= Perform medical coding, and/or
= Approve medical coding.

You need to have at least one clinic role with permission to perform medical coding.



D DemoStudyDesign [12.0]

Edit role "Medical Coder” [R9]

Edit role Manage rights in this role
MName Status Special
Medical Coder m ' User can only view form data (this overrides all edit permissions)
D it
sserpten Export of data into different formats/view reports Metrics Create private notes
I « Medical coding ' Perform medical coding Approve medical coding

View reference data

Avatar CRF Rights
. . . . Add/update subject/event/form data and query answers Delete subjects
P Y P oY oY A Sign subject/event form data and queries +/ Add/change queries Add pre-queries
Promote pre-gueries Data review Clinical review SDV
. . . Lock data
Oh ah AL

Roles that only have the permission Medical coding activated, without Perform medical coding or Approve medical
coding, can see the medical coding status in Viedoc Clinic, but cannot open the medical coding console and perform or
approve medical coding. This setting is typically used by a project manager or a sponsor.

The permissions (rights) for each clinic role are configured in the Roles section of the study design In Viedoc Designer. For
more detailed instructions on how to configure clinic roles, see Configuring_roles.

3.4 Editing a medical coding scope

You can edit a medical coding scope by clicking Edit.

Note! It is not possible to edit a medical coding scope when the Global design settings have been published.
D Viedoc's demostudy
Medical coding

= AE, AEMHSPY, Item, MedDRA @ Inuse
E=] CM, CMTRT, Form, MedDRA @ In use

[==] CM, CMTRT, Item, WHODrug # Ediv X Delete

3.5 Deleting a medical coding scope

You can delete a medical coding scope by clicking Delete.

Note! It is not possible to delete a medical coding scope when the Global design settings have been published.
D Viedoc's demostudy
Medical coding

[=] AE, AEMHSPY, Item, MedDRA @ Inuse
=] CM, CMTRT, Form, MedDRA @ In use

[==] CM, CMTRT, Item, WHODrug # Edie (X DEE
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1. Introduction
2. About importing data into Viedoc
21What is needed to import data?
211 The data mapping_file
2.1.2 The configuration file
2.1.3 The Viedoc API client key
2.2 The data import procedure
3. Description of the data mapping file
3.3 What is a data mapping file?
3.4 Structure of the data mapping file
3.5 Columns of the data mapping file
3.6 Overview of variables to be mapped
4. Step-by-step guides
4.7 Creating_the data mapping_file
4.8 Mapping_the subject ID
4.9 Mapping_the event ID and event date
4.9.4 Mapping scheduled events
4.9.5 Mapping_unscheduled and common events
4.9.6 Mapping_recurring events
4.9.7 Mapping_a certain activity within a event
410 Mapping_the data
411 Editing or removing_a data mapping file
5. Good to know!
512 Using_ FormRepeatKey to map activities and repeating forms
513 Adding new subijects through the import of data
5.14 Special cases when importing data
5.14.8 Range items
5.14.9 Checkboxes
5.14.10 Partial dates

1 Introduction

Viedoc offers support for importing data, for example laboratory data, into your study in Viedoc using the Viedoc Data
Import application. When importing data, the Viedoc Data Import application does the following:

1. it converts the provided data into Clinical Data Interchange Standards Consortium (CDISC) Operational Data
Model (ODM) clinical data format using a data mapping file, and
2.it pushes the data into Viedoc through the Viedoc Application Programming Interface (API).

The Viedoc Data Import Application can be downloaded from the Data mappings window in Global design settings in
Viedoc Designer.

This lesson describes how to create a data mapping file for the import of data into Viedoc using the Viedoc Data Import
Application. For more information on how to download the Viedoc Data Import Application and how to run the application
to import data, see Viedoc Data Import Application.

Instructions on how to create a data mapping file and how to import data using the Viedoc Data Import Application can
also be found in our video tutorial.

2 Aboutimporting data into Viedoc
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21 Whatis needed to import data?

In order to import data into Viedoc, the following is needed:

= the Viedoc Data Import application

= adata mapping file

= a configuration file

= avalid Viedoc username and password, and a study-specific Viedoc API client key

= the data file containing the data to be imported. The data file should be a delimited file, such as a Comma-
Separated Value (CSV) file.

211 The data mapping file

The data mapping file defines how the external data will be mapped to form items in Viedoc. You can create a data
mapping file in Global design settings in Viedoc Designer. Internally, the data mapping will be stored in Clinical Data
Interchange Standards Consortium Define Extensible Markup Language (CDISC Define-XML) format.

212 The configuration file

The configuration file is an XML file that defines (mandatory):

= where to find the data mapping file

= where to find the data that should be imported

= into which Viedoc study data should be imported

« into which APl instance the data should be imported

=« the login credentials that should be used when importing the data

In the configuration file, you can also define the following (optional):
= whether you would like new subjects to be added by the data import
= whether you would like events to be initiated by the data import

= which character encoding should be used, when the imported file is read
= which file delimiter should be used, when the imported file is parsed

One configuration file can contain the import configurations for multiple studies.

213 The Viedoc API client key

You can create a Viedoc AP| client key in the Study settings window on the API configuration tab in Viedoc Admin. For
instructions, see Viedoc Data Import Application.

2.2 The dataimport procedure

The import of data into Viedoc using the Viedoc Data Import Application involves the following steps:

1. Creating a data mapping file in Viedoc Designer
2. Creating a Viedoc API client key in Viedoc Admin
3. Creating a configuration file (not in Viedoc)

4. Preparing the work folder

5. Installing the Viedoc Data Import Application

6. Dropping data into the work folder

7. Running the Viedoc Data Import Application

3 Description of the data mapping file

31 What is a data mapping file?
The data mapping file describes each column of the data file containing the data to be imported, and defines where these

data should be imported into Viedoc. A separate data mapping file should be created for each study, and for each type of
data file to be imported.

3.2 Structure of the data mapping file

The data mapping window in the Global design settings in Viedoc Designer has the following main fields (see image):
. Data Mapping Name, a name (free text) for the data mapping.

. Domain Name, the domain name that will be stored in the Define-XML file. The domain name is not used when
importing data. However, the domain name can be used as a reference to link an import to a form in Viedoc.
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. Data mapping table, that has two main parts:

= Imported file structure, describing each column of the data file to be imported.
= Viedoc, describing the destination of the data in Viedoc.

Edit domain | Safety Laboratory Parameters

a2 2

Date and time sample collection # tome . (STHISLB LBHAEDT)

N T Y
3

(STHISLB LBHAERES)

LR O N Y
.

L Y

LIRS A TR NA Y

LR RN

3.3 Columns of the data mapping file

The data mapping table has the following columns:

Column Description

name

# Number of the column in the data file to be imported.

Column Name of the column in the data file to be imported.

name

Description Description of the parameter in that specific column to be imported (free text).

Link to Links the content to a parameter defined in another column in the data file. This is used when

importing data in a tall-skinny format.

IM ltem mapping: inserts more rows into the table so that one data column can be mapped to multiple
destinations in Viedoc.

Destination Address in Viedoc into which the data should be imported. This directs the data to the correct
subject, event, form and field.

CL Code list: a list of codes that build up a dictionary that can be used to map the imported data values

into their corresponding items in Viedoc.

3.4 Overview of variables to be mapped

The following table gives an overview of the variables that can be mapped.

Variable Mandatory to map, yes or no?
SiteCode Mandatory at all times
SubjectKey Mandatory for importing data into existing subjects, not mandatory when new subjects

are to be added.

SiteSubjectSegNo Not mandatory if the SubjectKey is mapped. Can be mapped separately for matching
existing subjects or creating new subjects.

StudySubjectSeqNo Not mandatory if the SubjectKey is mapped. Can be mapped separately for matching
existing subjects or creating new subjects.



Variable

StudyEventDefId

EventDate

StudyEventRepeatKey

FormDefId

ItemDefId

FormRepeatKey

Mandatory to map, yes or no?
Mandatory for matching the event that the data should be imported into.

When importing data into unscheduled events, either EventDate or
StudyEventRepeatKey is mandatory. Optional for scheduled events.

When importing data into unscheduled events, either EventDate or
StudyEventRepeatKey is mandatory. Optional for scheduled events.

Mandatory for matching the form that the data should be imported into.

Mandatory for matching the item that the data should be imported into, can be
combined with FormDefld to one string.

Mandatory only when the same form occurs multiple times within the same event.

4 Step-by-step guides

41 Creating the data mapping file

To create a data mapping file:

1 In Viedoc Designer, select the study for which you would like to create a data mapping file.

2 In the Global design settings field, click Edit to open the global design settings.

Viedoc's demostudy

Assigned 03 Feb 2017 by Technical Writer, Viedoc Lab

Designers

Technical Writer (elise@viedoc.se)
Latest edited design

Global design settings

Published 12 Feb 2018 13:02 by Technical Writer |  Effective &y
DemoStudyDesign [3.0] ® View
=@ Published
=M Last edited 23 Jan 2018 13:58 by Technical Writer

Design versions Published Unpublished

3 In the Data mappings field, click Edit to open the data mappings overview.
D Viedoc's demostudy
Published
2018-02-12 13:02 by Technical Writer
Designer settings A Edit
Settings
Medical coding A Edit
Defined scopes
Data mappings @
Data mappings | Last edited 2018-01-23 14:05 by Technical Writer
Reference data scopes ¥ Edit

Reference data scopes



Click Add new data mapping, or
if a data mapping has already been created, select the data mapping that you would like to edit.

Brm v
(tinerses rosg}
=] Demostudy_Datamap_VS # Edt & Download

Download Viedoc Import Application

Type a name for the data mapping in the Data Mapping Name field, and type a domain name in the Domain
name field.

Edit domain |
Data Mapping Name Domain name
Name for the data mapping # | Domain name for the data mapping
; 4
Imported file structure Viedoc
#  Column name Description Link to M Destination (Viedoc expression) cL

Add new row



Click Add new row to add a new row to the table, and fill in:
= Column name of the first column of the data file
= Description of the first column of the data file
« Destination in Viedoc of the data in the first column of the data file

Edit domain | Domain name for the data mapping

Data Mapping Name Domain name
Name for the data mapping #  Domain name for the data mapping rd
Imported file structure Viedoc

#  Column name Description Link to IM | Destination (Viedoc expression) CcL

11 - # [ None v L4

Add new row

If you would like to map one data column to more than one destination in Viedoc, click the + iconinthe IM
column to add more mapping details.

Edit domain | Domain name for the data mapping

Data Mapping Name Domain name
Name for the data mapping #  Domain name for the data mapping »
Imperted file structure Viedoc

#  Column name Description Link to IM  Destination (Viedoc expression} cL

1 SubjectlD #  SubjectiD » @
-1 SubjectlD » {SubjectKey} » o

2 I # | None v L4 ]

Add new row

If you would like to enter code list items, click the + icon in the CL column* Code list items define how values
in the data file should be translated into values in Viedoc. Code lists are also used to specify the address for
data in tall-skinny format.

D Viedoc's demostudy

Edit domain | Domain name for the data mapping

Data Mapping Name Domain name
Name for the data mapping #  Domain name for the data mapping »
Imperted file structure Viedoc
#  Column name Description Link to IM  Destination (Viedoc expression) cL
1 SubjectiD # | SubjectiD » &
-1 SubjectlD » {SubjectKey} » o
-2 Site Code Subject ID 4 {CountryCode}-{SiteCode)- rd &
(SiteSubjectSeqNo} m

2 VISITID rd # [ None v {StudyEventDefld} » o
3 VISITDAT rd I I}

1 # {EventDate} # i
-2 » {StudyEventRepeatKey) » o
4 PARAMETER r # | None 4 ']

CLL: | aza7| - cLt s

Add new row



7 Repeat step 6 with the next column in the data file, until all the columns in the data file are described in the
data mapping table.

If you would like to link the contents of the current row to the contents of another row, select the row to link to
from the Link to dropdown menu. This is mainly used for data in tall-skinny format. If you select one of the
items from the drop-down list in the Link to column, the system automatically creates rows with the same
code list items as the item (row) that is being linked to. Linked rows can be updated by clicking on the refresh
button.

D Viedocs demostucy

Edit domain | Domain name for the data mapping

Data Mapping Name Domain name
Name for the data mapping #  Domain name for the data mapping #
Imported file structure Viedoc
# Column name Description Link to M Destination (Viedoc expression) CcL
X SubjectD #  SubjectiD 4 o
-1 SubjectID r {SubjectKey} I bl
-2 Site Code Subject ID » {CountryCode)}-{SiteCode)- I d Y
{SiteSubjectSeqNo) L]
2 VISITID rd #  None B {StudyEventDefld} I L]
3 VISITDAT » s I
1 rd {EventDate)} 14 o
-2 » {StudyEventRepeatiey} rd i
4 PARAMETER rd #  None - 4 i
Cl1: ALAT rd CLt £ i
CL2: ALKP » cL2: £ i
CL3: ASAT r 4 CL3: rd ﬁﬁ
5  RESULT I #  None 4 o
g e e SubjectiD
VISITID
PARAMETER
&
8 Click Save changes, and click Close to close the data mapping table.
9 Click Close to exit the data mappings overview.
10 Click Publish settings in the Global design settings window to publish the changes.

D Viedoc's demostudy

Not published ' Publish ings
Last edited 2018-02-12 13:28 by Technical Writer o

Designer settings
Settings
Medical coding

Defined scopes

Data mappings

Data mappings | Last edited 2018-02-12 13:28 by Technical Writer

Reference data scopes

Reference data scopes

1 In the Data mappings field, click Edit to open the data mappings overview.

12 Click the Download icon for the data mapping that you just created.

Data mappings
[E] Demostudy_Datamap_Vs # Edit & Download

[E5] Name for the data mapping # it [ Dm@mad

An xml file will be downloaded that contains the data mapping.

13 Save the xml file in the work folder.



*When mapping data using code lists to a form where multiple check boxes can be activated in one field,
it is only possible to map the data based on choice number, not based on choice label. It is for this
reason only possible to import values, not strings.

4.2 Mapping the subject ID

Map the subjectID to {SubjectKey} .The mapping is case-sensitive!
Map the site code in one of the two following ways:
= map the site code to SiteCode in a separate row in the data mapping table, or

= map the format of the subject key, as in the example: {CountryCode}-{SiteCode}-{SiteSubjectSeqgNo} .
Click the + icon inthe IM column to add these mapping details to the subject key mapping.

Edit domain | SAS domain name
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The format of the subject key is defined in the Subject Id Generation Settings in the Study Settings in Viedoc Designer. See
Subject Id Generation Settings for more information.

D Demo study 2016 56.0]

Subject |d Generation Settings

Subject |D format [>]
{CountryCode}-{SiteCode}-{SiteSubjectSeqNo:000}

Viedoc imports the data into existing subjects by matching the complete subject key as a string. Instead of mapping to the
subject key, it is also possible to map the subject ID to {SiteCode} and {SiteSubjectSeqgNo} .If both the subject key
and the site subject sequence number are provided during the import, the site subject sequence number will take
precedence.

It is possible to add new subjects through the data import, see below for more information.

4.3 Mapping the event ID and event date

431 Mapping scheduled events

The event ID should be mapped to {StudyEventDefld}, see image. The mapping is case-sensitive!
The date of the event can be mapped in two different ways (optional):

= Mappingto {EventDate} .
{EventDate} is used to initiate events if the event has not been initiated yet. If the event already has been
initiated, the Viedoc Import Application imports the data but keeps the existing event date.

= Mappingto {$THIS.$EVENT.EventDate} .
{$THIS.$EVENT.EventDate} is used to update the event date. If the event already has been initiated, the Viedoc
Import Application updates the existing event date with the new event date. Note that for matching the events,
it is necessary to map the original event date to {EventDate} as well, so that the system recognizes which event
should be updated.
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Edit domain | SAS domain name

Data Mapping Name

DstaMap exaemple for Tall-Skinny3

Imported file structure

#

1

Data will be imported into scheduled events even if the event date is not given or not matching the initiated event date.

Column name

PatientiD

VISITID

VISITOAT

PARAMETER
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4.3.2

The event ID should be mapped to :

.

.

L ]

Description
Subject ID
Subject D

Sits Code Subject ID

Visit Date
Visit Date

Study Event Repeat Key

Alanine aminotrans/erase - Result
Alkatine phosphatase - Result

Aspartate aminotransferase - Result

The mapping is case sensitive!

If the event has been initiated, the Viedoc Import Application checks whether the date in the data file matches with the
existing date. If the dates are matching, the data will be imported. If the dates are not matching, the data will not be
imported.

If the event has not been initiated yet, the event date will be imported and/or an event sequence number will be created.

4.3.3

Recurring events should be mapped to {StudyEventRepeatKey} ,alongwith {StudyEventDefId} .

4.3.4

You can also map data to a certain activity within an event using the Activity ID. This is useful when the same form is used
in two different activities within the same event, for example before and after administration of a drug. The Activity ID
should be mapped to {FormRepeatKey} .For more information about mapping data to specific activities, see the
example below under Using FormRepeatKey to map activities and repeating forms.
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Viedoc
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1. {StudyEventDefId} ,along with
2. either {EventDate} or {StudyEventRepeatKey} .The event will then be matched on event date or on
event sequence number.
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44 Mapping the data

The data, for example laboratory results, should be mapped to the correct form and field ID. The mapping of these data is

also case sensitive.
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In the example in the image, the laboratory results of the alanine aminotransferase serum levels are mapped to
{$THIS.CC.RES_ALAT} .Thisis built up as follows:

= $THIS maps the data to the event as defined earlier in the mapping.
= CC s the ID of the form that the data should be imported into.
= RES_ALAT is the ID of the field in the form that the data should be imported into.

You can also specify a scheduled event explicitly in the data mapping. For example, it is possible to map the above data
directly to Event 1using {E1.CC.RES_ALAT} .In that case, the event ID does not have to be included in the data file, and,
hence, the event ID does not need to be mapped to {StudyEventDefId} , because the event is already specified in the
destination of the data.

45 Editing or removing a data mapping file

You can remove a table row by clicking on the trash can icon.

You can import and edit an existing Define-XML file by clicking on Import data mappings in the Data mappings overview.
Select the file you would like to import and click Open. Edit the data mapping table if necessary and click Save changes to
save the data mapping.

You can remove existing data mappings in the Data mappings overview by clicking Delete. It is not possible to delete a
data mapping that has already been published.

5 Good to know!

51 Using FormRepeatKey to map activities and repeating forms

The form repeat key can be used to specify:

= which activity the data should be imported into, in case the same form is used in different activities within the
same event, and
= which form the data should be imported into, in case the form is repeating.

The form repeat key should be mapped to {FormRepeatKey} .

The form repeat key attribute in the Operational Data Model (ODM) contains both the ActivityDeflD and the
FormRepeatKey, separated with a $, as in the following format: {FormRepeatKey}${ActivityDefID}.

In the example of the image below, we map data into the vital signs form VS, that is used in two different activities within
event 1:Activity 1and Activity 2. In Activity 2, the form is set as repeating.

Edit domain | SAS Domain name

Data Mapping Name Domain name

Demostudy_Datamap_V$ #  SAS Domain name *

Imported file structure Viedoc

Column name Description nk e M estination (Viedoc expression| L

SUBJECT #

#  None . STHIS.VS VSDIA} ¥

SE-01-003,VISIT1 | 3§V1ACI2|

The activity column in the data file specifies both the form repeat key (1, 2, 3, 4) and the ActivityDefld (VIACT1, V2ACT2),
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separated by $. The activity column is mapped to {FormRepeatKey}. The data highlighted in green will be imported in the
third instance of the VS form in Activity 2.

If only the FormRepeatKey is specified during the data import, and not the ActivityDefld, the data will be imported into the
first activity in which the respective form is used.
5.2 Adding new subjects through the import of data

You can add new subjects through the import of data. In that case, the configuration file the tag
AllowCreatingSubjects should be setto true ,for more information, see Viedoc Data Import application.

To enable Viedoc to add new subjects, one of the following should be mapped:

= {SiteCode}, the next available site subject sequence number will then be assigned to the new subject.
= {SiteCode} and {SiteSubjectSeqNo}, to assign a site subject sequence number to the new subject yourself.
= {SubjectKeys}.

If only the subject key is mapped, Viedoc needs to extract the country code, site code and site subject sequence number
from the subject ID. It is necessary to map the format used for the subject ID, for example: {CountryCode}-{SiteCode}-
{SiteSubjectSegNo} .

Note that Viedoc can only correctly extract the country code, site code, and site subject sequence number within a subject
ID if one of the following two requirements are met:

« The country code, site code and subject sequence number are separated with a separator (any symbol), for
example: {CountryCode}-{SiteCode}-{SiteSubjectSeqNo} .

= The exact number of digits in the country code, the site code, and the site subject sequence number are
specified in the subject ID generation settings in Viedoc Designer. For example, if the subject ID generation
settings in the study design are set at {CountryCode}{SiteCode}{SiteSubjectSeqNo:000} (with no
separators, for example, SE02001) then the mapping must also be set as {CountryCode:00}{SiteCode:00}
{SiteSubjectSeqNo:000} so thatthe correct digits are mapped for the country and site codes.

Subject Id Generation Settings

Subject ID format

{CountryCode}{SiteCode}{Site SubjectSeqNo:000}

5.3 Special cases when importing data

531 Range items

When importing to range items, there are two scenarios:

« Ifthe rangeis =/</<=/>/>=,then the value in the file should for example be ">=10".
= If the range is an Inclusive In Between, then you write as follows [Lower,Upper], for example "[10.2,20.1]". Note
that the lower and upper limits are separated by comma and decimals specified with period.

Ifimporting Inclusive In Between values and the delimiter in the file is comma you have to put the range value within
quotation marks.

532 Checkboxes

When importing to checkboxes you have to specify the code value separated by comma, for example “1,3,5".

If the delimiter in the file is comma you have to put the value within quotation marks.

533 Partial dates

When importing partial dates to date fields you should only add the parts of the date that is known. For example if the day
is not known, then add “2020-01" (year and month) or, if the month is not known, add “2020".
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This lesson describes how to configure reference data scopes in

1 Introduction
Can not output single-source
For more detailed instructions regarding these steps, see:

= Configuring reference data scopes in Viedoc Designer ( )
=« Managing reference data sources in Viedoc Admin
« Working with reference data in Viedoc Clinic

For a detailed example of how to work with reference data, see:

= A use case for working with reference data

For a video tutorial on how to work with reference data, see

=« Reference data video tutorial

2 Reference data scopes

21 About reference data scopes
A reference data scope is a mapping of the items that should be automatically populated with reference values, and a
listing of the factors that affect these data. The data for one reference data scope will be populated to one specific lab
data form. Reference data scopes are configured under the Global Design Settings in Viedoc Designer.

A reference data scope is linked to a reference data source and defines the following:

= which measurements the reference data source carries out,
= which parameters (factors) might affect the results,
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= what are the ranges/units that are used for these parameters.

2.2 Description of the reference data scope page

D s
Reference data scopes g -
] Hoematology Factors: 2. Variables: 20 @ nse ©F [ 9| 2 vounions
| <
7] Clinical Chemistry Factors: 2, Variables: 20 @ nure )t (L Doy
] Coagulation Factors. 2, Variables: 2 @ nsse # e (XD
=7
"D oncology study

Reference data scope | Clinical Chemistry

Scope name

N
Clinical Chemistry ’
Factors
# Factorlabel Factor oxprossion Factor optons
1 A # | STHISHIDEAGE_HIDA # - T &
24 Gender # €00 oMDMSEX # e Male Female o
Variables. Targettypes
# Fom Name Date factor urit ’ O, specity . Nomal range .
1 Clinicsl Chemsty 18CC) # sinbin # e ccoar # o BUIUNK(BLLIBORRESU) 4 Specify BIU_LBORRESUOTH)  #  BILinormatange »
B TBORNRY L]
2+ ClinicalChemisty 18CC) # Abumin # - ccteoar # o ABUNUALBLBORRESU) 4 Specify ALBLEORRESUOTH)  # ALD e
i
5+ ClinicalChemisty (1BCC) # Atatne phosphatase # - ccteoar # o APUNKALPLBORRESU 4 Specify AIPBORRESUOTH) #  ALPnormalange P
i o et AP PBORNR L]
44 Clinical Chemistry (LBCC) # Aanine Aminotransferase # e cCtBOAT # o ATUNCALTLBORRESU)  # Speciy (ALT_LBORRESUOTH) #  ALT normalrange P
LT CBORNR) L]
5 4+ Clinical Chemistry (LBCC) # AspariateAminouansferase  # e CC_LEDAT # - ASTUNUASTLBORRESU)  # Specify AST_IBORRESUOTH) 4 AST normal ange P
(ST CBORNR] L]
6+ Clinical Chemistry (LBCC) # Creatinine # e cotBOAT & e cREATU # specity # CREAT normal range P
rear torresu) ERENY_Lorresuor CREAT LEORNR) o
7+ Clincal Chemistry (LBCC) # Gomma GlutamylTansterase &+ CC_UBDAT # - GGTumt(GGT_LBORRESU) # Specily (GGT_LEORRESUOTH) # GG nommalrange P
GoTLBORNR) L]
&+ Clinial Chamistry (LBCC) # | UreaNirogen # e coLBOAT & e UREANun # Specity # UREAN normal rangs s 5
(UREAN-LBORRESU) REA _LeoRRESUOTHI UREAN.LEORNR) L]

On the Reference data scopes page, you can:

.Add a new scope, see Creating_a reference data scope.

. Import a scope, see Importing_a reference data scope.

. Edit an existing scope, see Editing_a reference data scope. The Reference Data Scope page opens, where you can
configure the following:

.Scope name. The scope name is displayed in Viedoc Admin, where the scope can be linked to a reference data
source. Itis also displayed in Viedoc Clinic, where the reference data values can be entered. The scope name is a
mandatory field.

Use a scope name that contains a (short) description of the measurements to be carried out. This will make it
easier to identify the scope in Viedoc Admin and Viedoc Clinic.

The factors that affect the reference data (see Factors).

. The variables that will be measured and the fields that will be auto-populated with reference data (see
Variables).

Download a reference scope.
You can only download a reference data scope gfter it has been published in the Global design settings.

Reference data scopes

- | Haematology Factors: 2, Variables: 20 @ Inuse # Edit Download

-~ | Clinical Chemistry Factors: 2, Variables: 20 @ inuse # Edit
- | Coagulation Factors: 2, Variables: 2 @ Inuse # Edit % Download

See Downloading_a reference data scope

Delete an existing scope, see Deleting_a reference data scope.
You can only delete a reference data scope before it has been published in the Global design settings.

2.3 Factors

231  Whatis a factor?

A factor is a parameter that may affect the normal range for a test result, such as a subject’s gender or age. The factors
defined here will become available in the reference data editor in Viedoc Clinic.



232  Configuring factors on the Reference data scope page

Factors
# Factor label
1 Sex

2t Age

Factor expression ) Factor options )
# DEMOG.DEMOG.SEX #  eeo Male, Female
# DEMOG.DEMOGAGE # F

Factor expression
Choose visit or study event
IDEMOG] Demographics v
Choose form
IDEMOG] Demographics v
Choose item

IAGE] Age (years) v

Expression

DEMOG.DEMOG.AGE

Add

On the Reference data scope page, you can:

.Add a new factor.

. Delete a factor.

. Edit a factor.

Each factor is defined by:

Cancel

= # - order number. The order number is automatically assigned. You can change the position of the factor in the
list by selecting the arrow next to the number. The factors will be displayed in this order in the reference data
editor in Viedoc Clinic.
= Factor label - the name of the factor. This label will be displayed in the reference data editor in Viedoc Clinic.
If you change the factor label after data have been entered in the reference data editor in Viedoc Clinic,
the entered data will be lost because the factor names do not match anymore. The factor label is case

sensitive.

= Factor expression - the reference path for the factor to a particular form item. You can edit this field by:
= Typing the expression of the item manually

Selecting "..." and select the item from the Factor expression dialog.
The following item types are accepted: drop-down, radio button and number. The items available to
select from are all items of effective design versions, and items from previous design versions with

existing form or event data.

= Factor options - displays the options that belong to the selected form item. The options are automatically
populated. If no options are predefined for the selected form item, the field will display 7TBD. The options then
should be defined in Viedoc Clinic when entering the reference values.

All the above fields are mandatory to fill in when defining the factors.

2.4 Variables

241 What is a variable?

Avariable is a specific measurement to be carried out. The variables defined here will become available in the reference
data editor in Viedoc Clinic.

242  Configuring variables on the Reference data scope page

Variables
# Form
1 Laboratory Results &

Blood test (LAB)

2t Laboratory Results 4
Blood test (LAB)

3 ¢ Laboratory Results 4"
Blood test (LAB)

J Add new variable

Name

Hemoglobin '
Hematocrit »
Platelets #

Date factor

LAB_DATE

+  LAB_DATE

LAB_DATE

On the Reference data scope page, you can:

.Add a new variable.

Target types

Unit » Normal #»
range
«  Unit # Normal range rd
(LAB_HB_UNIT) (LAB_HB_RANGE) J

Unit # Normal range rd
(LAB_HC_UNIT) (LAB_HC_RANGE)

Unit #  Normal range P
(LAB_PL_UNIT) (LAB_PL_RANGE)



. Delete a variable.
. Edit a variable.

Each variable is defined by:

# - order number. The order number is automatically assigned. You can change the position of the variables in
the list by selecting the arrow next to the number. The variables will be displayed in this order in the reference
data editor in Viedoc Clinic.
Form (3) - the form containing the items that you would like to have populated with reference data values (e.g.,
alab form). You can select the form from the drop-down list. All forms used in the study are available to select
from in the drop-down list.
Name (4) - the name of the variable. This name will be displayed in the reference data editor in Viedoc Clinic.
You can edit this field by:
= Typing the variable name.
« Selecting "..." and selecting an item from the Variable type dialog. In the Variable type dialog, you
can choose between Static and Dynamic. See Types of Variables for more information.
If you change the name of the variable after data have been entered in the reference data
editor in Viedoc Clinic, the entered data will be lost because the variable names do not match
anymore. The variable name is case sensitive.

Date factor (5) - the date the measurement was carried out, by default set to EventDate. This field determines
on which date the reference data to be populated are based, for example in case the event date is not the
same as the measurement date. You can edit this field by:

= Typing the expression.

= Selecting "..." and selecting an item from the Date factor expression dialog.

Target types (6) - the type of information that the reference data source can provide, for example unit or range.
This field determines which items from the selected Form will be auto-populated with reference data. You can
define an unlimited number of target types. The following item types are accepted: string, number, range,
dropdown and radio button. The items available to select from are all items of effective design versions, and
items from previous design versions with existing form or event data. The type name is the label that will be
displayed in the reference data editor in Viedoc Clinic. The order in which the target types are defined here, is
the order in which they are displayed in the reference data editor in Viedoc Clinic.

All the above fields are mandatory to fill in when defining the variables.

One form item can only be mapped to one scope. If the form item is mapped to multiple scopes, the following error
message is displayed: Design items can only be related to one scope.

Avariable cannot be mapped to form items that contain functions. If the variable is mapped to an item containing a
function, the following error message will be displayed: /t is not possible to relate to design items that contain functions.

243

Types of variables

There are two types of variables:

= Static - used when the target items (items to be populated with reference data) have a single and fixed
purpose, i.e., when the items are described by a static text.

= Dynamic - used when the target items have a purpose that depends on what has been selected in another
item, i.e,, when the items are described by another item containing a drop-down list or radio button. Each code
list item of the describing item is displayed as a separate variable in the reference data editor in Viedoc Clinic,
and for each code list item, a separate set of reference values has to be entered.

An example of a static variable is given in the image below.

Forms /

Preview of your form @

Laboratory Results - Blood test @

Date and time of collection
o

Result Unit g L8 HC

Reference data scope | Lab references

[ Show ID for fields

Scope name

Lab references

Factors

Faotordabel

Variables

1 esults
Blood test (LAB
2+ Laboratory Results
Blood test (LAB

3 +  Laboratory Results
Blood test (LAB

# [Hemogiobin Py

#  Hematocrit # o

# Platelets o

Factor options

#2 DEMOG.DEMOG.SEX #  ee Male, Female

#: DEMOG.DEMOG AGE # e

Date factor Unit s

LAB_DATE # oo Unit # Nomalmnge  #
(LAB_HB_UNIT) (LAB_HB_RANGE|

LAB_DATE # #  Normal range ®
(

Unit g
(LAB_HC_UNIT) LAB_HC_RANGE|

LAB_DATE PR #  Normal range »

Unit
(LAB_PL_UNIT) (LAB_PL_RANGE)



An example of a dynamic variable is given in the image below. If the item consists of radio buttons or a drop-down list, and
thus has a code list, the variable names as displayed in the reference data editor in Viedoc Clinic are taken from the code
listitems. For each code list item, a separate set of reference values has to be entered in the reference data editor. When
the clinic user then fills in the form in Viedoc Clinic, the selection he/she makes from the radio buttons or drop-down list
determines which reference values are populated to the form.

Forms /

Previewr of your form @

Haematology @ i

Evaluation
m s

Choose ne. ¥

Evaluation
@ cLsic_0

uation
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15IG_04

bose one. T
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Analyte /> Result  Unit Normal Range
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3 Step-by-step guides

31

Reference data scope | Haematology

Scope name

Haematology

Factors

4 Factor Labe! Fictor expression
1 Gender # ADDSDMSEX
Variables

& Form Name!

1 Haematology (LBHM) # | TEsT_01

2+ Haematology (LEHM) # | TEST_02

3+ | Haematology (LBHM) # | est_os

4+ Haematology (LBHM) # | Test_oa

£ Uppsala University Laboratory, Haematology

Linked 1o 1 5ite(s). Settings can be edited by 2 user(s|

Valid from  2018-01-01

na

Reference variable name

Valid o Ongoing

Workflow in Viedoc Designer

Hasmataerit

Haemoglebin

The variable names
are taken from the
code listitems.

+2% Variable type

satc

® Dynemic

Date {

In order to set up reference data in your study, you have to perform the following steps in Viedoc Designer:

1. Create a form with the items that you would like to have auto-populated with reference data values.

Range items should allow the maximum number of decimal digits (6).

For more information on creating forms, see the eLearning section Creating and editing forms.
2. Create a reference data scope. See Creating_a reference data scope below.
3. Create one or several clinic roles that can edit and/or publish reference data. See Creating_a clinic role that

can edit and publish reference data below.

Eapresson
| TEST_01
- - J
* | EventDute TORRESUZ02Y Range ]
(ORNR_02)
- EventDate # - Unt # Normal ,
(ORRESU_03) Range i
(ORNR_03)
- EventDate # e Unit # MNormal ¢
{ORRESU_04) Range i
(ORKR_04)
[~ —
& uplicate | i
Factors Values 1o be populated
Gender Unit Normal range
Male 38 = 52
36 = 46
arams/d 12 - s
120 =/ 155
n 3500 =/ 10000
Femals L 4000 =/ 10000
Male 106l 4= s
Female 1006L a = 82

When creating forms, set the items that serve as factors to Required. If a factor item is left empty in Viedoc Clinic, no
reference values can be auto-populated. Setting the item that serves as a factor to Required avoids that they will be left
empty. In the example below, Age in the form Demographics serves as a factor for the reference data for the variable
Hemoglobinin the form Laboratory Test Results. To make sure that reference values can be populated, the subject's age
needs to be provided. The item Age in the form Demographics is therefore set to Required field.
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Preview of your form €@

Demographics

Date of Informed Consent Gender

Male Female

DMAGE Settings

Date of birth General Visibility | Validation i Outputm

:
]

: D
! DMAGE
]

1

{ —
1

g @ Required field

Uaia CiieCRs | 1]
A true constraint expression
DMRGE <= 65 s& DMRGE >= 19 e
£
Query/Error message when false

Age is not within the expecied  +
range {19-65), defined per Y

(V] Allows form save

[ :- Duplicate field ° Delete field

3.2 Creating a reference data scope

To create a reference data scope, follow the steps below.

1 In Viedoc Designer, open the Global Design Settings page. In the Reference data scopes field, select Edit.

2 Select Add new scope.
The Reference data scope page opens.

3 Enter a name for the scope. The scope name will be visible in Viedoc Admin, where the scope can be linked
to a reference data source, and in Viedoc Clinic, where the reference data values can be entered.



Set the factor(s) as follows:

= Select Add a new factor.
= In the Factor label field, type a name for the factor.
= In the Factor expression field:
= type the expression of the item directly, or
« select"...". The Factor expression dialog opens. Select the study event, the form and
the item from the dropdown lists. The expression is displayed in the Expression field.
Select Add to add the expression.

Reference data scope | Name of the scope

Scope name

Name of the scope »
Factors

# Factor label Factor expression Factor options

1 Sex # DEMOG.DEMOG.SEX #| =+« |Male Female

Add new factor

Factor expression

Choose visit or study event

[DEMOGI Demographics v

Choose form

[DEMOG] Demeographics v

Choose item

[SEX] Sex v

Expression

DEMOG.DEMOG.SEX

w Cancel

The Factor options field automatically displays the options that belong to the selected form items. If no
options are predefined for the selected form item, the field will display TBD.

You can add as many factors as you like. You can delete a factor by selecting the trash canicon.

See also Factors for more information.



Set the variable(s) as follows:

= Select Add a new variable.
= In the Form field, select the form containing the items that you would like to have populated with
reference data values.
= Inthe Name field:
= type the name of the item, or
= select"...". The Variable type dialog opens. Select the type of variable, see Types of
variables.
= Static, for variables that consist of numeric fields or text fields.
= Dynamic, for variables that consist of radio buttons or drop-down lists.
If Dynamicis chosen, select the form and the item from the drop-down
lists. The expression is displayed in the Expression field. Select Add to add
the expression.
. For static variables, you always have to type the name.

= In the Date factor field:
« type the expression of the date item that the reference values should be based on, or
= select"...". The Date factor expression dialog opens. Select the event, form and date
item that the reference values should be based on.
= The expression is displayed in the Expression field. Select Add to add the expression.

« Inthe Target types field:
= select the arrow to the right of Target types and select Add a new type,
= enter a name for the target type in the Type name field,
= select the empty field and select the item that should be automatically populated with
reference data values from the drop-down list. You can also type the expression
directly, or type the name of the item to filter the list of items.

Reference data scope | Name of the scope

Scope name

L)

Name of the scope

Factors

# Factor label Factor expression Factor options

1 Sex # DEMOG.DEMOGSEX # sss Male, Female

2t Age # DEMOG.DEMOG.AGE #

dd

Variables Target types

# Form Name Date factor Unit » Type &
name

1 Laboratory Results - Blood # Hemoglobin # | =+« | LAB_DATE #| oo | Unit #  Selet

test (LAB) (LAB_HB_UNIT)

Norm

Add new variable
Mormal range
(LAB_HB_RAN
Mormal range
(LAB_HC_RANGE!

. Normal range
Variable type Date factor expression (LAB_PL_RANGE)
Static Event date
@ Dynamic ®) Date from same form

Date from other form

Choose form

[LAB] Laboratory Results - Blood test v Choose form
Choose item [LAB] Laboratory Results - Blood test v
[LAB_HB_CS] Clinical signifcance v Choose item
[LAB_DATEI] Date and time of collection v
Expression
LAB_HB_CS Expression
LAB_DATE
Add Cancel
Add Cancel

You can add as many variables and target types as you like. You can delete a variable by selecting the trash
can icon. You can delete a target type by selecting the arrow to the right of the target type name and
selecting Remove type. You can move the target types to the left or to the right by selecting the arrow to the
right of the target type name and selecting Move to right or Move to left.

See also Variables for more information.

Select Save changes.
The newly created reference data scope appears in the list of reference data scopes.



In order for the newly created reference data scope to take effect, you need to publish the global design settings.

Once the reference data scope has been linked to a reference data source in Viedoc Admin (see Managing reference
data sources in Viedoc Admin), it is possible to enter reference values to that source-scope combination in Viedoc Clinic.
The reference values should be published in Viedoc Clinic to make them available for auto-population to the subject
forms (see Working with reference data in Viedoc Clinic). If the reference data scope is changed and published in Viedoc

Designer after the reference values have been published in Viedoc Clinic, the following message will appear in Viedoc
Clinic.

Reference data

All sites Sweden Finland Germany Netherlands Austria Belgium [taly United Kingdom Switzerland
Akademiska Lab, Hematology CBC

Reference values Published 13 Aug 2018 07:56 UTC by

i1 Linked to 2sitels). Linked to 20 form(s). Settings can be edited by 3 user(s). Last saved 07 Aug 2018 1218 UTC by

¥ Publish required as scope definition has been updated

Open reference data edito
The reference date source-scope combination needs to be updated and published again in Viedoc Clinic, for the
reference values to become available for auto-population to the subject forms.

3.3 Creating a clinic role that can edit and publish reference data

In order to use reference data in your study, you need to create one or more clinic roles that have permission to perform
one or more of the following actions:

= View reference data - allows the user to see the existing reference data in read-only mode in Viedoc Clinic.
When enabling this option the following two options become available:

« Edit reference data - allows the user to edit and save reference data.

= Publish reference data - allows the user to publish the reference data values, so that the values will become
available for population to the subject forms in Viedoc Clinic.

You need to have at least one clinic role with permission to edit reference data and one clinic role with permission to
publish reference data. This does not have to be the same role.

Edit role [R11]
Edlit role Manage rights in this role

Name Status Special

Ref Data Manager [ v @) User can only view form data (this overrides all edit permissions) Export of data into different formats/view reports Metrics
Hesenptien Create private notes Medical coding /' View reference data +/ Edit reference data +/ Publish reference data
CRF Rights
4
Add/update subject/event/form data and query answers Delete subjects Sign subject/event form data and queries
Avatar Add/change queries Add pre-queries Promote pre-queries Data review Clinical review SDV

|:| Lock data

The permissions (rights) for each clinic role are configured in the Roles section of the study design In Viedoc Designer. For
more detailed instructions on how to configure clinic roles, see Configuring_roles.

3.4 Editing a reference data scope
To edit a reference data scope, open the Global design settings page in Viedoc Designer. In the Reference data scopes

field, select Edit to open the Reference data scopes page. Select Edit to open the reference data scope you would like to
edit and make the required changes.

Reference data scopes
:—| Lab references Factors: 2, Variables: 3 ) Inuse Edit
-—| Chemistry Factors: 2, Vanables: 3 Edit Delete

:=| Hematology Factors: 0, Varables: 2

I.,.,
.

Delete
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See also Factors, Variables and Creating_ a reference data scope for more information.

You can edit a reference data scope at any time, even after the Global design settings have been published and the scope
has been linked to a reference data source. In order for the changes to take effect, you have to publish the Global design
settings again.

3.5 Deleting a reference data scope

Note! You can only delete a reference data scope before it has been published in the Global design settings.

To delete a reference data scope, open the Global design settings page in Viedoc Designer. In the Reference data scopes
field, select Delete. A confirmation dialog opens. Select Delete to proceed with removing the scope, or select Cancel to
return without deleting the scope.

Reference data scopes

:—| Lab references Factors: 2, Vanables: 3 @ Inuse # Edit
= | Chemistry Factors: 2, Variables: 3 # Edit X Delete
-—| Hematology Factors: 0, Variables: 2 # Edit 3 Delete

3.6 Downloading a reference data scope

Note! You can only download a reference data scope after it has been published in the Global design settings.

To download a reference data scope, open the Global design settings page in Viedoc Designer. In the Reference data
scopes field, select Download.

When you select Download, the downloaded file in JSON format is available in your browser:

) Oncology Study_Clinical

Chemistry_20241022114427 json
D Oncology Study 7.7 KE+ Dane

) o©ncology
Study_Haematology_20241022114316,s0
Reference data scopes n
7.9K8+ 1 minute ago
= | Haematology Factors: 2, Variables: 20 @ inuse ) Oncology
Study_Haematology 2024102213623 jso
n
=—| Clinical Chemistry Factors: 2, Variables: 20 @ Inuse 7.9 KB » 8 minutes ago
-—| Coagulation Factors: 2, Variables: 2 @ Inuse # Edit ¥ Download

3.7 Importing a reference data scope

To import a reference data scope, open the Global design settings page in Viedoc Designer.

1 In the Reference data scopes field, select Import reference data scopes.
D Oncology Study
Reference data scopes H
Haematology Factors: 2, Variables: 20 @ Inuse # Edit % Download
Clinical Chemistry Factors: 2, Variables: 20 @ Inuse # Edit ¥ Download
Coagulation Factors: 2, Variables: 2 @ Inuse # Edit & Download

The file browser window opens.



2.

Select the file you want to import.

You can import a reference data scope that has previously been exported from Viedoc, as long as the file:

= Isin JSON file format.
= Contains valid syntax and structure for a reference data scope.
= Includes only data that exists in the study design.
Variables that are not in the study design are removed during the upload process, so we
recommend that you first save the form in the design and then upload the reference data scope.
For example, if the imported JSON file contains:
= Target Types or Form Fields not defined in the study design: These fields will be blank
in the Ul and require manual adjustment.
= Factor Expressions or Date Factor Expressions that are not present in the study
design: These are displayed as they are in the Ul.

In the edit view you can review the imported reference data scope. Select Edit to open the imported
reference data scope and make any required changes. See Editing_ a reference data scope

Select Save Changes to save the imported reference data scope. This gives you the option of viewing and
modifying the reference data scope before saving it. The scope will then appear in the list of reference data
scopes.

The reference data scope is not saved to the Viedoc database until you select Save Changes. You can
always import a new reference data scope.
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2. Configuring Reports
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2.2 Dashboard
2.3 Demographics
2.4 Adverse events
2.5 Custom reports

1 Introduction

In Reports configuration, you set up what data the Viedoc Reports application will collect and display. You also set up the
report pages that the users can access. The five main settings are as follows:

= Visibility settings - here you configure the visibility settings for the roles that have Reports permission
« Dashboard - here you define the reason for when a subject is considered withdrawn
= Demographics - here you configure what items to be populated in the Demographics section in Viedoc

Reports

= Adverse events - here you configure what items to be populated in the Adverse Event section in Viedoc
Reports

= Custom reports - here you upload your own custom reports to be shown in the Reports section in Viedoc
Reports

For more information about Viedoc Reports, see Viedoc Reports User Guide.

2 Configuring Reports

To configure Reports:

1 In Viedoc Designer, select the study for which you would like to configure Reports.
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2

In the Global design settings field, click Edit.

Viedoc's demostudy
+" Assigned 03 Feb 2017 by Technical Writer, Viedoc Lab.

Designers

Technical Writer )
Latest edited design

Global design settings

+" Published 12 Feb 2018 13:02 by Technical Writer | ' Effective

DemoStudyDesign [3.0]

® View
Published
Last edited 23 Jan 2018 13:58 by Technical Writer
) Designversions [ Published B Unpublished Show all

In the Reports configuration field, click Edit.

D Triala

Not published

' Publish settings
Last edited 2020-09-10 11:07 by Soff Ann

L

Designer settings ¥ Edic
Settings
Medical coding ¥ Edit

Defined scopes

Data mappings ¥ Edit

Data mappings | Last edited 2020-09-10 11:07 by Soff Ann

Reference data scopes ¥ Edit

Reference data scopes

Reports configuration ¥ Edit

Defined configurations | Last edited 2020-11-26 14:02 by Soff Ann

You can now configure the settings by clicking Edit in one of the fields: Visibility settings, Dashboard,
Demographics, Adverse events, Custom reports.

Reports configuration
[=7] Visibility settings @ Inuse
[z7] Dashboard @ Inuse
[] Demographics @ Notinuse
[==] Adverse events @ Inuse

[Z"] Custom Reports @ Inuse

After editing and saving any changes, the Not in use status changes to In use.

Publish your global design settings.

Publish your design.

# Edit

# Edit

# Edit

# Edit

# Edit



21 \Visibility settings

In Visibility settings, you can configure the roles that should have access to the different report pages:

Viedoc Reports / Visibility settings

Select which roles should have access to the Reports page

Report pages Roles

Dashboard Investigator X Monitor X
Demographics Project Manager X
Adverse events Monitor X

Data browser
Investigator
Reports Mmﬁ'

Projert Manager

By clicking on a field, a dropdown list is displayed with the roles that are selectable for each page. When all pages are
mapped with the desired roles, click Save changes and close the window.

= Arole only shows up here if the permission for Reports is selected on the Roles page. Additionally, to be able to
export reports on the Data browser and Reports pages, the user must have export rights. The export is
allowed only if the export permission is applicable to all the assigned sites. See Configuring roles for more
information.

= The data sync in Viedoc Reports can delay the application of the role settings up to 24 hours.

= Users can download reports whether they have export rights or not, except for the raw data. They need export
rights to download the raw data.

2.2 Dashboard

In Dashboard, you can select a form and an item from which the reason for withdrawal or discontinuation is collected.
This is then presented in Reports in a graph. For this to work, you must have a form with a codelist item where you have
several options. After making your settings, click Save changes and close the window.

Viedoc Reports / Dashboard

Select the form and item where the reason for withdrawal / discontinuation is collected
Form

[DS1] End of Treatment

Item

Choose a question

Cheose a question

[DSCOMP_ET] Did the subject complete the treatment?

[FUPYNI Is the subject continuing with the safety follow-up visit?

[DSDECOD_ET] Primary reason for treatment discontinuation D

2.3 Demographics

In Demographics, you can configure up to five graphs to be presented in the Demographics page, showing the
distribution of the Demographics data.

To configure the graphs:
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1 Select a form and the corresponding form item from which you want the data to be collected.

Viedoc Reports / Demographics

Configure up to 5 graphs to be displayed on the Demographics page

[DM] Demographics v | | ISEXI Gender

Gender Graph title

[DM) Demographics *  [DMAGE| Age v | Age Graph title
[DM] Demographics * | Chooseaquestion Graphtitle
Choose a form Graphtitle

[ETHNIC] Ethnicity @ -
Choose a form SEX] Gender Graphtitle

DMRACE] Race

RACE] Race(Please check all that apply)

MENOSTAT_RPORRES] Reason

DMCBPREA] Reason for No CHB

DMSEX] Sex

RACEOTH] Specify

© Viedoc Technt  [syBJINIT] Subject initials Get he

s of Use -
Jerms ofUse P o v vear ot birth -
VIEdOCT™ VEISIOR, 2o <o e

2 Give the graph a title.

If you don't name it, the form item name is used as the title.

3 After making your settings, click Save changes and close the window.

When selecting the items to populate the plots, if the same item or form is used across more than one event, or, if the
form is a repeating form, the system will use the latest non-blank value only.

2.4 Adverse events

In Adverse events, you can configure up to five graphs to be presented in the Adverse events page, showing the
distribution of Adverse events data.

To configure the graphs:

1 Select the Adverse event form and the corresponding form items from which you want the data to be
collected.

Viedoc Reports / Adverse events

Configure up to 5 graphs to be displayed on the Adverse Event page

[AE] Adverse Event

[AEQUT] Outcome of Adverse Event ’ Qutcome

Graph title
[AESEV] Severity/Intensity - Graph title
Q
Graph title
IAECOVAL] Narrative and comments a
IAEONG] Ongoi
) 1 Ongoing Graph title
IAEONGO] Ongoing?
IAEOUT] Qutcome of Adverse Event Graph title

IAEREL] Relationship to the study treatment
IAESPIDI Sequence number

IAESER] Serious Event

IAESERZ] Serious Event

IAESERCAT] Seriousness criteria

[AESEVI Severity/Intensity
@ @ viedoc lechnologies AB 2021

Trrmar af Llea  Deivmee Dalise

2 Give the graph a title.

If you don't name it, the form item name is used as the title.

3 After making your settings, click Save changes and close the window.



2.5 Custom reports

In Custom reports, you can upload your own, programmed custom reports in R format.

To upload a report:

1 Click Add a new custom report.
CustomReports el
Add a eport
34048 [2021-06-08T08:50 U’ e
© uvposasr
2 In the window that is displayed, enter a Name for the report. This name will be visible for the user in Viedoc

Reports.

If you want to be able to download the report in XML format, the report name must contain the text
string E2B . For more information, see Downloading reports.

3 Click the Roles field and select the user roles in the dropdown list that should have access to the specific
report. For a role to be visible here, ensure that:

= the user role is configured with permission to Reports in the Roles page in Viedoc Designer.
Additionally, to be able to download reports, the user must have export rights. See Configuring
roles for more information.

= the Visibility settings for the Reports page is configured with the user roles that should have
permission to see the custom reports.

4 Select Production and/or Training mode. Only selecting training mode allows you to test your custom
reports on demo data before using them on production data. You can edit the mode later at any time.

5 Click Upload a file and select your R file.
An uploaded report can be removed by clicking the trash bin.

SampleReportCode.R
o <

Ready Cancel

6 When all settings are done, click Ready.

Saved custom reports can be edited or deleted from the main window. When editing an existing custom report definition
you can change the name, change the roles that have access to the report, and/or upload a new version of the R file.

Custom Reports

DM1 Edit Delete

DM2 Edit Delete

You can also change the order of how the reports will be shown in Viedoc Reports. Simply drag and drop the reports in the
order of your choice and then click Save changes. The sequence numbers to the left reflect the order of how your custom
reports appear for the end user of Viedoc Reports.
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Custom Reports
- DM1

= | DM2
Drag

After configuring Viedoc Reports, it must then be enabled in study settings in Viedoc Admin. For more information on
setting up Viedoc Reports, see the Quick guide for setting_up Viedoc Reports.
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1 Introduction
In Viedoc Designer, JavaScript can be used to provide a lot more flexibility when working with the study design, by:

= setting Visibility conditions (for items, item groups, activities and events).
= writing data checks under the Validation tab for items.

= using functions/default values for items.

= writing conditions for Alerts.

Important! The syntax used is the JavaScript syntax, as described in ECMAScript 5.1 standards. This is why it is important
to verify the functionality against the ECMAScript 5.1 specification and out of range values.

Note! If an incorrectly formatted JavaScript code is put in the study design, the outcome of the executed JavaScript code
in Viedoc Clinic will be handled as a "false result" for Visibility conditions, Data checks and Alerts. If used in a Function for

an item, the item will not be populated, and a note will show up in the Form Audit record mentioning an issue in the study

design.



If the full reference path for an item in an alert body, for example, COMMON_AE .AESPID is used, andthe event is
specified in the reference, and the event can recur, such as for Common and Unscheduled events, the value that is
returned is from the latest form instance based on event date.

The variables used are the items in the design, referred to as described in section Addressing_Viedoc items.

The operators used are listed in section Operators.

2 Addressing Viedoc items

An item from a different form (a cross form item) is addressed in Viedoc in the following format: Event.Form.ltem. It

consists of three identifiers separated by "', as following:

Data checks (7)
A true constraint expression

START|.0M. DMSEX |==1

P

= The event identifier - see Specifying the event below.
= The form identifier - see Specifying the form below.
« The item identifier - see Specifying_the item below.

= An eventis any event defined in the study workflow of the study design.

= The JavaScript language definition allows space between keywords, but spaces inside cross form variable are
not allowed, because, in order to provide values to execution context, Viedoc parses the whole expression for
syntax as specified below.

21 Specifying the event

The event can be specified in one of the following ways:

= EventID -the EventID as specified in the Event settings.

= EventID[StudyEventRepeatKey] -ifthe eventisrecurring and you want to specify a certain occurrence,
this is done by writing its StudyEventRepeatKey value within [].

= by using the indexers, for example EventID$FIRSTn - to identify the nth initiated event, in case the specified
form appears in multiple events. See Relative path section below for a complete description of the indexers.

2.2 Specifying the form

The form can be specified in one of the following ways:

« FormID -theform ID as specified in Viedoc Designer under form settings.

= FormID[FormRepeatKey] - ifthe formis arepeating form and you want to specify a particular instance, this
is done by writing its FormRepeatKey value within [].

=« FormID$ActivityID - optionadlly,itis possible to specify the activity, in case the respective form appears in
multiple activities within the same event.
For example DM$MORNING.WEIGHT - refersto the WEIGHT item in the DM form within the MORNING activity.

= FormID$ActivityID[FormRepeatKey] - if you want to specify both the activity and a particular instance of
a repeating form, this is specified in this format.

2.3 Specifying the item

To access an item in the same form, it is sufficient to use the ItemID only, there is no need to specify the event and form.
In this case, when changing the value of the input item in Viedoc Clinic, the result item (depending on the input item) will
update its value at the same time.

In case of using the Event.Form.ltem for an item within the same form, when changing the value of the input item in Viedoc
Clinic, the result item value will be updated only after saving the form and re-opening it.

To access an item in another form (so called cross form item) it is necessary to specify the event and the form:
EventID.FormID.ItemID



24 Relative path

It is also possible to access cross form variable using relative path. Some special keywords are used in this case.
Keywords that can be appended to StudyEventDefId . These keywords can also be used without StudyEventDefId
to select any event.

Keyword Description Example(s)
$FIRSTn Selects the first event with the form initiated, nis an optional index AE$FIRST.AEFORM.AEDATE
and it goes forward (meaning that on a timeline $FIRST2 comes $FIRST.DM.HEIGHT
before $FIRST3 ) $FIRST2.DM.WEIGHT
$LASTn Selects the last event with the form initiated, nis an optional index AE$LAST.AEFORM.AEDATE

and it goes backwards (meaning that on a timeline $LAST2
comes after $LAST3 )

$PREVn Selects the previous event with the form initiated, nis an optional WEIGHT < $PREV.DM.WEIGHT
index and it goes backwards (meaning that on a timeline $PREV2 + 10
comes after $PREV3

$THIS Selects the current context event

241 Example of using the optional indexer

Here comes an example of using the optional indexer (nin the above table).

On the Add patient form, we have a text item that should have the latest non-blank value of another text item (called
NAME) that is present on a form (called PROFILE) which is present on all scheduled (the first one called START) and
unscheduled events.

The function below can be used on the item of the Add patient form:
if($LAST.PROFILE.NAME != null) return $LAST.PROFILE.NAME;
if($LAST2.PROFILE.NAME != null) return $LAST2.PROFILE.NAME;
if($LAST3.PROFILE.NAME != null) return $LAST3.PROFILE.NAME;
if($LAST4.PROFILE.NAME != null) return $LAST4.PROFILE.NAME;
if($LASTS.PROFILE.NAME != null) return $LASTS5.PROFILE.NAME;
if(START.PROFILE.NAME != null) return START.PROFILE.NAME;
return 'NOT SET';

This will allow for the item being saved blank for the last 4 events, or else fallback to the value of the item on the start event.

2.5 Cross event date

Accessing the date of another event uses same principle as any cross form variable, uses a fixed form id $EVENT and
itemid EventDate .

For example, AESTDT > BL.$EVENT.EventDate, means that the start date of AE must be after BL event date.

3 Operators
The below JavaScript operators are used:

= Arithmetic Operators:
= +(addition)
= - (subtraction)
= *(multiplication)
= /(division)

=« Comparison:
= == (equal to)
= I=(not equal to)
(less than)
(greater than)
= <= (less than or equal)
= >=(greater than or equal)

<
>

= Boolean logic:
= &&(AND)



= 1(OR)
« 1(NOT)

4 Data types

The following table lists the Viedoc items together with their JavaScript data types and default values.

Viedoc item JavaScript data type Default
value

Single line String null

text

Number Number null

Date Date object. null

JavaScript counts months from 0 to 11. Thus, January is 0 and December is 11.

In an expression such as new Date(2020,08,01) ,the parts 88 and 01 will
be interpreted as octal numbers because they have leading zeros. To avoid an octal
interpretation, write new Date(2020,8,1) instead.

In the old Viedoc Me UI, cross-form referenced date fields are considered as a string.
In the new Viedoc Me UlI, both cross-form and within form dates are considered as a
string.

Due to this, the date field will not behave as a date object when used in JS expressions.
To account for this, the date string has to be converted to a date object by adding it as
input for new Date().

For example, var converted = new Date(DateItemID);

This is only used when using dates for a visibility condition.

Time Date object null
Paragraph String null
text

Checkbox Array of string/number* [
Radio String/Number* null
button

Dropdown String/Number* null
File Object with following members: null

= FileName (string) - name of the uploaded file
= FileSize (number) - file size in bytes
= FileHash (string) - MD5 hash of the file content

Range String representation of a range object (see more details in section Range item specific null
functions and properties).

*The item type for checkbox, radio button or dropdown menu is usually number, unless any of the choice codes is not a
number.

5 Pass by value vs. pass by reference



In JavaScript data is passed in two ways: by value and by reference, respectively.

51 Passed by value

The following JavaScript data types are the ones that are "passed by value™:

« boolean
« null

= undefined
= string

= number

This means that, when comparing two variables of the above mentioned types, their values will be compared. It means
that, for example if we have the following code:

var a = 3;
var b "def';
var x = a;
var y = b;
.then a will get the value 3, b will get the value 'def, x will get the value 3, y will get the value 'def' Variables a and x
have the same value (3),and b and y have the same value ('def'). Still, all the four variables are independent. If we
continue now and change the value of a to 5, this will have no impact on var x , which still has the value of 3.

5.2 Pass by reference

The following JavaScript data types are "passed by reference™
= array

= function
= object

This means that variables of these types get a reference to a certain value, not the value itself.
See Data types section for information on which Viedoc items are objects.
The date is always an object in JavaScript. If we have for example, the following:
var d=new Date();
var c=d;

d.setDate(10);

..thenvariable d is created as a date object, variable c is assigned to reference to the same value as d , and then
each and every time we change d , ¢ will dynamically change as well, as it references the same value as d does. So,
whenwe set d to the 10th of the current month, c will automatically get the same value.

6 System variables

When an expression is evaluated in a form context, following variables are accessible:

Variable name Data type Default value
ItemId ,as configuredin As specified in As specified in Data types table.
Viedoc Designer. Data types
table,

depending on
the item type.

SubjectKey String null only for add patient.

SiteSubjectSeqgNo Number Sequence number of the subject in the site (starts with 1).
StudySubjectSeqgNo Number Sequence number of the subject in the study (starts with 1).
SiteCode String The site code as set in Viedoc Admin.

CountryCode String Two letter International Organization for Standardization (ISO)

country code of the site.


https://help.viedoc.net/l/a559c4/en/#ISO

Variable name

StudyEventDefId

StudyEventType

StudyEventRepeatKey

FormDefId

FormRepeatKey

SubjectFormSegNo

OriginSubjectFormSegNo

SourceSubjectFormSegNo

EventDate

ActivityDefId

ItemId__format

Please note that a double
underscore must be used.

Data type

String

String

String

String

String

String

String

String

Date object

String

Number

Default value

The ID of the study event as specified in the study workflow in
Viedoc Designer.

"Scheduled", "Unscheduled" or "Common"

The number that identifies a specific recurrence of a study
event that is repeating (such as recurring events or common
events).

The ID of the form as specified in Viedoc Designer > forms >
settings.

Counter that identifies the specific instance of a repeating
form within a specific activity.

Counter that uniquely identifies the instance of a specific form
on a subject level, that is, it starts with 1 and it is incremented
each time a new instance of the form is created for that
subject. See Form sequence numbers below for more details.

For a copied form instance, it identifies the form instance from
which data was copied for the first time. For the first instance
of the form (not copied) it gets the value of the

SubjectFormSegNo . See Form sequence numbers below
for more details.

For a copied form instance, a counter that identifies the
source of a copied form instance (the form instance the data
was copied from). It gets the value of the

SubjectFormSegNo from which the form instance was
copied. For the first instance of the form (not copied) it is
empty (null). See Form sequence numbers below for more
details.

Current date for common events, all other current events
date.

The ID of the activity as specified in the study workflow in
Viedoc Designer.

Date types:

0. Date only

1. Date and time

2. Day not known

3. Month not known

for example ICDATE__ format

Numeric with decimals
n: precision/number of decimals

See also Controlling the format of a date/time variable.



https://help.viedoc.net/c/e311e6/3cfacd/en/

Variable name Data type Default value

BookletStatus String For PMS studies only! The status of the booklet, can be one of
the following:

= NotSubmitted
« Submitted

« Received

« Frozen

=« Returned

Default status is NotSubmitted.

This system variable can be accessed by 3 part expression
<event identifier>.$EVENT.BookletStatus, for example
BTHIS.$EVENT. BookletStatus, V1.$EVENT.BookletStatus, or
S$PREV.$EVENT.BookletStatus.

61 Statistics variables
Below is a table of statistics variables that can be used in study designs.

For the variables, all values are current values at the time of evaluation expression. This means that the value (the total
number, for example) is tied to the specific event.

Variables are available in the following format: <Event Identifier>.$STATS.<variable as mentioned in the table below>
For example: $THIS.$STATS.QueryRaisedCount

Variable name Data type Description

QueryRaisedCount Number The total number of queries raised in the event.

QueryResolvedCount Number The total number of queries resolved in the event.

QueryRejectedCount Number The total number of queries rejected in the event.

QueryApprovedCount Number The total number of queries approved in the event.

QueryClosedCount Number The total number of queries closed in the event.

IncompleteFormsCount Number The total number of incomplete forms in the event.

NotLockedFormsCount Number The total number of unlocked forms in the event.

NotCrFormsCount Number The total number of forms where the CRA is not checked in the
event.

NotDmFormsCount Number The total number of forms not reviewed by the data manager in
the event.

NotSdvFormsCount Number The total number of forms that have not been SDV'd in the event.

(Where SDV is Source Data Verification.)

NotSignedFormsCount Number The total number of forms that have not been signed by the
investigator in the event.

These statistics variables are not supported for any summary format. Expressions containing these variables are
not evaluated when the counts are updated or changed.


https://help.viedoc.net/l/a559c4/en/#SDV

6.2 Form sequence numbers

Can not output single-source

7/ Expressions

An expression in Viedoc is a JavaScript function body written in ECMAScript 5.1 standards.
For example:
return 2;

var a=2;
var b=3;
return a+b;

Expressions can be written as single statement. Viedoc converts them into a function body.

expression isconvertedto return (expression) ,forexample:

2
converts to
return (2);

or

VSDT <= now()
converts to
return ( VSDT <= now());

When using loops ( for, for/in, while, do/while )consider the following:

= Do not copy code (from internet) without reviewing it first and checking what it does.

= Make sure that you don't have endless loops.

= Consider browser compatibility when using JavaScript functions.

= Avoid inline/recursive functions, as they could cause memory problems in the system, both on the client side
as well as on the server side.

71 JavaScript expression editor

The JavaScript expression editor is an additional help tool when writing JavaScript expressions. These are the main
features of the editor:

« Autocomplete and lookup
« Error highlighting
» Links to eLearning sections where you can read more about Viedoc-provided items and functions

The JavaScript expression editor is available in all locations in Viedoc where it is possible to enter an advanced condition
as a JavaScript expression, for example in form settings, alerts settings, edit check expressions, and subject status
settings.

To open the editor, click the JS button in the JavaScript text editor field:

CCDAT Settings 4

F | G I Visibility Validati Output
i Date of sample collection | gnoral Vet istyfjéelidation) f |[Cuten  abe - |

Function

®) Default Value

Default Value or JavaScript expression (?)

Duplicate field ° Delete field

The editor opens:



JS expression editor

| &

"
W

You can move the editor window around on your screen, and you can resize it by using the double-pointed arrow in the
lower right corner.

711 Autocomplete and lookup

The JavaScript expression editor supports autocomplete and lookup for:

= Accessing cross-form variables
= Accessing context form variables
= Viedoc-provided helper functions, for example age , date ,and today

When you start typing in the JS expression editor window, a help pane displays autocomplete suggestions. To read more
about an item in the list of suggestions, hover over it with the mouse and then click on the > symbol in the top right
corner of the pane or type Ctrl+space.

JS expression editor 5
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The help pane then displays information about the syntax of the item and parameters, return values etc.:

JS expression editor X

sub 1

subDays

1]

Fo RS

? SubjectFormSegho
/% Subjectkey
/# OriginSubjectFormsegho @param date
? SiteSubjectSeqNo

® SourceSubjectFormSeqho @param days
T

* StudySubjectSegho

A

Gy B

r

o

-

@returns

For items that are radio buttons, checkboxes, or dropdown menus, the help pane displays information about the code list
values:

JS expression editor =
o 1
“ # cwosrro let CMDOSFRQ: Mumber x
/* CMDOSFRQOTH
/% CMDOSU @ Frequency
/% CMDOSUOTH
£ CMDSTXT * 1:Once daily
Z% CMENDAT * 2:Twice daily
Z% CMENDAT__format ® 3:Three times a day
4* CMINDC s 4:Fourtimes a day
Z% CMINDCOTH ® 5:Every other day
____ /Z (MSTDAT * 5 Every month "
/* CMSTDAT__format * T7:Asneeded
% CMsPID ® 50:Other .

To see a list of all available items, type Ctrl+space or start typing.

712 Error highlighting

If there is an error in the code, it is underlined in red. To find out more about the error, hover over it with the mouse.



(local var) d2: number

JSexpre Argument of type 'number’ is not assignable to parameter of D
var d1 = type 'Date’.
var d2 = Peek Problem (Alt+F8) Quick Fix... (Ctri+.) 1

age(dl, di);

"
W

Click on Peek Problem or type Alt+F8 to display the error information inline in the editor window. To receive suggestions on
how to fix the error, click Quick Fix.

In some cases, the JavaScript expression editor incorrectly flags expressions as faulty. However, the validation that
is performed when you save your changes will correctly validate your expression. For more information, see Unsupported
expression types.

713  Links to eLearning

For the Viedoc-provided items and functions, the help pane can contain a link to the section of the eLearning that has
more information about the specific item or function.

JS expression editor 5
subject 1

#* subjectFormSegho let SubjectFormSeqNo: number *
42 Subjectkey
#* OriginSubjectFormSeghio Counter that uniquely identifies the instance of a
/% sitesubjectSegho specific form on a subject level, it starts with 1 and
% SourceSubjectFormSeqho it is incremented each time a new instance of the
£ studySubjectSegio form is created for that subject

[ @see — Viedoc Designer User Guide ]

714 Unsupported expression types

The following types of expressions are not supported by the JavaScript expression editor. However, they are still valid, and
your study design will be correctly validated when you save the changes.

= Referencing cross-form variables using activity names, for example [$ActivityDefId]
= Referencing cross-form variables using indexers, for example $FIRST[index]

8 Boolean expressions

The boolean expressions are the expressions that return a boolean value, either true or false .Theyare used in the
Visibility and Validation.

= true -everything with arealvalueis true ,suchas:

= 100
= "Hello"
« "false"
« 7+ 1+ 3.14
= 5<6
= false -everything without arealvalueis false ,such as:
= 0
= Undefined
= null

For example, a validation expression to check that the weight is > 65 for males (‘M') and > 45 for females. Gender

(ItemID= GENDER ) is collected in Patient Information form (FormID = PI )withing the Screening event (EventlD = SCR )

and weight (ItemID = WEIGHT )is collected in Demographics form in each event. Below is the edit check written for the
WEIGHT item:

if (SCR.PI.GENDER == 'M')
return WEIGHT > 65;

else

return WEIGHT > 45;



81 Date comparison

Dates in JavaScript are objects and the available comparators are:

If you need to use "=="or "I=", convert to string and compare, as in the example in the image below, except for the case
when checking for NULL. When checking for NULL, do not convert as this would lead to a change of the value during
conversion from NULL to something different.

AESTDT != null && AESTDT.toString() # | must be same as event date »

Remember to check for NULL before invoking any function on an object.

See the Pass by value vs. pass by reference section for an explanation on working with objects.

811  Checking if two dates are the same

For checking if two dates are the same in Viedoc, the function below can be used:

function sameDay(d1, d2) {

return dl.getFullYear() === d2.getFullYear() &&
dl.getMonth() === d2.getMonth() &&
dl.getDate() === d2.getDate();

}
return sameDay(Datel, Date2);

where Date1and DateZ2 are the Item IDs used in Viedoc for the date items being compared.

812  Finding the earliest/latest date

For getting the latest date out of, for example, three different dates, the following can be used:

if(DATE1l != null && DATE2 != null && DATE3 != null)

{
var latestDate = Math.max(DATEl.valueOf(), DATE2.valueOf(), DATE3.valueOf());
return new Date(latestDate);

}

return null;



Date 1 Datel

Date 2 Date2

Date3 Date3

- maxDate Settings (4
General Visibility Validation f Outputm

®) Function

__________________ ) :' Default Value

Function logic (JavaScript) (7)
if(DATEL 1= null 66 DATE2 1= null 66 &

DATEZ 1= null)

{

var latestDate = -
Math. max(DATE1 valueOf(),

DATC D semls vt DATEZ somls wmt M ENL P

) Duplicate field @) Delete field

In a similar way, for getting the earliest date, the Math.max function should be replaced with Math.min :

if(DATE1 != null && DATE2 != null && DATE3 != null)

{
var earliestDate = Math.min(DATEl.valueOf(), DATE2.valueOf(), DATE3.valueOf());

return new Date(earliestDate );

}

return null;

Note! The .valueOf() function does not work for primitive data types. The javascript editor supports the function, but it
should not be used for primitive data types.

8.2 File properties

The metadata values of the file datatype can be accessed in expressions, as shown in the image:

#  FieldiD Output Field label True Expression Query Message

1 FILE1 File upload FILE1l.FileSize < 1824 Flle size must be less than 1kB




9 Default value

The default value expressions are executed and the resulting value is set only when the form is initialized.

If there is visibility condition set on item with function or default value, whenever item becomes hidden, their value is

reset to default value.

10 Viedoc provided functions

Function

date(dateString)

today()

now()

addDays (date,
days)

bmi ( weightInKg,
heightInCM )

days ( DateA,
DateB )

hours( DateTimeA,
DateTimeB )

Description

Converts date string to JavaScript

date object. The dateString must be in

"yyyy-mm-dd" format.
Returns current site date.

Returns current site date and time (in
site timezone).

Add the specified number of days to
the specified date object.

Returns the bmi (body mass index)
calculated based on the provided
weight (in kg) and height (in cm).

Calculates the number of days
between 2 dates provided as input
parameters: DateA and DateB ,as
DateA - DateB.

The result is always rounded to
the nearest integer (see function
implementation below), and when
using at least one input parameter
that contains both date and time, this
means that, for example, for a
difference of 1.3 days the function will
return 1, and for a difference of 1.7
days the function will return 2.

Calculates the number of hours
between 2 "date and time" items
provided as input parameters:
DateTimeA and DateTimeB ,as
DateTimeA - DateTimeB.

Implementation

function bmi(weight, height) {

if (weight <= @ || height <= 0)
return null;

var finalBmi = weight / (height / 100
* height / 100);

return finalBmi;

}

function days(endDate, startDate) {
if (!startDate || !endDate)
return null;

var oneDay = 24 * 60 * 60 * 1000; //
hours*minutes*seconds*milliseconds

startDate = date(startDate);
endDate = date(endDate);

var diffDays =
Math.round((endDate.getTime() -
startDate.getTime()) / (oneDay));

return diffDays;
}

function hours(endDateTime,
startDateTime) {

if (!startDateTime ||
return null;

lendDateTime);

var oneHour = 60 * 60 * 1000; //
minutes*seconds*milliseconds

var diffHours =
Math.round((endDateTime.getTime() -
startDateTime.getTime()) / (oneHour));

return diffHours;

}



Function Description Implementation

minutes( Calculates the number of minutes function minutes(endDateTime,

DateTimeA, between 2 "date and time" items startDateTime) {

DateTimeB ) provided as input parameters: if (!startDateTime || !endDateTime);
DateTimeA and DateTimeB ,as return null;

DateTimeA - DateTimeB.
var oneMinute = 60 * 1000; //
seconds*milliseconds
var diffMinutes =
Math.round((endDateTime.getTime() -
startDateTime.getTime()) /
(oneMinute));

return diffMinutes;

}

101 Array.contains function

When working with check box items (or array types in general), a special JavaScript function is used to evaluate visibility
conditions and edit checks: [].contains( x )

This function checks if an array type contains a value and evaluates as either true or false.
Examples:

1. If you want to test if a check box item has one of its options selected, you can write the following:

ItemID.contains(CodelListValue)

Where ItemID is the ID of the check box and CodelListValue is the ID of one of the code list options for the check box. If
code list is selected, then the function evaluates as true.



Yes MO

AESERCAT Settings 1>

General Visibility Validation f Dutputm

Seriousness criteria

(Please check all that apply) Field label
(E) AESERCAT Seriousness criteria

[Flease check all that apply)

Death
Hospitalisation / prolongation of hospita

Congenital anomaly / birth defect

Label position Field layout
Life-threatening Top - Side by side -

Persistent or significant disability / incapi Measurement Unit

Other medically important condition

Date of death Choices

() AEDTHDAT Death ]

Hospitalisation ! prolongation 2
Congenital anomaly ! birth de 3
Life-threatening 4

Action taken with study treatment Persistent or significant disat = 5
() AEACN

] Other medically important col | 6
Dose increased

[] Allow line break
MNince nat rhanned

2. You may have a "None of the above" option, where it doesn't make sense to allow multiple selections. In that
case, you can add the following check:

if(ItemID.contains(3))

return !ItemID.contains(1l) && !ItemID.contains(2);

else return true;

In the example above, 3 is the code list for the none of the above options and 1 and 2 are the code lists for the other

options in the list. Also note the use of the exclamation mark, which means "NOT" as in, the array should not contain this
code list value.

3. You may have something you would like to only show for a specific event or activity. You can define a list of the
events or activities as an array, and then use that array for the evaluation:

var skipActivities = ['V1Al', 'V2A1', 'V3Al'];
skipActivities.contains(ActivityDefId);
If the above were used as an advanced visibility condition for a group, then the group would only show if it existed within

that Activity.

10.2 Range item specific functions and properties

The range item is the string representation of a range object. The functions that can be used to convert the respective
string to a range object and vice versa are described below.

The properties available for the range object are:



Property
RangeObject*.Lower
RangeObject*.LowerFormat
RangeObject*.Upper
RangeObject*.UpperFormat

RangeObject*.Comparator

RangeObject*.StringValue

Description

the lower limit of the range

Type

number

the number of decimals used for the lower limit of the range number

the upper limit of the range

number

the number of decimals used for the upper limit of the range number

the comparator used to define the range. The available comparators string

are:

and an upper defined limits.

InclusiveInBetween - defines arange beween alower

LessThan
LessThanOrEqualTo
GreaterThan
GreaterThanOrEqualTo
EqualTo

When using the comparator in functions, make sure to write it
between quotes, for example "LessThan" .ltis case sensitive, so
make sure to type it in exactly as stated above.

the string representation of the respective range item string

*RangeObject can be obtained as output of the first two functions described below.

The functions available to be used in conjunction with the range item are described in the table below.

Function

parseRangeValue(value)

createRangeValue(lower,

comparator,upper)

getRangeValue(rangeValue)

inRange(rangeValue,
numericValue)

Input

value as
string

Output

range object, null if the
input is empty or if it
cannot be parsed

- lower limit range object, null if the
as string or input is empty or if it

float

cannot be parsed

comparator

as string

- upper limit
as string or

float

rangeValue string representation

as range of the range defined by
object the input range object
- range - boolean value
value as showing if the input
string or numeric value is within
range the input range (true)
object or not (false):
- numeric « trueifat
value least one of
the input
parameters
is missing
= falseifone
of the input
parameters

is invalid

Example

= parseRangeValue("[1.3,2.0]")
= parseRangeValue(range_item_ID)

createRangevValue("1.3",
"InclusiveInBetween", "2.0")

function() {

var rangeValue = createRangeValue("1.3",
"InclusiveInBetween", "2.0");

return getRangeValue(rangeValue);

}

« inRange(range_item_ID,
numeric_item_ID)
= inRange("[1,3]",
numeric_item_ID)



This example code populates a range item:

var rangeValue = createRangeValue("1.3", "InclusiveInBetween", "2.0");
return getRangeValue(rangeValue);

11 Math library

The ECMAScript contains math objects that can be used for mathematical calculations.

12 Function in item settings

For a Viedoc item it is possible to write a function in order to assign a particular value to it, either by writing a function that
would return a result depending on other items/conditions, or by assigning a default value, as illustrated in the image:

AGEGROUP S'Ettiﬂgﬁ -Funct.i-c:n getWValuel ) { N

today ()

General Visibility WValidation |

&) Function

Default Value 1

Function logic (JavaScript) (7)

function getValue(){

Default Value or JavaScript expression (7)
function getValue(){

g8 AGE <= 33 ) 20

= Functions that returns a value to form item must match the data type as specified in Data types section.
= Despite what was earlier mentioned about the matching of data types, nothing will prevent you from writing a
non-matching function. Please note that, in case of returning a number with decimals or a date object to a text
field, the decimal separator or the date format will be in the format configured on the server, for those cases
when the respective function is executed on server side, that is:
= when applying a new revision.
= for the "auto-update" forms.

= Functions are not supported in Viedoc Me forms.

13 Debugging your expression
To debug you can use one of the following in your expression:

»= debugger; statement.
= console.log('something');

The above statements will have effect only when opening the developer tools of the browser while entering data to the
respective form in Viedoc Clinic.

= When debugging, you cannot use single line statements.
» You cannot debug the event/activity visibility expression as they are run on server.


http://www.ecma-international.org/ecma-262/5.1/#sec-15.8.2

14 \Validation

During Save changes and VALIDATE operations in Viedoc Designer, the expressions are validated using a compiler, which
would find most of the errors. However, since JavaScript is a dynamic language, not everything can be validated.

For example, AGE.foo () will notthrow an error,because AGE is avariable in a form and the compiler does not know
its type.

The designer must test the expression in all the possible paths using either preview or Viedoc Clinic.

15 Examples/Use cases

See the following lessons for some examples of using JavaScript:

» Calculating the age of a subject

« Adding an auto counter in common events

« Using_advanced visibility conditions

« Calculating the difference between two time variables

= Controlling_the format of a date/time variable

« Configuring.a check to apply to a specific event or activity

« Checking.if date only is entered for a Date and Time variable
» Controlling the number of decimal digits in a number item

Back to top of page
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Calculating the age of a subject

Calculating the age of a subject

Published by Viedoc System 2021-11-24

The following function calculates the exact age (in whole numbers):

var ret;

if(BRTHDAT != null & RFICDAT != null){

if(BRTHDAT <= RFICDAT){

ret =(RFICDAT.getFullYear()-BRTHDAT.getFullYear()) - 1;

if((BRTHDAT.getMonth() < RFICDAT.getMonth()) || (RFICDAT.getMonth() == BRTHDAT.getMonth() &&
BRTHDAT.getDate() <= RFICDAT.getDate())){

ret++;

}

}

return ret;

}

return null;

If using the Reference Data feature, beware of having an age that is between ranges. For example, an age of 18.5 will be
between the ranges 0-18 and 19-45, and thus, neither range will apply.

For more details about functions and how to use JavaScript in Viedoc see lesson Using JavaScript in Viedoc.



https://help.viedoc.net/c/e311e6/824137/en/
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Adding an auto counter in common events

Adding an auto counter in common events

Published by Viedoc System 2021-03-29

To add an auto counter in your form:

1 Add a single line text item

2 On the functions () tab of the item settings pop-up, enter the code below:

return StudyEventRepeatKey;

General Visibility Validation f Gutputm

# ) Function

Default Value

Function logic (JavaScript) (7}

return StudyEventRepeatHey;

- . - - o . -
StudyEventRepeatKey is a string, so it requires the item type to be a single line text item.

For more details about functions and how to use JavaScript in Viedoc see lesson Using JavaScript in Viedoc.



https://help.viedoc.net/c/e311e6/824137/en/

<

Using advanced visibility conditions

Using advanced visibility conditions

Published by Viedoc System 2021-11-24

1. How to set a field’s visibility based on more than one condition
2. How to display a question for a male or female subject only

This section provides examples of using JavaScript for setting visibility conditions.

1 How to set a field’s visibility based on more than one condition
In this example, we set the visibility of an item in the Adverse Events form based on more than one condition.

The Adverse Events form is configured as illustrated in the image.

Adverse Events @

Sequence number Description of Adverse Event [E] AETERM
[ AEsPID
AEENDAT Settings
Start Date [f] AESTDAT Outcome [ AEOUT | End Date [ AEENDAT e Vi ity e e T
(1) Fatal | Show v fieldto(?)
] Everyone
() Notresolved ~ eeeeeeeeeeeeeeneeeneeeoes e °
(3) Resolved Show v | field (?)
(4) Resolved with sequelae ahways
(98] Unknown on simple condition evalustes true
#) on advanced condition evaluates true
(7
LIOUT == 3 BEOUT == 4

€9 Duplicate field @ Delete field

We want to make the End Date item visible only if the Outcome is equal to the options (3) Resolved or (4) Resolved with
sequelae. To achieve this, we write the following code under the Visibility tab of the End Date item settings:

AEOUT == 3 || AEOUT ==

2 How to display a question for a male or female subject only

In this example, we set an item, a gender-related question, in the Eligibility form to be displayed for the relevant gender
only, in this case male subjects.

The gender question (DMSEX) is collected in the Demographics (DM) form, and is "1" for "male". The DM form is located in
the study start event, which has event ID "START". To set the question (item /E/CO3in the Eligibility form) to be visible only
for male subjects (i.e, only if gender = male = 1), we write the following code on the Visibility tab of the /E/CO3item settings:

START.DM.DMSEX==1



not consistent with a postmenopausal condition, determination of subject
eligibility will be at the discretion of the Principal ' actinatar fallaina

- Male subjects willing to use 2 effective method
(unless anatomically sterile or where abstaining f
line with the preferred and usual lifestyle of the s field to (7]
months after last dose on Day 10. Everyone

Show v field (?)

() always

() on simple condition evaluates true

(®) on advanced condition evaluates true

START.DM.DMSEX==1

2)

For more details about functions and how to use JavaScript in Viedoc see lesson Using JavaScript in Viedoc.
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This example shows how to calculate the difference in time between two time variables.

To calculate the difference in time between the variables Start time and Stop time as illustrated in the image, enter the
below code:

if (!START || !'END) return null;
var diff = (END - START) / (1000 * 60); // minutes

return diff;

Time check @ mme

DIFF Settings

. - . B B § < General Visibility Validation Output -
Start time [ START  Stop time [E] END | Diff in minutes [ DIFF - i 2
®) Function

Default Value

Function logic (Java Script) (?)
function getValue(){

Duplicate field ° Delete field
or
if (!START || !'END) return null;

var diffInMinutes = ( END.getHours()*60+END.getMinutes() ) - (
START.getHours()*60+START.getMinutes() )

return diffInMinutes;

For more details about functions and how to use JavaScript in Viedoc see lesson Using JavaScript in Viedoc.

As it is not possible to have time without a date in JavaScript the date is set automatically to current site date when
the time is selected.
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1. Introduction
2. Date/Time item

1 Introduction

It is possible to control the format of a Date/Time item in Viedoc, by adding a data check to the item. This is done on the
Validation tab of the Item Settings pop-up, by entering the following code in the field A true constant expression:

ItemID__ format ==

n ,where ncan have one of the values 0,1,2, or 3, depending on the desired format, as described
below.

2 Date/Time item

For example, if the Date of birth field has the ID = DOB:

Subject information

DOB Settings
:’E);t_e-o; t;[;t; ____________________ ) General Visibility | Validation | £ Output e
£ 1D
_____________________________ 4 DOB
V) Required field (?)
Gender Male Data checks (?)
Femnale A true constraint expression A
DOB_format == 0 -]
Query/Error message when false
Date of birth should be a complete
v Allows form save
C Duplicate field ° Delete field
the true expression would be:
= DOB__format == 0 ,for a complete date format.
= DOB__format == 1 ,for adate and time format.

= DOB__format == 2 ,if you would need to limit the date entry to only allow year and month, and not permit
day entry. For example there are limitation in certain countries to collect a full date of birth.

= DOB__format == 3 ,ifyou need to limit the date entry to only allow year.
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1. Write an edit check for Events and Dates

1 \Write an edit check for Events and Dates

If the same form is used within different events (for example Event?, Event2 and Event3), and we want to configure an edit
check (for example, DATE1 must be before DATE2) only for a specific event (for example Event3), this can be done using the
following code (it is always recommended to check for NULL before referring to the dates):

if(StudyEventDefId == "Event3" && DATE2!=null && DATEl!=null)

return DATE2>=DATE1;
else return true;

General Visibility Validation | f Dutputm

1
1
| ID
1 DATE2
1

[+ Required field

System checks (7)
| Prevent dates after

Data checks (7)
A true constraint expression

if (5tudyEventDefId == “"Event3" && DATEZ!
=null

return DATE2>=DATEL;

else return true;

Query/Ermor message when false
DATEA must be before DATEZ for Event 3
| Allows form save
This will perform the check only for Event3.
Similarly, if we want to perform the check only for a particular activity (ACT?) within Event3, we can use the following code:

if(ActivityDefId == "ACT1" && DATE1l != null && DATE2 != null)
return DATE1<=DATE2;
else return true;



b

Checking if date only is entered for a date/time variable

Checking if date only is entered for a Date and Time variable

Published by Viedoc System 2019-05-06

The Date and Time variable returns time 00:00 if only the date is being filled in. You might want to check for this, in order to
make sure that the site user does not miss to enter the time as well.

To do that, you can use the following code as an edit check for the Date and Time variable. Replace the /tem/D below with
the ID of your Date and Time variable:

var datetocheck = new Date(ItemID);
if (datetocheck != null && datetocheck.getHours() == © && datetocheck.getMinutes() == @)
return false;

return true;
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To control significant digits, use a free-text field. Number fields in Viedoc will chop the zeros preceding and
succeeding a value, since 1is treated as 1.0 and 0001. Thus, 1, 1.0, and 00001 are all technically the same "number."

Sometimes you might want to make sure that the number of entered decimal digits of a number item are neither more nor
fewer than a specified number. To do so, add code to the validation of a text item, in the Data checks section.

FieldID Settings

General Visibility Validation f Duu}utm

D
FieldID

Number

v | Required field

Data checks (7)

) Duplicate field @ Delete field

The following example code makes sure that the exact number of decimal digits in a number item is 1:
var re = /((\d+)(\.\d{1}))$/;
return re.test(FieldID)==true;

where FieldID is the ID of the numberitemand 1 isthe number of decimal digits.

For more information on how to use JavaScript in Viedoc see Using JavaScript in Viedoc.
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1. Introduction

2. Event settings in Viedoc Designer - Subject Diary event
2.1 General
2.2 Scheduling

3. How the recurring event looks in Viedoc Clinic

4. Timing settings at activity level

1 Introduction

This lesson illustrates an example for how to schedule events in Viedoc Designer, and shows how the scheduled events
look in Viedoc Clinic.

For complete information about how to add an event and configure the event settings in Viedoc Designer, see Study
workflow.

In our example, we have the following Scheduled events:

= Screening - the first scheduled event. Because this is the first event, the option to enable proposed date
calculation is not available (as there is no previous event to base the proposed date calculation on).

= Subject Diary - this is a subject-initiated (Viedoc Me) event for which the settings are described in the following
sections.

2 Event settings in \Viedoc Designer - Subject Diary event
This section describes the event settings performed under Study workflow.

For complete information about how to add an event and configure the event settings in Viedoc Designer, see Study
workflow.

21 Generdl

In the Study event settings > General we set the following:

= Study event ID = Diary

= Event name = Subject Diary

= Short Summary Format = Diary : Day {StudyEventRepeatKey}

= Long Summary Format = Diary : Day {StudyEventRepeatKey}, {EventDate}: {QSSF36.SF3601}
The {QSSF36.SF3601} is the value of the SF3607item in the QSSF36 form (see image below)

= Source = Subject initiated.
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" Scheduled Events > Subject Diary | Close

Study event settings

Here you can specify all relevant settings linked to this event

General Visibility Scheduling

Study event 1D

Diary 4 Seta unique event [D.

Event name

Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
box is faded out but visible in full on the actual event [sample].

Subject Diary 4

Study event description

Set an optional event description. Observe that from the 25th character the description is
faded out in the event box but visible in full on the actual event [samplel.

Short Summary Format

Select which variables to be displayed in Clinic.
If nothing is set. the Event name will be shown
as default.

Diary : Day {StudyEventRepeatKey}

Long Summary Format

Select which variables to be displayed in PDF
exports. [f nothing is set, the Event name and
the Event date will be shown as default. i.e
EventMame [EventDate].

Diary : Day {StudyEventRepeatKey}, {EventDate}, {Q ‘3iF36. SF?ﬁO 1}

Source = Subjectinitiated A

Name
) | SF36 Questionnaires
Iﬁ general, would you say your health is: el
Excellent |
Very good Descriptiol
Good :
Fair
Poor

- ]
In general, would you say your health is: '
¢ Excellent ! |
o i | SF3601
i Very good ]
. 1 Required fisld
») Good i
1
Y Fair : Data checks (7)
1
© Poor ]
1

_______________________________ o Duplicate field




2.2 Scheduling

In the Study event settings > Scheduling we set the following:

Proposed date - 5 days after the actual or planned date of the previous event in the workflow (Screening).
Time window - 0 day(s) before or after the proposed date.

Enable recurrence - 9 times in additional to the original event, i.e., max 10 occurrences of the event.

Proposed event date - 1 day after the actual or planned date of the previous event. This is because we want the

event to reoccur on a daily basis.

Since we did not set a separate time window for the occurrences of this event, the time window set for the
original event applies, in this case 0 days before/after the proposed date.

Study event settings

Here you can specify all relevant settings linked to this event.

General

v

Visibility

Enable proposed date calculation

Proposed event date: | 5 day(s) after reference date.

Reference date: = Actual or Planned s Screening

Time window before the proposed event date: 0 day(s)

Time window after the proposed event date 0 day(s)

Enable recurrence
Number of times 9

Proposed event date: | 1 day(s) after reference date.

Reference date: = Actual or Planned

Set separate time window for recurring events

¥ EventDate ¥

MNumber of times in addition to the ariginal event

date of previous event

3 How the recurring event looks in Viedoc Clinic

When we open the Subject Details page of a subject in Viedoc Clinic and look at the event settings, we see the following:

If we initiate the first event - Screening on 01Jan 2018, for example, then the first occurrence of the Diary event will have as
proposed date 06 Jan 2018. This is according to the Diary event settings described above, having as proposed date 5
days after the actual or planned date of the previous event (Screening), with no time window.

Thereafter, the following occurrences of the Diary event will have as proposed date 1 day after the proposed date of the
previous occurrence, as illustrated in the image.

Each of the occurrences of the Diary event are displayed in the subject details page by using the Short summary format
according to the settings performed in the event general settings.



Show all visits

Screening Diary : Day 1 Diary : Day 2 Diary : Day 3 Diary : Day 4
01 Jan 2018 06 Jan 2018 {+0) 07 Jan 2018 (+0) 08 Jan 2018 {+0) 09 Jan 2018 {+0)
Visit date

After the event was initiated, the event is identified by the long summary format:

= inthe form header in Viedoc Clinic.
« in the header of the form PDF.
= inthe PDF export for Viedoc versions 4.39 and higher.

4  Timing settings at activity level

For activities within subject initiated events, it is possible to enable proposed time calculation.

To do this:
1 Go to the Study workflow then click on the pen icon corresponding to the respective activity to open the
Activity settings window.
2 Click on the Timing tab, and:

1. check Enable proposed time calculation
2. set the proposed time

3 and 4. set the time windows, if needed

In the example in the image below, we have set the proposed time at 8:00 with a time window of -2/+8 hours (2 hours
before and 8 hours after the proposed time). This would make the activity to appear in Viedoc Me as illustrated in the
bottom of the image:



# Subject Diary > D_SF36 - | Close |
Activity settings
Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

o v/ Enable proposed time calculation for subject initiated activities

9 Attime v 08:00 [©)]

e Time window before the proposed time: | 2 hour(s) |
o Time window after the proposed time: | 8 hour(s)

ViedocMe

Next scheduled event

“S===" Friday, January 12, 2018,|08:00| Proposed time
SF36 Questionnaires

, Available 12 Jan 2018,[06:00-16:00| Time window >
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1. Introduction

2. Designing the form

3. Set the form as repeating

4. How the repeating form looks in Viedoc Clinic

1 Introduction

This lesson illustrates an example of using repeating forms. It shows how to configure repeating forms in Viedoc Designer
and how they look in Viedoc Clinic.

For a complete description of the settings for repeating forms, see the chapter Forms in Study workflow.

In this example, we create a form called Meals that will be set as repeating, so that one instance of the form can be filled in
in Viedoc Clinic for each meal a specific subject uses.

2 Designing the form

The form is designed within the study design in the Forms section. For details about form settings see Creating and
editing forms.

We have two items in our form:

= Kind of meal provided - possible to choose one of the five options (see image), with item ID STDML
= Meal time - to be filled in with the time of the respective meal, with item ID MLTIM.

When planning to use a form as repeating, it is important to set the Summary format in such a way that the instances of
the same form are easily identified in Viedoc Clinic.

In our example, we set the summary format to {FormRepeatKey}. {STDML} Time: {MLTIM}. This will help in identifying the
different form instances in Viedoc Clinic, as shown in the image.
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Preview of your form €@ MLS Settings [X

General Advanced Visibility

'
1 '
[ '
 Meals @ s ! .D
: i MLS
Name
Meals
I STDML
Kind of meal provided [id ] e —
Breakfast Lunch Dinner Snack Other {FormRepeatKey} FSTDMLY Time: {MLTIM}
. Desgcription
Meal time
B MM
H L1 1] .
HH o [1 « i)
Details HHE 3. 2
SE-STO-001 Show all events r % g8=
STOCKHOLM
Screening Diary : Day 1 Diary : Day-2 Diary : Day 3 D
[pEMD)
29 Dec 2017 u 03 Jan 2018 30 04 Jan 2018 (+0) 05 Jan 2018 (0) 06
|
g orm
of stu it forms
R T o Shovideletsd forms (1) prorocol dare
not set
Demographics n
Event date u Scheduled date
not set @
Vital Signs Eventdate o
29 Dec 2017 Ext
Vital Signs u
Meals
Creatg'as many as yéu need
1| Breakfast|Time| 0630 v |
2. Lunch Time: 12:15 =
4. Dinner Time: 19:30 u
5. Snack Time: 21:00 v |

3  Set the form as repeating

Setting a form as repeating is done at activity level and therefore it is configured under Study workflow. For a complete
description of repeating form settings see the Forms chapter in Study workflow.

In our example, we add the activity Meals to the Screening event, and we add the form Meals to the activity Meals. We
click the pen icon of the Meals form and select Allow form to repeat and Unlimited times. This means that for this form, an
unlimited number of instances can be added in Viedoc Clinic for a specific subject, within the respective event and activity.
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Study workflow

Study Start Scheduled Events Unscheduled Events

1 i SCR: Screening

i SCR_VS: Vital Signs ii SCR_MLS: Meals

Meals Save & Preview

Customize item visibility

+ Allow form to repeat

® | Unlimited times

| | times including first instance

4  How the repeating form looks in Viedoc Clinic

If we now go to the Subject Details page of a subject in Viedoc Clinic, and add a few instances of the Meals form to the
Screening event, it will look as shown in the image:



SC reen | N g ¥ Show deleted forms (1)

I Event date

Vital Signs

I Vital Signs

Meals

Create as many as you need
1. Breakfast Time: 06:30
2. Lunch Time: 12:15
ISreekThre15-00 DELETED
4. Dinner Time: 19:30
5. Snack Time: 21:00
+ Meals®

\4

[EZ8) SE-STO-001 - | Screening [29 Dec 2017] ~

Meals

Kind of meal provided

Breakfast Lunch Dinner Snack | @ Other _.':
Meal time _.':
v | 22:30
S C ree n i n g .." Show deleted forms (1)
I Event date &
Vital Signs &
I Vital Signs &
Meals _~‘.
Create as many as you need K
1. Breakfast Time: 06:30
2. Lunch Time: 12:15
4. Dinner Time: 19:30
5.Snack Time: 21:00 .~
6. Other Time: 22:30 ¥
+ Meals |

Each instance of the form is identified by the Summary format that we have set for the form, as illustrated in section
Designing the form.

If we delete one instance of the form, the FormRepeatKey of that instance will not be re-used. In the example illustrated
in the image, we delete the form instance with FormRepeatKey =3.When we then add a new form instance, the new
instance will receive the next available FormRepeatKey ,whichis FormRepeatKey =4.



Please note that an instance of a repeating form cannot be reset, it can only be deleted, which means that the same
instance cannot be filled in again. A new instance must be created in this case.
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1. Introduction
11 Objective of this lesson

2. Working with reference data - an example

2.2 Configuring a reference data scope in Viedoc Designer

2.3 Adding_a reference data source in Viedoc Admin

2.4 Entering reference values in Viedoc Clinic

2.5 Auto-population of reference data to the subject forms

This lesson provides a use case for working with reference data in , ,and

1

Introduction

Can not output single-source

For more detailed instructions regarding these steps, see:

= Configuring reference data scopes in Viedoc Designer
» Managing reference data sources in Viedoc Admin
= Working with reference data in Viedoc Clinic

For a video tutorial on how to work with reference data, see

11

=« Reference data video tutorial

Objective of this lesson

This lesson illustrates an example of configuring reference data in Viedoc Designer, Viedoc Admin, and Viedoc Clinic. It
also shows how reference data are populated to the subject forms in Viedoc Clinic.

2.1

Working with reference data - an example

Configuring a reference data scope in Viedoc Designer

1. In Viedoc Designer, create the form that will be auto-populated with reference values. In the example in the
image, this form is the Lab form, and the items that will be populated with reference values are Low Normal,
High Normal and Range.

2.Setupa . The reference data scope defines a set of measurements that a reference
data source (e.g., a lab) carries out, and the factors that might affect these data. In this example, the reference
data scope Hematology CBC was set up, with:

= Sexand Age as - because these are the factors that the respective reference values might
depend on.

= Leukocytes, Lymphocytes and Neutrophils as - because these are the parameters that
are going to be measured. For each variable, we set the (the date on which the
reference values to be populated are based) to the LAB_DATE item in the Lab form. We also set up
two that correspond to the Low Normal and High Normalitems in the Lab form.
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Forms / Viedoc

Preview of your form @ ) Show ID for, .
Demographics @ o«
Reference data scopes
Date of Informed Consent Gender () DHSEX T Hematology CBC Factors: 2. Variables: 3 e Edic
"

Male Female @

T Hemetology CBCZ Factors: 2, V 512 @ inue

Date of birth ] DMDoB Age () DMAGE
year
Reference data scope | Hematology CBC
Forms /
Preview of your form @ & ShowiD for Scope name.
Hematology CBC »
Lab @ w
Factors
+ recnrine Factor expression Facter options
Collection Date and Time sex #  SFIRST DM DMSEX # e Male, Female
20p Age #  SFIRSTDMDMAGE ’o
iabl Target types
Hematology - CBC Variables S
) : bate factor owNormal 4 mal 4
_— Lo Norma High Normal 4 fom Date Low Normsl High Normal 4
WBC B LAB_weC_RE B Lae_weC_Low O 1AB_WBC_HIGH 1 Lab (LAB) # = LAB_DATE # +=+  Low Normal # High mal r
Leukocytes LAB_WBC_LOW) LAB. 3C_HIGH)
20 b # - LABDATE # e (AGNEUTLOWI @ (LABNEUT_HIGH) &
NEUT (B LAB_NEUT_RE! [ LaB_NEUT_LOW [E] LAB_NEUT_HIGH 3+ Lab(LAB) #  Lymphocytes # o LAB_DATE # e (LABLLYM_LOW) @ (LABLLYM_HIGH) &
Neutrophils
LYM Buwe B Lae_Lm_tow ) LAB_LrM_HIGH
Lymphocytes
Hematology - CBC2
Result Range [ LAB_MONO_RANGE
Mono @) we_mono.
Baso L R B Les_sa

3. Publish the Global design settings, so that the defined reference data scope will become available in Viedoc
Admin and Viedoc Clinic.
4. Create one or more clinic roles that have permission to perform one or more of the following actions:
= View reference data - allows the user to see the existing reference data in read only mode in
Viedoc Clinic. When enabling this option the following two options become available:
= Edit reference data - allows the user to edit and save reference data.
= Publish reference data - allows the user to publish the reference data values, so that the values will
become available for the forms in Viedoc Clinic.
You need to have at least one clinic role with permission to edit reference data and one clinic
role with permission to publish reference data. This does not have to be the same role.



Roles Viedoc Designer

Compare and manage user roles .
pa 9 e ﬁ Designer

Save Sign Review Output Read-only

. Investigator @ @
n: Yes No No Yes No
m Role ID: RG5515
| © o)
No No Yes Yes No
ﬁ Role ID- RG5518
. Data Manager
= @ O
[ No No Limited Yes No
' ‘,Sp.cnsor "'---............... () ‘::’

dit role "Data Manager” [RG5519]

Edit role Manage rights in this role
Name Status Special
Data Manager m User can only view form data (this overrides all edit permissions)
Description

/' Export of data into different formats/view reports W Metrics +/ Create private notes

Medical coding ~ View reference data «/ Edit reference data «/ Publish reference data
CRF Rights
Avatar Add/update subject/event/form data and query answers Delete subjects
. . . Sign subject/event form data and queries Add/change queries + Add pre-queries
PO Y PO Y ar Promote pre-queries «/ Data review Clinical review SDvV Lock data
' . . elearning
Oh ah aA

+/ Site User Training (SUTV4) ' Monitoring Training (MTPV4)

For more detailed instruction, see Configuring reference data scopes, and Configuring roles in Viedoc Designer.

2.2 Adding a reference data source in Viedoc Admin
In Viedoc Admin, open the Reference data source(s) window and add the reference data sources (the labs or institutes
that will provide the reference data). Link the reference data source to the reference data scopes and to the sites for
which they should be used.

For more detailed instruction, see Managing reference data sources in Viedoc Admin.

In this example, we have defined two reference data sources: Akademiska Lab and Karolinska Lab. The Akademiska Lab
is linked to two scopes: Hematology CBC and Hematology CBC2. It is also linked to the system site group Sweden (all
production sites in Sweden). The Karolinska Lab is only linked to the scope Hematology CBC, and to the site Karolinska
Institute Stockholm.
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¥ A demo study Viedoc Admin
. Reference Data Source
[+] A@new reference data source Al Manager

Reference Data Sources

Manage contact information, design scopes, and applicable sites.

2 Reference data source(s)
Allow site managers to create reference data sources
G

“% Akademiska Lab

&3
Uppsala. Sweden
Scope(s): Hematology CBC, Hematology CBC2
Site(s). Sweden .,'..
Last edited 2017-10-20 12:22 UTC by .*.. .‘.
C Karolinska Lab A Open
Steckholm, Sweden !o- _:
Scopels). Hematology CBC ’,' X .."
Site(s): Karolinska InstilL:;E“Slockhelm ...'.
Last edited 2017-10-20 12.2}‘.‘JTC by ..:
6 Central Lab
Name Country
Central Lab Sweden J
City Contact person
Uppsala
Phone number

E-mail address

Description
P

Link to following reference data scopes

Hematology CBC
Hematology CBC2

Cancel

Select site groupl(s) or site(s)

Save
For each of the defined reference data source-scope combinations, reference data value sets will become available in

Viedoc Clinic.
2.3 Entering reference values in Viedoc Clinic
1. In Viedoc Clinic, on the landing page, click the reference data icon. A list of all reference data source-scope

combinations is displayed.
2. Click Open reference data editor to open the reference data editor. In this example, we enter the values for the
Akademiska Lab, Hematology U source-scope combination.
= Select the time period the values are valid.
= Select the factors to include. In this example, both Age and Sex are included, yet not used for all
three variables. We set sex to N/A (not applicable) for the variable Leukocytes, and age to N/A for
= Select the factor options to include, and/or define the range. In this example, we include Male and

the variable Lymphocytes.
Female as factor options for the factor Sex, and we specify <78 and =78 as ranges for the factor

Age.
= Enter the reference values.
3. Click Save to save the reference values.
4. Click Publish to publish the reference values. Publishing will make the reference values available for

autopopulation to the subject forms.
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@ [Akaderniska Lab o< Akademiska Lab, Hematology CBC
Reference values @ Published 20 Oct 2017 12:36 UTC by
Scope(s): [Hematology CBC |Hematslogy CBC2
Sitelsk: Sweden i Linked 102 sl inked 0 1 formis) Settings con be edted by 3 use(s). Lost saved 20 0ct 2017 1236 UTC b
5
+) |Karolinska Lab [ % open ] Karolinska Lab, Herriatology CBC
Scopel(s): [Hematology CBC Reference values @ Published 20 Oct 2017 13:01 UTC by
Sitels) Karolinska Intitute Stockholm § Linked 102 stet) Linked to 5 form). Setingscan be edited by 3 users Last saved 20 Oct 2017 15T0WTG by
2231
.
Viedoc 1
Reference data scope | Hematology CBC
pel o9y Akademiska Lab, Hematology CBC
»
n #1  Valid from 2017-10-20 Validto Ongoing - +
Reference variable name Factors Values to be popuiated
Sex #  SFIRSTDMDMSEX Sl - se» Age » tigh
Age # SARSTOMOMAGE ’ :
: Leukocytes < 00 10
S 500 801
Variables Neutrophits Male = e , o
Name Date factor S 3
Lab A8 # Leukocytes s - LABONTE ’ - e < 1100 prs
S 50 e
Lab LA # Newtrophis s - LABONTE s o BNEUTLOW # (LABNEUTHIGH) #
Lab (LAB) #  Lymphocytes # o LABDATE # v LABLYM_LOW) # (LABLLYM_HIGH # Lymphocytes Hele 100 .

For more detailed instruction, see Working with reference data in Viedoc Clinic.

2.4 Auto-population of reference data to the subject forms

1. Open the form to which the reference data will be populated, in this example Lab. Viedoc automatically
identifies forms that have items that belong to reference data scopes, and displays a section in which the
source for the reference data can be selected: Link the scope with the reference data source that provided the
test results.

2. For each scope, select the reference data source that provided the reference data from the drop-down list. In
this example we select Akademiska Lab for the scope Hematology CBC.

3. Set the Collection date and time.
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Akademiska Lab, Hematology CBC

Viedoc

Linked to 2 sitefs). Settings can be edited by 3 userfs). @
° #1 | Valid from 2017-10-20 Valid to  Ongoing #) Add new | Duplicate
Reference variable name Factors Values to be populated
Sex Age Low High
Normal Normal
Leukocytes < 18 4500 10000
E 18 4000 8000
Neutrophils Male < 18 1100 4100
E 18 1050 3900 tememmesee
Female < 18 1100 4900
E 18 1050 4700
Lymphocytes Male 3100 7100 reresseened
Female 1900 7800
2 - 2 S
47 Brmie et G B e e
Lab
siowrstor @ (1D

Demographics

Date of Informed Consent

v [13Aug2018 | @

Date of birth

v 10 Jul1979 ]

Gender

®) Male

The system verifies:

Female

Link the scope with the reference data source that provided the test results

Hematology CBC e
P
g

Hematology CBC2

Akademiska Lab

| oty

Collection Date and Time

v 13 Aug 201810:04

Hematology - CBC

Result
WBC
Leukocytes
NEUT
Neutrophils
LYM
Lymphocytes
Hematology - CBC2
Result

Mono

Baso

In the reference data scope, the
date factor is set to LAB_DATE,
which is this item in the form.

Low Normal

4000

1050

3100

Range

High Normal
8000 DR
3900 R
7100 e

If there is no reference data scope
defined for these variables, or if no
reference values have been published
for this source-scope combination, no
reference values are populated. These
items are editable, so they can be filled
in manually.

= which date factor has been defined in the reference data scope (so on which date the reference values should
be based), and whether this date lies within the time period that the reference values are valid. In this example,
the date factor is set to the item LAB_DATE, which has the value 13 Aug 2018 10:04. This date lies within the time
period #7that the reference values of the source-scope combination Hematology CBC-Akademiska Labis

valid.

= what the factors are, in this example the gender (male) and the age (39, thus >18) of the subject. This
information is taken from the Demographics form.

If the date matches the validity of the reference values, the system auto-populates the relevant reference values to the
subject form, based on the defined factors.

If you do not select a reference data source, no values will be automatically populated. The items are editable so that they
can be filled in manually. Similarly, if no scope is defined (as for the Mono and Baso items in the form), or if no reference
values are entered for that specific source-scope combination or for that specific date, the items remain empty and can
be filled in manually.

For more detailed instruction, see Working with reference data in Viedoc Clinic.
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This lesson provides a use case for configuring a dynamic randomization in ,and
. It also explains the algorithm that is used for assigning subjects to treatments, and how the calculations are
executed.

The Randomization feature must be included in your study license in order for the randomization
configuration to be available in production mode. You can still configure a randomization in demo mode without a
license.

1 Introduction

Can not output single-source
Detailed instructions regarding these steps are described in:
» Setting up the randomization in Viedoc Designer

=« Configuring_a static randomizations in Viedoc Admin
« Configuring_.a dynamic randomization in Viedoc Admin

For a video tutorial on how to configure a static list randomization and a dynamic randomization, see:

=« Randomization video tutorial

2 Description of the use case

Let's consider the following scenario: We conduct a trial in which we compare three treatments: A, B and C. We want to
randomly assign patients to these treatments, and we want treatment A to be allocated 50% of the time, and treatments B
and C 25% of the time respectively. The prognostic factors that might influence the effect of the treatment on the subject,
and that we would like to balance for in the randomization, are the subject's sex (male or female) and the subject's age (<=
30 or > 30). We consider it more important to balance for the subject's sex than for the subject's age, so we set a higher
factor weight on the factor sex.

In summary:

= Three treatment groups: A, B and C.
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= Allocation ratio for A:B:C = 2:1:1
= Two factors: sex (male or female) and age (<= 30 or > 30)
= Factor weights: 2 for sex, 1for age.

3 The procedure

3.1 Actions to be performed in

311 Set up forms in Viedoc Designer

In this randomization example, we use two forms:

1. Add Subject form - containing two items:
= Gender
« Age

2. Treatment form ( ) - containing three items:
= Gender - returns the value for Gender in the Add Subject form.
= Age - returns the value for Age in the Add Subject form.
= Treatment - containing a code list with three choices: A, B, and C. This item will be populated by the
randomization service.

Preview of your form (2] Preview of your form e

Add Subject Treatment
TREAT1 Settings
aen;i-er ------------------ General Visibility Validation | f Oulputm
Gender H
Male Female ._______A_A_a_li_____..F_E_T?l.ei.E Q)R
Default Value
Function logic (JavaScript) ()
Age Age function getValue() |
- . $FIRST.ADD_SUBJ.GENDER
=30 »30 <=30 (o) >30 -
1
Treatment
A B c
Study workflow Study workflow
ADD_SUBJ: Add subject TREAT: Treatment
Add Subject Treatment

The form Add Subjectis added to the activity ACT7in the Add_SUBJ Study Start event. The form Treatmentis added to the
activity ACT2: Assign treatmentin the Treatment event, which is the first scheduled event.

The randomization form (here called Treatment) must contain all of the input factors and outcomes you intend to
use for making assignments.

Once saved in Viedoc Clinic, the randomization form cannot be edited anymore. Add a message to the form asking
the clinic user to make sure that the data are correct before randomizing the patient (see image below).

Because the Treatmentitem in the Treatment form is the item that will be populated by the randomization service, and
should not be filled in by the clinic user, it may be a good idea to make it invisible to the clinic user as long as the patient is
not randomized. In order to achieve this, you can set the visibility conditions On advanced conditions evaluates true for
this item to TREAT!=null (show item when it is not null). Then, the clinic user cannot see the item when opening the form.
But once the clinic user clicks Randomize, the randomization service allocates the subject to a treatment, the item is not
equal to null anymore and appears in the form.



Preview of your form @ [ Show ID for fields (I )

Treatment @ ranoo

Please confirm the information is correct!
The form cannot be changed after clicking Randomize.

Gender [E sEx

Male Female
Age @ AGE
<= 30 =30

TREAT Settings

General E\J’ bility § Validation f Output m

A B =

Show L 4 to
) Allroles

Selected roles

Show v
always
on simple condition evaluates true

on advanced condition evaluaies true

TRERT!=null
&) 4

Enable edit for
#) Allroles

Selected roles

[ : ) Duplicate field e Delete field

In this example, the randomization outcome (treatment) is not blinded. If you decide to set up a blinded outcome, this item
has to be included in the randomization form as well. The blinded outcome will never be shown to the clinic user, it is not
available in the export, and you cannot program visibility conditions or edit checks based on the blinded outcome.

312  Setting up the randomization in Viedoc Designer

The randomization mapping is set up under Study Settings in the study design in Viedoc Designer. The randomization
mapping tells Viedoc where the randomization form is and how to use the variables on that form.

We set up the randomization as follows:

= We select the Event, Activity and Form for our Treatment form.

= As Factors, we select the Gender and Age items in the Treatment form.

= As Outcome, we select the Treatmentitem in the Treatment form. This item is going to be populated by the
randomization service.

Name

Demo randomization

Description

Randomization Settings
Event
Treatment
Activity
ACT2  Assign treatment
Form

TREAT / Treatment v Will not be editable after randomization

Factors

TREAT1/ Gender X TREAT2/Age X To be collected before randomization

Outcomes

TREAT3 / Treatment X These items will be populated from the randomization service

Blinded Output

These items will be populated from the randomization service but visible only after ‘Unblind’ action

For step by step instructions on how to set up the randomization mapping in Viedoc Designer, see Setting up the
randomization.
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After the randomization mapping has been set up, the study design needs to be published for the randomization to
become active.

3.2 Actions to be performed in

321 Inviting a user to the role Unblinded Statistician

The Study Manager needs to invite a user to the role .The role Unblinded Statistician should only be
given to users that are supposed to be unblinded and that do not participate in study evaluation procedures, otherwise
the blind will break. An Unblinded Statistician can never work in a blinded role within that study.

For step by step instructions on how to assign roles to users, see Managing_ users (STM and SIM).

322  Configuring the dynamic randomization in Viedoc Admin

The randomization can only be configured by users that are assigned the system role
To enter the Randomizations page, select the toolbox icon in the Randomization is on field in Viedoc Admin.
In this example, we do not use allocation, so we only set up a Randomization list, as follows:

= We set the Scope of the Randomization list to Studly.
= As Factors, we select Gender and Age.
= As Outcome, we select Treatment

From the Randomization method dropdown list, we select Dynamic (Pocock/Simon,).
The dynamic randomization method can only be chosen if the following criteria are met:

= Only one outcome is selected
= The selected input factors, as well as the outcome, have a code list (no free text fields can be used).

You will need to create the dynamic randomization configuration individually for demo mode and production mode
after creating the dynamic randomization settings.

Select Approve settings & generate list. The Create configuration link is displayed:

y“ A demo study

Demo randomization 11

Factors Outcomes
Sex [SEX3] Treatment [TREAT2]
Male Female Placebo Allocation
Scope Factors Qutcomes
Randomization List Country SEX3, TREAT2,
Allocation List Site ITEM, KITNO, EXPIRYDATE,

Randomization method  Dynamic (Pocock/Simon)

Production

Randomization List Create configuration
Sweden (Demo)
Not initiated

Allocation List Download template

ST1 Sitel (Demo)

A Upload
Not initiated

Select Create configuration to configure the dynamic randomization.
We configure the dynamic randomization as follows:

= As Variation method, we select Range (this is the difference between the highest and the lowest value in the
set).
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= We set the Probability to 800 (the equivalent of 80%).

= In our example, it is more important to achieve balance in the factor Gender than in the factor Age, so we set
the Factor weights to 2 for Gender and 1for Age.

= Because we want treatment A to be allocated 50% of the time, and treatments B and C 25% of the time
respectively, we set the Allocation ratio to 2 for treatment A, and to 1 for treatment B and C.

= As Max slots (per list) we enter a maximum of 50 slots.

Configure dynamic randomization
Variation rmsethod
Range
Probability [/ 1000)
H040
Factor weights
Gender Age

&

Allocation ratw

Max slots (per list)
50
Save Cance

For step by step instructions on how to set up the randomization in Viedoc Admin, see Configuring_a dynamic
randomization.

3.3 Actions to be performed in

331 Randomize a patient in Viedoc Clinic

When the clinic user has added a subject in Viedoc Clinic (i.e., filled in the Add Subjectform), and opens the Treatment
form, the values for Gender and Age are automatically populated from the Add subject form. Upon clicking Randomize,
the subject will be assigned to one of the treatment groups. The Treatmentitem will appear in the form, populated by the
randomization service.
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& Randomize
I g I
| S——

Treatment

Please confirm the information is correct!

The form cannot be changed after clicking Randomize.

Gender

&) Male Female

Age
<=30 (@ =30

=
(V]

){ Form is in read-only mode.

Treatment stow HisTorY @) (D

Please confirm the information is correct!

The form cannot be changed after clicking Randomize.

Gender

®) Male Female

Age
<=30 (®) =30

Treatment

OF

Upon randomizing the subject, the randomization form (7reatment form) becomes read-only. This means that no
item in the Treatment form will be editable, not even if the value for Gender or Age changes in the original Add subject
form.

4 Calculations behind the scenes

This section explains how the calculations are made for assigning one of the three treatments (A, B or C) each time a new
subject is randomized.

41 References

The underlying theory for the dynamic randomization method that is implemented in Viedoc is described in the following
articles:

= Pocock S.J. and Simon R. Sequential treatment assignment with balancing for prognostic factors in the
controlled clinical trial. Biometrics 1975;31:103-115.
= Miller E. Probability sharing in a modified Pocock-Simon method. 12th Int. Conf. of S.C.M.A Jun 22, 2005.

The Donald E. Knuth's subtractive random number generator algorithm that is used in the modified Pocock and Simon
method implemented in Viedoc is described in the following article:

« Donald. E. Knuth. The Art of Computer Programming, volume 2: Seminumerical Algorithms. Addison-Wesley,
Reading, MA, second edition, 1981.



4.2 Concepts and terminology for dynamic randomization

The following table lists the terms that the algorithm used for dynamic randomization according to the Pocock and Simon
method is based on.

Term Description Calculated as

D The amount of = Range - the difference between the highest and the lowest values
variation in the set of in the set, or
values for a factor = Range Squared - the square of the range.

G The total amount of Sum of weighted D (D multiplied by factor weight) for all factors.
imbalance across all
factors

P(p) The probability with The probability determines the extent to which one wishes to favour the
which the treatment treatment group that would lead to the smallest imbalance.

that minimizes

imbalance is assigned  During the randomization, the probability P for each treatment assignment is
calculated, based on a probability cut-off. This probability cut-off (referred to
as p below) is a static decimal between 0 and 1that is provided by a
statistician. In Viedoc, the probability cut-off has to be entered as x/1000. So
for a p of 0.8 (80%), the number 800 should be entered.

During randomization, P for each treatment will be distributed as follows:
(N = number of treatments, p = probability cut-off)

= Ifthe Gs are the same for all treatment assignments, then the
probability will be the same for each treatment: P=p/N.

= If one treatment has the lowest G, then it will have its probability P
as p. The remaining treatments will split the remaining probability:
P=(1-p)/(N-1)

= If one or more treatments share the lowest G value, then Viedoc
first calculates what the remaining non-favoured treatments will
get and then splits the remainder between the favoured

treatments.
Random A random number Generated using Donald E. Knuth's subtractive random number generator
between 0 and 1 algorithm
seed Avalue used to Based on the number of ticks to represent the current date
initialize the random
number generator

4.3 Procedure

Using the above algorithms, a frequency table is calculated for each new subject to be randomized. A random number
greater than or equal to 0 and less than 1is generated using a seed value based on the number of ticks to represent the
current date. Using the Ps and this random number, a treatment index is chosen and the patient is thereby assigned this
treatment.

When a new subject is added and should be randomly assigned a treatment, the following calculations are performed:



Randomize subject!
(values for the input factors used for
randomization should be provided)

Hypothetically assign each of the possible outcomes, and calculate for each
outcome:

1. Add 1 to the current treatment count.
2. Divide all set counts by the corresponding treatment allocation ratio.

3. Calculate the variance D for each of the prognostic factors.

4. Calculate the total amount of imbalance G for each outcome.

5. Calculate the probability P with which to select the treatment that minimizes
the imbalance for each of the possible outcomes.

Input factors with
factor weights (w)

Outcome options with
allocation ratios (r)

Assign the outcome that
minimizes the imbalance
according to the calculated
probabilities and the random
number

Generate a random number
between 0 and 0.999...

44 Calculations

Once the first subject is randomized, it is possible to download the randomization list from Viedoc Admin.

¥~ Documentation of Life

Dynamic randomization

Factors Outcomes
Gender [SEX] Treatment [TREAT]
) Male ) Female 0r 88 OC
Age [AGE]
0-<=30 @>30
Scope Factors Outcomes
Randomization List Study SEX, AGE, TREAT,

Randomization methed  Dynamic (Pocock/Simon)

Demo mode Production

Randomization List Edit configuration
5230 Documentation of Life
v Active 9

An Excel file is downloaded, which has the following three sheets:

= Configuration (1) - a summary of the factors and outcomes and their code lists, and the randomization details
(randomization method, variation method, probability, maximum number of slots per list, factor weights and
allocation ratio).

= Current distribution (2) - a summary of the number of entries sorted by the factors and the outcome. In our
example, we can see how many subjects are assigned to each treatment, how many of them are
males/females and how many are aged <=30 and >30.

= Slots (3) - one row for each randomized subject, listing:

= the details of the randomization: factors and outcomes, subject details, user details (e-mail
address) of the clinic user who randomized the subject, and date and time of randomization,



= the details of the applied algorithm: variation method, probability P, factor weights, allocation ratio,
maximum number of slots per list, Gs, Ps, Random and Seed.

Production

Randomization List Edit configuratios

1726 Randomization
v Active ° 6

[configuration |

Factors:

Gender (TREAT1) 1=Male 2=Female

Age (TREAT2) 1=<=30 2=>30

Outcomes:

Treatment (TREAT3) 1=A 2=8 3=c
Randomization method: DynamicPocockSimon

Variation method: Range ~—r
Probability: 038

Max number of slots (per list): 50

Factor weights:
Gender 2
Age 1

Allocation ratio:

A 2
8 1
c 1
Gender Age
Treatment Male  Female <=30 >30 Total
A 1 1 0 2 2
B 1 1 1 1 2
c 0 1 o 1 1| -
Total 2 3 1 4 5
A B c D E F G M N o 3 a R s T u
# Gender Gender-CodeAge Age-Code Treatment Treatment - Code Variation method P Factor weights Allocation ratio Max slots (per list) Gs Ps Random seed
# TREATL TREAT1CD TREAT2 TREAT2CD TREAT3 TREAT3CD VariationMethod P FactorWeights AllocRatio Maxslots Gs Ps Random Seed
1 Female 2 30 2 c 3 Range 08 2,1 2:1:1 50 15,3.0,3.0 0.80,0.10,0.10 0,934005014| 1930058125
2male 1 30 2 1 Range 08 2,1 2:1:1 50 2.0,3.0,4.0 0.80,0.10,0.10 0,039527775  -1342522832 ]
3 Female 2 I [ 2 Range 08 2,1 2111 50 25,3.0,5.0 0.80,0.10,0.10 0,858836875  -805769653
4 fFemale 2 >30 2 A 1 Range 08 2,1 211 50 2.0,45,6.0 0.80,0:10,0.10 0,607355348  -606037390
smale 1 >30 2 B 2 Range 08 2,1 2111 50 35,2.0,40 010,080,010 077764126  -319975653
w=2 (factor weight for Gender) w,=1 (factor weight for Age)
[ 1 1
Male Female <=30 >30
=2 A 0 0->+1->1/r,=1/2=0.5 0 0->+1->1/r,=1/2=0.5 Gy= dag* W + dypsag "W
d,s = max (0.5, 0, 0) — min (0.5,0,0) =0.5-0=0.5 dppag = Max (0.5, 0, 0) —min (0.5,0,0)=0.5-0=0.5 =0.5*2+05%1=15
rge=1 B 0 0->0/ry=0/1=0 0 0->0/r,=0/1=0
re=1 C 0 0->0/rc.=0/1=0 0 0->0/r,=0/1=0

Let's consider the first added subject and take a look at how the first set of calculations is performed in order to assign a
randomized treatment.

All the values in the distribution table (illustrated by 2 in the image) are equal to 0 at start point. We are adding a first
subject with Gender = Female and Age > 30. For this, we follow the workflow for calculating D, G and P for each of the three
possible outcomes (treatments).

We are going to use the following notations:

« Factor weights
= wg - factor weight for gender = 2
= Wwp - factor weight for age =1

= Allocation ratios
= rp - dllocation ratio for treatment A =2
= rpg- dllocation ratio for treatment B =1
= rc - allocation ratio for treatment C =1



« Variance
= dawm - variance for treatment = A, and gender = male
= daf - variance for treatment = A, and gender = female
= da<=30) - variance for treatment = A, and age <= 30
= da-30) - variance for treatment = A, and age > 30
= dpwm, der, dB(<=30): dB(>30), dcm, der, de«=30) de(-30) - variances for treatment B, respective C, in the
same manner as described above for treatment A.

We start by hypothetically assigning each of the three treatments and calculating the variances for each assignment.
Because the subject to be added is a female with age > 30, we only have to calculate the variances for those factor values.

= Assuming that treatment A would be assigned, we add 1 to the distribution table, in the row for Treatment A, in
the Female column and in the Age > 30 column. The variances for each factor are calculated as below and
illustrated by the last table in the image:
« dap=1/ra-0=1/2=0.5 (one female subject was added, which makes the highest value in the
distribution table corresponding to the Female column =1 and the lowest = 0)
= dap30)=1/ra-0=1/2=0.5 (one subject was added with age > 30, which makes the highest value in
the distribution table corresponding to the Age > 30 column =1 and the lowest = 0)

= Assuming that treatment B would be assigned, we add 1to the distribution table, in the row for Treatment B, in
the Female column and in the Age > 30 column. The variances for each factor:
« dgg=1/rg-0=1(one female subject was added, which makes the highest value in the distribution
table corresponding to the Female column =1 and the lowest = 0)
= dp(-30)=1/rg - 0 =1(one subject was added with age > 30, which makes the highest value in the
distribution table corresponding to the Age > 30 column = 1 and the lowest = 0)

= Assuming that treatment C would be assigned, we add 1 to the distribution table, in the row for Treatment C, in
the Female column and in the Age > 30 column. The variances for each factor:
= dcg=1/rc -0 =1(one female subject was added, which makes the highest value in the distribution
table corresponding to the Female column = 1 and the lowest = 0)
= dc(-30) =1/ rc - 0 =1(one subject was added with age > 30, which makes the highest value in the
distribution table corresponding to the Age > 30 column = 1 and the lowest = 0)

Then we calculate the total amount of imbalance for each of the three possible treatment assignments. These are the
values displayed in the table in the Slots sheet (3 in the image), for the first entry, in the Gs column:

= Ga=darwg + dap3gwa =0.52+0.5"1 =15
= Gp=dgrwg + dpp3oWa =12+11=3
= Gc=dcrwg + dcp3owa =12+1*1=3

Then we calculate the probability (P) for each of the three possible treatment assignments. We have set the probability (p)
to 0.8 in our example. The treatment with the lowest G (in our case A) will receive the Probability (P) as p (in our case 0.8).
The remaining treamment assignments will split the remaining probability. These are the values displayed in the table in
the Slots sheet (3 in the image), for the first entry, in the P column:

= Pa =0.8 (thus covering all values greater than or equal to 0 and less than 0.8)
= Pg =0.(thus covering all values greater than or equal to 0.8 and less than 0.9)
= P¢c =01 (thus covering all values greater than or equal to 0.9 and less than 1)

Then we generate a random number between 0 and 1 using Donald E. Knuth's subtractive random number generator
algorithm and a seed value based on the number of ticks to represent the current date. The number is displayed in the
table in the Slots sheet (3 in the image), for the first entry, in the Random column, in our example Random =
0.934...Considering the probabilities for each treatment assignment, and the random number, treatment C will be
assigned to the first subject, as illustrated in the image.
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How to add an image to a form in Viedoc

Published by Viedoc System 2023-06-21

This section explains how to add an image to a form in Viedoc.

Before anything else, make sure that the image you are using is optimised in terms of pixel size. Apart from setting the
desired width and height of the image you should also shrink it to the minimum possible file size by removing all
unnecessary information while keeping the required level of image quality. The file format should be either PNG or JPG.
Optimising the image can be done by using Photoshop or a similar software. We also recommend using a site like
http://optimizilla.com to remove things that Photoshop cannot handle.

Please observe that you are responsible for any image uploaded on an external site.

Follow the step-by-step guide below to add your image to a form:

1 Add a static text field in the form where you would like to place the image.

Body pic

Please see below picture of the body

2 Export the Operational Data Model (ODM).

3 Open the ODM in a text editor and search for the variable ID for the static text field added in step 1 above.


http://optimizilla.com/
https://help.viedoc.net/l/a559c4/en/#ODM

4 Replace "Static text" in blue below with this code:
&1t;img style="max-width: 100%; width: auto; height: auto;" src=" "&gt;

The code will make sure the image doesn't get bigger than the browser window.

e e -

Length="100">

<Question>
<TranslatedText xml:lang="en">Static text</TranslatedText>
</Question>
</ItemDef>
5 Go to http://www.cssportal.com/image-to-data/ and upload the image (works with PNG and JPG images
only). Make sure to only upload an image that is optimized in pixel size or the size of your ODM will become
too big.
6 Copy all the text in the Data URI field (double-click to mark all text).

Image:

3

Screen Shot 2018-09-12 at 21.53.12.png
: 231816 bytes
W 309110 bytes

EKAKITWACUGUBI Lys. 1331/ Ep
SuJIf1c/OIFQOe i

Data URI

<img alt="Screen Shot 2018-09-12 at 21.53.12.png"
sro=" IVBOf MJ2IDQ1BJQOMgUH. JKBRWgO

1AL 133/ n/viL E4C1UHIFUUK4KJBWG
NTE /I JtCQwaMhmek -

Image Tag:

background-mage:
(e

u X JGARA3GARALY 1BIQOMGUH VZmISZQAAS ImVIWGUKEK
Background; ahYsKKrlra1ALLYS. 33 c JBWAN
TEpMKRADF} r5uf UDKAE} UYIC Y

7 Paste it to the src parameter. See image:
auto;" sr‘c=}v "&gt;

8 Save the ODM and import this edited design into Viedoc as a new version. The version that was exported
can be deleted (to keep the version numbers continuous).

In Viedoc Clinic, the image will be displayed as follows:


http://www.cssportal.com/image-to-data/

Save changes

Body pic

Please see below picture of the body

In Viedoc Me, the image will be displayed as follows:

< Back Viedoc
Body pic 1/2

Please see below picture of the body
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Using automatic event date

Published by Viedoc System 2021-11-24

1. Description of the use case

2. Set up in Viedoc Designer
2.1 Demographics form
2.2 Study events settings

3. How it looks in Viedoc Clinic

1 Description of the use case

Let's consider the following scenario: We conduct a trial with newborn subjects, where we need to trigger an event window
deviation check if the screening event is conducted outside an event window of 14 days from the Date of Birth collected in
the Demographics form.

2 Setup in Viedoc Designer

21 Demographics form

We design the Demographics form (FormID = DM) where we include a Date item - Date of birth, with the IltemID = DOB:

Demographics
DOB Settings

___________________

General Visibility Validation  f Dutputm

i Date of birth ]
|
! : 1D
' 1
| | DOB
! 1
L .
__________________ ! |+| Required field
Gender
(7
Male Female System checks (7)

("] Prevent dates after

Data checks (?)

) Duplicate field @ Delete field

2.2 Study events settings

In the study design, under Study workflow, we configure the Add subject as a Study start event:

Study workflow

ADDS: Add subject

(%)
(x)

‘ Demeographics |_.0_\_| |_§‘ ‘

We want the event date to be automatically set to the Date of Birth. For this, the Enable automatic event date option is
checked and set to Form item and the item specified is the Date of Birth within the Demographics form: $THIS.DM.DOB:



# Study Start > Add subject | e

Study event settings

Here you can specify all relevant settings linked to this event.

General

Study event ID

ADDS 4 Seta unique event |0

Event name

Add subject

Study event description

Set an optional event description. Observe that from the 25th character the description is
faded out in the event box but visible in full on the actual event [sample]

| Enable automatic event date

The event date will automatically be set to either the date of first data entry. or to the date defined by a form item of the type Date.
If no date is defined by the form item. the fallback will be to use the date of first data entry as event date.

Form item A STHIS.DM.DOB 4 Example:
$THIS.FORMID.ITEMID

| Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign. review or raise queries on the event date.
Though. it will be automarically set. stored and available in exports.

We want to ensure that a deviation check is triggered when the Screening event is outside the 14 days time window from
the Date of Birth collected in the Demographics form. For this, we configure the Screening event, as a Scheduled event
with a proposed date calculation based on the event date of the Add subject event, with a time window of 14 days, as
illustrated below:

# Scheduled Events > Screening ‘ Close

Study event settings

Here you can specify all relevant settings linked to this event.
General Visibility Scheduling

v Enable proposed date calculation

Proposed event date: 0 day(s) after reference date.

Reference date: = Actual or Planned = Add subject X EventDate z

Time window before the proposed event date: 0 day(s)

Time window after the proposed event date = 14 dayl(s)

Enable recurrence

3 How it looks in Viedoc Clinic

In Viedoc Clinic, after the subject is added, the Screening event will look as illustrated below, with a proposed date within
max 14 days from the Date of Birth:

SE-STO-001 Show all visits v % e

STOCKHOLM
("l DOB Screening
22! | 03 Dec 2018

03 Dec 2018 (-0/+14) [E

0% 0/1 0/0
o o Screening Set.a isit date Protacal date U

S 03 Dec 2018 (-0/+14)
Demographics O G B0
Visit date + Scheduled date
not set o

Visit date -
not set m
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Forcing change in subject ID pattern

Published by Viedoc System 2020-10-12

1. Introduction

2. Scenario

3. Solution
3.1 Apply a new version and make a small change
3.2 Change the country

1 Introduction

This use case shows how to change from an autogenerated to a manually entered subject ID, to avoid a mix of patterns in
the study.

2 Scenario

= Inversion 1of the design, the subject IDs are auto-generated according to the pattern:
{CountryCode}-{SiteCode}-{SiteSubjectSeqNo:000}

Subjects get subject IDs looking like this:

filibyid

Bk

= Inversion 2 of the design, the subject IDs are taken from the field subjid in the Study start event, thus the
pattern:

subjid



This is assigned to all sites and subjects get subject IDs looking like this:

—

§ Form o vy e Clatln Bt b ke o edbabie

dm B

= InViedoc Clinic, you can now see a mix of patterns for the subject IDs:

Viedoc

DEMO |

Selection »  Cards ~

Searct FOUND 2 CARDS l: H
00002 v SE-A-001 E
3  Solution

3.1 Apply a new version and make a small change

One way of solving the mix of patterns is to make a revision of the Study start event form in version 1 and apply it to the
study. The revision will not change the subject ID pattern, as this is not possible in revisions, instead we make an
insignificant change to trigger an update of the subject ID. The recommended change is an insignificant text change to
one of the items in the Study start event form. The Investigator then has to approve this change, and the subject IDs are
updated:

Uiedoc - ’,1-‘_'1‘ Subject 1D revision

( DEMO |
Selection »  Cards ~
FOUND 2 CARDS m

00002 H 00001 =



3.2 Change the country

Another way of doing it is to trigger an update of all subject IDs by changing the country of all sites, and then immediately
change it back again.
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Published by Viedoc System 2023-06-21

1. Introduction
11 Phase | template
1.2 Phase II/1ll template
1.3 Oncology template
2. Design considerations
2.4 Common events
2.5 Repeating form
2.6 Check questions form
2.7 Unscheduled events
2.8 Eligibility form
2.9 RECIST form
2.10 Lab forms for reference data editor
211 Lab forms for data import
212 RTSM configuration
2.13 Viedoc Me configuration
2.14 Video adjudication workflow
215 Other

You can download the design ODM and supportive documentation here.

1 Introduction

The following sections describe several template studies. The studies and forms have been designed according to Clinical
Data Acquisition Standards Harmonization (CDASH) recommendations and best practices in Viedoc. They are complete
with form design, edit checks, visibility conditions, and event workflows, as well as settings like randomization, Viedoc Me,
and data mapping for import.

The template studies cover a number of forms in different variations. The below sections include details of the studies,
sorted by forms. For each study, there are links to the design Operational Data Model (ODM) and other supportive
documentation.

The section Design considerations contains additional clarification and instructions explaining why we've designed some
of the forms the way we did. Some of our design decisions are strongly recommended to comply with, while others are
preferences that are more a matter of taste and opinions. There can of course be good reasons to deviate from the
suggested designs. You can read more about our design preferences and recommendations in the Design considerations
section. For each of the template studies, we have assumed a realistic scenario.

You can use these templates as you wish; use the forms as a whole, or just copy smart edit checks or other tricks. Please
ensure that whatever you are using is validated properly for use in your specific study.

11 Phase | template

The scenario for this template study is a small, randomized, and blinded phase | study. It has been configured with a set of
forms and a workflow typical for a phase | study.

For this study, no lab data is being collected in Viedoc, but only the sampling details. Lab PK sampling is performed
frequently and in several activities across events. Several validation checks have been set up to ensure deviations in
sampling time points are captured.

A simple static randomization without any input factors is set up, but advanced allocation is not used.

The intended workflow is explained in the Design considerations section.


https://www.viedoc.com/site/assets/files/1728/templatestudies.zip
https://help.viedoc.net/l/a559c4/en/#CDASH
https://help.viedoc.net/l/a559c4/en/#ODM

You can download the design ODM and supportive documentation here.

1.2 Phase ll/lll template

The scenario for this template study is a large, randomized, and blinded multi-site phase 11/11l study with many different
features configured.

A central lab is used, and the import application imports the data directly from the lab into Viedoc.

The randomization is stratified on gender, and the study uses the advanced allocation to allocate kits to subjects. With this
feature enabled, you can also set up Viedoc Logistics in Viedoc Admin.

The study uses Viedoc Me to capture data for two standardized questionnaires. The study is planned for Germany,
France, and the US, so the corresponding translations have been included for the Viedoc Me forms, in German (Germany)
and French (France).

Finally, a requirement for this study is also a “video adjudication workflow”. This has all been built in the design by using
core functionality of the Electronic Data Capture (EDC), that is, the file upload item, role-based edit rights, role-based
visibility, and email alerts.

The intended workflow is explained in the Design considerations section.

You can download the design ODM and supportive documentation here.

1.3 Oncology template

The scenario for this template study is a multi-site oncology study. The workflow has been set up with a treatment phase
with several treatment cycles, and a follow-up phase with recurring follow-up events.

Since local labs are used, the study uses the reference data editor to simplify the entry of lab data. Standard RECIST
forms are used to capture lesion details as well as disease response. This is an open-label study and no randomization is
performed in Viedoc.

The intended workflow is explained in the Design considerations section.

You can download the design ODM and supportive documentation here.

2 Design considerations

This section contains clarifications and recommendations associated with the designs. It is recommended that you review
the sections below together with the actual designs. Forms considered to be straight-forward in the design are not
mentioned below.


https://www.viedoc.com/site/assets/files/1728/templatestudies.zip
https://help.viedoc.net/l/a559c4/en/#EDC
https://www.viedoc.com/site/assets/files/1728/templatestudies.zip
https://www.viedoc.com/site/assets/files/1728/templatestudies.zip

21 Common events

Form/section

Adverse events

Prior and
concomitant
medications

Pregnancy
report

Previous
cancer
procedures

Previous
cancer
medications

2.2 Repeating form

Form/Section

Medical
history

Study

All

All

Phase Il

Oncology

Comment

Any form can be used as a common event, but typically it is used for adverse event,
medical history, and use of medications. Common for all of them is that they are
typically not directly connected to a scheduled event.

A few things are common for the design of all common events. Data is only entered
in a common event when an event has occurred or when there is a medication to
enter. Therefore, it is recommended not to use any leading questions, for example,
"Did the subject experience any adverse event?". These kind of check questions
could serve as a reminder, but would be better placed in the scheduled events (see
Check questions form).

The system variable StudyEventRepeatKey ensures that there is always a unique
identifier for each form added within an event. This is particularly useful in the
common events. It is recommended to populate this system variable in the form as a
sequence number (for example, AESEQ) so that this key is also displayed to the end
user. This removes the need for the site to manually keep track of sequence numbers
of each event. See the lesson Adding_an auto counter in common events for more
information. It is recommended that this item is also used in the summary formatin
the study event settings, together with a few selected items to make the common
event overview as informative as possible.

Oncology

Study

Phase

An optional approach for the medical history form could be to designitas a
repeating form on the first scheduled event, see Repeating form.

Comment

In this study, the medical history is captured in an event form. In most designs, medical
history is captured in a common event, but some users prefer to capture this data at the
first event.

In this design, a repeating form has been used at the first event as an example of that
approach. "Medical history" is added as an activity name to make this clearer in the
patient overview.

The system variable FormRepeatKey is used as a sequence number in the form. Also,
the relevant details have been included in the form summary format to make the forms
as clear as possible when viewing them in Viedoc Clinic.

2.3 Check questions form

Form/Section

Check
questions

Study

All

Comment

A general Check questions form can be used to remind the site staff of the data to be
entered in the common events, such as adverse events and concomitant medications, as
well as other study-specific reminders.

For the use of Check questions form in unscheduled events, see Unscheduled events.



https://help.viedoc.net/c/e311e6/adb064/en/

2.4 Unscheduled events

Form/Section

Check
questions

Study

All

Comment

In clinical trials, unscheduled events are commonly performed as needed, and usually
only a some of the assessments are performed in scheduled events. A general
recommendation is to include a question about assessments performed in the Check
questions form.

In these designs, an item group has been used with “assessments performed” that
is only displayed in the unscheduled events. Visibility conditions on the activity level will
then control what forms are displayed based on the selections in the Check questions
form. This way you can build one single unscheduled event in the study workflow, and in
Viedoc Clinic keep one single unscheduled event flexible when it comes to the forms
required. It will also make it easy for the end user to decide what forms to trigger for the
event.

Adding multiple unscheduled events in the design is therefore only used when you have
very distinct types of events and you want to direct the user by triggering the relevant
forms, for example, “Unscheduled drug dispense” or “Unscheduled lab sampling”. Even in
these examples you can question the need for these because it would still work well with
one flexible unscheduled event.



2.5 Eligibility form
Form/Section = Study @ Comment

Eligibility All In most studies, it is recommended to use a single question for confirming all eligibility
criteria, or one question for inclusion criteria and one for exclusion criteria. Whenever a
patient is not eligible, the individual criteria can be triggered so the user can specify the
criteria not met (for inclusion criteria) or criteria met (for exclusion criteria).

This design is according to the recommendations in CDASH. The reason for not having
individual questions for each criterion is that the moment when the site staff is entering
data in the eligibility form is usually not the moment when the site is actually reviewing
each eligibility criterion. Usually, the site has already made their review with the patient
beforehand, and entering data in the eligibility form is just about confirming this.
Answering questions about each criterion will risk being a tedious activity with limited
value, because the site staff is unlikely to review and evaluate each criterion again.

If you want to display the criteria from the protocol, there are several ways to do that
without having individual questions for each criterion:

= You can just display them at all time as static text.
= You can include this in the section "instructions for user" for any of the items in
the form so that the user can open and read the individual criteria by clicking

theicon ? .
= You can have a checkbox with "show/hide criteria" to control that static text
field.
8 Save changes
Eligibility

Inclusion criteria
Were all Inclusion Criteria fulfilled?

Yes No " show/hide

Inclusion criteria

a) Subjects will have given their written informed consent to participate in the study.
b) Male and female healthy subjects, aged 19-65 years inclusive

(=

The females must be of non-childbearing potential defined as pre-menopausal females with a
documented tubal ligation or hysterectomy; or post-menopausal defined as 12 month of ameneorrhea (in
questionable cases a blood sample with simultaneous determination of follicle stimulating hormone 25-
140 IE/L and estradiol <200 pmol/L is cenfirmatory).

d

The male subjects must agree to use condom in combination with use of contraceptive methods with a
failure rate of < 1% to prevent pregnancy and drug exposure of a partner and refrain from donating sperm
from the date of dosing until 3 months after dosing of the investigational product

e) Body mass index (BMI) = 19 and <30 kg/m?

f) Subjects must be in good health, as determined by a medical history, physical examination, 12-lead ECG
and clinical laboratory evaluations as judged by the Investigator

At the end of the form, a calculated eligibility summary triggers subsequent activities.


https://help.viedoc.net/l/a559c4/en/#CDASH

26 RECIST form

Form/Section

Disease
Response -
RECIST vi1

New Lesions -
RECIST v11

Non-Target
Lesions - RECIST
vid

Survival Status

Target Lesions -
RECIST vi1

Study

Oncology

Oncology

Oncology

Oncology

Oncology

Comment

Although there are variations to designs of RECIST forms, they all share the same
principle.

A number of target lesions and possibly non-target lesions are identified and
captured at an initial event.

Lesion IDs are populated through functions. In subsequent events, follow-ups are
being made on the previously registered lesions. For these events, the lesion
identifiers are populated with default values and only selected parameters are
presented as blank and requiring new information entered.

Possible new lesions would be added in a separate form, but would in this study
not be tracked in the same way. An overall assessment would be done in the
disease response form.



2.7 Lab forms for reference data editor

Form/Section

Clinical
chemistry

Coagulation

Haematology

Urinalysis

Study Comment

Oncology = These lab forms are adapted for the reference data editor. The forms have been
designed assuming there will be many different labs, reporting results in different
units, result formats and age ranges. So these forms are intended to work well on all
occasions when the reference data editor is to be used, but the form design will also
work for manual data entry.

Oncology

Oncology

Oncology

For the analyte item, a function displays the name of the analyte. It is
displayed in its own item in order to include the analyte name as an itemin
the export. This design is preferred by many because it gives the user
more clarity in the export and makes it a little bit more "Study Data
Tabulation Module (SDTM)-like". An option is to instead specify the analyte
name in the label for the result item or as a label for the item group.

Prior to the result item, a "prefix" item with <, = or > isused.Thisis
used to capture results correctly when a result is reported by one lab as
for example "<0.2", although results are rarely reported this way from
laboratories. By keeping the prefix in a separate item, the result item can
be kept as a numeric item. = is set as a default value for the prefix
because this is expected for the vast majority of entries.

In the unit items, standard lists of units adapted to the specific analyte
have been added. To cover for possible rare cases when another unit is
used, the option "other" can also be included. This is particularly useful for
studies where you have many sites, and you know that you will be adding
new labs continuously during the study and therefore you do not know
what units might be used in the study when you are designing it. Please
note that the item for "other unit, specify" is mapped as its own target type
in the reference data scope.

Reference data scope | Haematology

The range item is added in order to let the ranges be added appropriately.
Both the result and range items have been added to allow for 6 decimals.
This might seem excessive and is probably more than what will ever be
needed. It is recommended that you do not limit the number of allowed
decimals too much though, especially when you are planning for a study
with many labs and some of them not even known to you at the study
configuration stage.

The evaluation item has a complex visibility condition to ensure that it is
only shown when the value is out of range. Please note that this visibility
condition could be significantly simpler if the prefixitem ( < , = or >)
was not used.

Because the evaluation field is triggered for any value out of range, it is
generally not required to add validation checks for the standard ranges by
default. If validation checks are added on the lab results, they are better
used on selective analytes of special importance for a study, such as
having an edit check to check if for example Creatinine is > 3 * upper
range.

Finally, for the age factor, the age at the relevant event is used, because
the study has a long duration. An option is to use only one age item (for
example age at screening) for all lab forms. Using "age at event" will
ensure correct ranges are populated even if there are different ranges for
different age spans for a specific lab and the subject is moving from one
age span to the other during the course of the study. The age will need to
be calculated prior to opening the lab form and because there is no need
to display the "age at event” for the site staff, the age at event is added in a
hidden form, meaning it is added as soon as the event is initiated and
therefore always generated when the lab forms are going to be
completed.


https://help.viedoc.net/l/a559c4/en/#SDTM

2.8 Lab forms for data import

Form/Section

Clinical
chemistry

Haematology

Urinalysis

Laboratory
Assessments

Study

Phase
Il

Phase
Il

Phase
Il

Phase
Il

Comment

This is a lab form adapted for data import. The items in this form will need to be adapted
to what the lab will transfer.

= Visibility for the activity with each form is controlled by the sample collection
form. The lab import form is shown by default and when the sample has been
confirmed as taken, but will be hidden if the site confirms that the sample
was not taken. Please note that if lab data would be imported to this form, it
would still become visible, so there is no risk of hiding data with this
approach. Only an uninitiated form can be hidden and remains hidden.

= Most items are designed as free text items. The reason is to make it possible
for Viedoc to import all data even if the lab would send data in an unexpected
format. For example, < in a result field would not be allowed in a numeric
field, and an incorrect date format would be discarded if a date item was
used. The exception used is the out-of-range item where we use a drop-
down, because we use that result to trigger the evaluation item. The setup will
be more flexible if the lab can distinctly trigger and cancel an evaluation field
(for example through a data change from "Yes" to "No" for the out-of-range
item).

« One single item has been used for a reference ID (called "accession number"
in this case as an identifier for the sample) and a sampling date and a
sampling time. In this scenario, all results in this form are taken from the
same sample, so there is no point in repeating these items for each analyte.
Even though the test file includes an accession number, sampling date and
sampling time for each analyte, the items are only displayed once in the
forms. So for the import, these items are mapped from one of the analytes.
This approach can be used when you are confident that results for all or no
analytes will be sent. If you have a study where all analytes will not be
included in all events, you need to map these variables from an analyte that
you know will be present at all events or possibly include these items for all
analytes in the form design.

« For the analyte item, a function displays the name of the analyte. It is
displayed in its own item in order to include the analyte name as an itemin
the export. This design is preferred by many because it gives the user more
clarity in the export and makes it a little bit more "SDTM-like". An option is to
instead specify the analyte name in the label for the result item or as label for
the item group.

= InViedoc Designer, this form might look crowded at a first glance, but less so
in Viedoc Clinic. The reason is that we have included result items, units, and
ranges in two different units, "reported units" and "SI units".

(1) Reported units are the units that the site will want to see and are used to
seeing in lab reports and so on, commonly Sl in Europe and conventional in the
US. These are also the items displayed in Viedoc Clinic. This will ensure that the
site can view and evaluate the lab data in the units they are used to.

(2) The Sl units are the units that the data managers and statisticians will want to
use for comparing all data and analyzing the results during and after the study.
By having them reported in the EDC by the central lab, no conversion is needed
at the end. These items are set to "hide always" in the design and will never be
displayed in Clinic, but always in the export.

(X) This approach is assuming that the lab can send both the results in reported
unit and Sl unit. Some sites will have Sl units twice, and some sites will have
conventional units + Sl units. Sites are ensured to always view the data the way
they are used to in Viedoc Clinic, and still all data is available with SI units when
exported by the Data Manager.

= Acomments field per analyte has been included in case the lab needs to
send additional information.

« Allitems will need to be agreed with the lab, see sample Data Transfer
Agreement for an example.

Because lab data is captured through the data import application, there is no need to
enter any lab details manually. It is recommended to document the sampling in a
separate form, because this provides more clarity to the user. This also makes it easier
for users to detect if samples have been taken, but no lab data has yet been imported.


https://help.viedoc.net/l/a559c4/en/#SDTM

2.9 RTSM configuration

Form/Section Study Comment

Randomization Phase = Inthese forms, date of randomization and time of randomization is
land populated through functions. This is the date and time when the form was
Phase opened, so in theory the exact timing of randomization could be one or

] several minutes later. This approach is a good way of making the date and
time visible immediately in the form, but is only a preference and will not
give any other added value. If the exact timing of randomization is needed,
you will still have it in the audit trail as "Function execution” by “System (0)” or
when exporting the data including "edit status".

= To make the form as clean and as simple as possible, we recommend to
hide the items that will be populated through the randomization by using a
visibility condition, that is, "i.e. RANDID != null". This way there is minimal risk
that the site misunderstands the form and tries to enter data in items that
will be populated by the randomization. For a blinded study, the form can
also look cleaner if another visibility condition is added on the ARMCD item,
"ARMCD != null", so that this is only visible when the treatment is populated,
that is, if the subject is unblinded.

Before randomization:

9 Randomize

Randomization

Click the randomize button te randomize the subject to allocate a treatment and randomization
number to the subject.

Sex Date of Randomization Time of Randomization

® Female Male v 260ct2020 i@ v 09:12 (C]

After randomization:

0
[¥]

# Form s in read-only mode

Randomization a SHOW HISTORY ™

Click the randomize button to randomize the subject to allocate a treatment and randomization
number to the subject.

Sex Date of Randomization Time of Randomization

®) Female Male v 260ct2020 [ v 09:12 [¢)]

Randomization Number

R5781

= Arandomization number is used as an outcome of the randomization. This
is not required, but preferred by some to give clarity on what subjects that
have been randomized. If preferred, this item can also be populated on the
subject card.

It is recommended to avoid manual data entry in randomization and kit allocation
forms (see below).

Recommendations for use of an input factor
The assumption for the phase Il study is a randomization with one input factor: Sex, and
2 outcomes; randomization number (not blinded) and the treatment group (blinded).

For the gender item, manual data entry is not used, but a function to populate this
value from its original form, in this case the demographics form.



Form/Section

Kit allocation

Study

Phase
Il

Comment

0
P Randomize

Randomization

Click the randomize button to randomize the subject to allocate a treatment and randomization
number to the subject.

Sex Date of Randomization Time of Randomization

@ Female Male v |260ct2020 @& * | 09:12 (C]

This is done for two reasons:

= First of all manual data entry within a randomization form should be
avoided. Limiting manual data entry in the randomization form will minimize
the risk of error prior to randomizing a subject. Therefore, it is
recommended to keep the manual entry in the original form.

= The second reason is to keep the possibility of correcting the value. Once
randomization is performed, the randomization form will be automatically
locked by the system, so in the rare event that the incorrect gender had
been given in the demographics form, the site can still correct the value in
the demographics form. The randomization form cannot be manipulated. In
such a case. it would be clear that a subject was for example randomized as
a male, but data has been updated to show that the correct gender for the
subject is female.

This form assumes the use of an allocation list and that kits are allocated from a kit list.
None of the items in this form are intended for manual entry. Just like with the
randomization form, it is recommended to not have any manual entry fields within an
allocation form because they will not be editable once the allocation is performed.
Because the kit number is the most critical output item, it is kept in a separate item
group at the top so that it is displayed clearly.

= Also note that similar visibility conditions like in the randomization forms has
been used to only display the items once a kit is allocated.

« Inthe RTSM settings in the design, "replace allocation" has been enabled to
allow for some flexibility in the allocation at the sites. We recommend that
"replace allocation" is enabled by default. "undo allocation" has been
disabled, because it comes with a slight unblinding concern and should only
be used when relevant. It is recommended that "Undo allocation" is disabled
by default. If an allocation is undone through the "undo allocation" button,
and that same kit is at a later stage allocated to another subject, the end
users would understand that those two subjects are on the same treatment.
They would not know which treatment it is, but the fact that sites could
understand that some subjects are on the same treatment is in most cases
a good reason to disable this feature by default. "Undo allocation" is better
used in unblinded studies or in studies where a minimum kit waste is more
important than the potential blinding issue explained above.

= Inthe example kit list, the kit number format consists of both nhumbers and
letters. In blinded studies, it is recommended to avoid any kind of sequential
numbering for the kits, to avoid showing any kind of pattern that could give
away clues of what treatment the kits contain.



210 Viedoc Me configuration

Form/Section

GAD-7

PHQ-9

Workflow
configuration

Study

Phase
Il

Phase
1]

Phase

Comment

This is a standardized questionnaire designed for use in Viedoc Me. Within each item, the
field layout is vertical, because this will ensure the answer options are more clearly
presented regardless of screen resolution on the subjects' device.

An important consideration when designing forms intended for Viedoc Me is how the
items should be grouped. All items within one item group will be displayed on one page in
Viedoc Me. Sometimes it is preferable to have fewer and longer pages in Viedoc Me, and
sometimes many short pages.

There are no strict rules to apply to this, so you will need to test what is most suitable for
each form designed. The general recommendations are to keep the pages fairly short
unless there are many similar questions that fall under the same category. In the Viedoc
Me forms for this study, the same question is asked for a number of different problems.
In such a scenario, it is easy to enter data even if the page is a little bit longer. If each item
was a question in its own with a completely different category/question text, it is
generally recommended to separate these items in different item groups. For the PHQ-9
questionnaire, the decision was to separate the final item in a separate item group,
because this was considered as a completely different question.

A calculation for the total score of the questionnaires has not been added in Viedoc.
Although it is possible to add a function for calculating the score in a separate formina
site-initiated event, the needs for the study should be considered. If a total score would
be needed for, for example, the continuous safety follow-up of a patient or to take any
other action during the study, like changing a subject’s treatment dose and so on, itis
warmly recommended to use a function to calculate the score in Viedoc. On the other
hand, if it is only used for the final outcome analysis towards the end, it might as well be
calculated outside Viedoc by the study statistician.

Please also note how the Viedoc Me events and activities have been configured in the
study workflow. The Viedoc Me schedule has been set up so that submissions are
expected in association with the clinic events, but with a few days difference from the
event date allowed. Reminders have also been activated, to ensure that compliance is as
high as possible. Note the visibility conditions for the Viedoc Me events. The Viedoc Me
event and corresponding clinic event will be triggered with the same conditions. Thus,
the Viedoc Me event will always become visible when the corresponding clinic event
does. This is expected to work well in this study, but will be less suitable if a site is running
several events behind in data entry. If that is a concern, you could consider triggering all
Viedoc Me events upfront. In such a scenario, you could add visibility conditions to hide
uninitiated events as soon as a subject is withdrawn, to avoid them from showing when
no longer relevant. So be mindful of how the visibility for the Viedoc Me events is used.

Three separate Viedoc Me reminders have been set up. Under normal circumstances,
one reminder is sufficient, but when low compliance is a concern, you could consider
using multiple reminders.



211 Video adjudication workflow

Form/Section Study Comment

Video upload Phase The intended workflow is the following:
I

1. The site starts the process by completing the Video Upload form and
uploading a video.

2. An email alert is generated to two different roles: “Reviewer 1" and “Reviewer
2",

3. The users with access as “Reviewer 1" and “Reviewer 2” have view access
only to the Video Upload form and edit access to Reviewer 1 Assessment
form (for the Reviewer 1role only) and Reviewer 2 Assessment form (for the
Reviewer 2 role only). So a reviewer cannot view the other reviewer’s
assessment.

4. The reviewers perform their reviews independently and they can enter their
assessments without affecting each other or requiring any additional action
from the site. If they consider the quality of the recorded video to be too low,
an email alert is sent back to the site, so they know they need to record a new
video. And a tracker is set up in the email alert so that if a new video is
uploaded, a new email is generated to the reviewers.

5. The reviewers’ assessments are in this study used to provide an “assessment
score”. This is not visible for the site staff or the study team.

Reviewer 1 Phase
assessment 1]

= Inthe assumptions for this study, the assessments by the reviewers should
be blinded for the entire study team. Therefore, a single role, "Reviewer
Oversight", has been created to review the data and status of all forms
(including the reviewers’ assessments). If the reviewers assessments do not
need to be blinded to the study team, this role is not necessary and instead
monitors, data managers, project manager and so on can have access to
view these forms.

= Inthe reviewer assessment forms, any data generated by the reviewers
could be collected, for example “tumor size”, “wound size”, and “disease
progression”. It does not necessarily need to be an assessment on an
uploaded file, but could also be review of other data that are relevant for the
study. This workflow could be expanded further to feed information of the
results of the assessments back to the site through additional email alerts,
for example “subject is eligible”, “safety concern, subject should be
withdrawn”, or “treatment dose to be reduced”.

Reviewer 2 Phase

There are several advantages of using Viedoc for a workflow like this: the email alerts
will ensure that appropriate actions can be taken quickly, all assessments are properly
documented, and they are all available in the same system.

212 Other

Form/Section Study Comment

Drug screen Phase | In this form, any potential drug use is being checked. In the assumption for this study

test it is not considered relevant to know which drug has been used in case of a positive
test, so those details are not captured in the CRF. A positive test would lead to the
subject not being eligible. This is often sufficient to check with an edit check in the
eligibility form (subject with a positive drug screen test cannot be entered as eligible
- see edit check L9_IE), but in this case a static text with a reminder of this eligibility
criterion within this form has been added to provide additional clarity and further
highlight that the subject is not eligible. This is included in the design to showcase an
additional option rather than a recommendation.

Blood PK Phase | In this form, a function returning the sampling time point based on the ActivityDefld

sampling has been used for the sampling time point item. A similar layout can be achieved by
using multiple static texts with visibility conditions. This approach has the

Urine PK Phase | advantages of the information being included in the export and the item can be

sampling used in the form summary format if desired (not done in this design).



Form/Section

Demographics

Drug
accountability

Physical
examination

Serology

EORTC QLQ-
C30
Questionnaire

Hidden form

Study

Phase Il

Phase Il

Phase Il

Phase Il

Oncology

Oncology

Comment

This form is different compared to a standard demographics form. In this study, it is
assumed that sites in Germany are used and that full birth date must not be
collected for the subjects in this country. So for this country, a different item is
shown; "Year of birth (BRTHYR)" instead of "Date of birth (BRTHDAT)". This is
controlled through a visibility condition using the country code. Then there are three
different age items:

AGET1: age calculation based on full birth date and informed consent date for all
countries except for Germany

AGE2: manual entry age field for German sites (including an edit check to only allow
for ages that are possible based on the informed consent date and birth year).

AGE: Hidden item, returning the age item with data, that is, either AGE1 or AGE2. This
AGE item is used on the subject cards.

An alternative approach is to collect birth year only for all countries.

When you are using visibility conditions or edit checks based on country code, it is
recommended to add demo sites in the relevant countries so that the design can be
tested properly. For example in this study it would be recommended to use one
demo site in Germany and one demo site in another country.

The drug accountability form in this study is not including any details of dispensed
kits, this is all managed and contained within the kit allocation form. This form is
instead intended to capture the details on the number of tablets left in the returned
kits. The kits themselves can be marked as returned in the Logistics view. If it is not
important to capture the number of tablets and so on in a returned kit in the EDC,
you can rely on the action in the Logistics view. That is, only mark the kit as returned
in the Logistics view and skip the tablet count and the drug accountability form

For the body system (physical examination) item and analyte (serology), a function
displays the name of the body system/analyte. It is displayed in its own item to
include the body system/analyte as an item in the export. This design is preferred by
many because it gives the user more clarity in the export and makes it a little bit
more "SDTM-like". This approach has also been used in the lab forms for the
template studies

An option is to instead specify the body system in the label for the item or as label for
the item group.

Viedoc Me would be the best choice for the vast majority of studies when patient-
reported outcomes are collected. Because Viedoc Me holds so many advantages
over collecting questionnaire/diary data on paper, it is the preferred choice both by
sponsors and sites. However, in certain studies it might not be feasible. This is an
example of a questionnaire set up for manual data entry by the sites. In such a
scenario, additional items, like date and time of completion of the questionnaire
should be added. In Viedoc Me these items would be redundant because you can
rely on system-generated date and timestamps for Viedoc Me data entry.

As the name suggests, this is a hidden form in Viedoc Clinic (yet visible in study
design) with two items with different purposes:

= The first item only returns the status of the subject to the subject card. A
function in this item in the form returns the subject's status and this is
populated on the subject card. This item is only included in the study
start event, because it is only needed once. The auto-update function is
enabled for the form so that this function is always validated when any
form for the subject is saved. This is a good example of when it is suitable
to use the auto-update function in the form settings, because it is needed
for the function to work as intended and also because it is only one form
per subject. It is recommended to use auto-update with caution, to avoid
having a high number of forms being validated upon saving one
individual form (that could be the case if auto-update is being used on
multiple forms, or one form present at many events).

= The second item calculates the "age at the event” (see lab forms for
reference data editor for more information). In this scenario, the hidden
form is being used on multiple events, but because there is only one item
per event, and there are not too many events with the hidden form, using
an auto-update function is in this setup considered acceptable. If the
hidden form included more items and validations and/or present in more
events, there would be reason to reconsider using auto-update for a
form like this.


https://help.viedoc.net/l/a559c4/en/#SDTM

Form/Section

Physical
examination

Vital signs

Study

Oncology

Oncology

Comment

The recommended approach is to use a leading question to capture whether an
overall assessment was performed, for example, "Was the physical examination
performed?". This can even be set to YES as a default value in the item function
settings to simplify data entry. In this form, an alternative approach has been used
for capturing details if an examination of each body system has not been performed.
Normally, for each body system, it would be recommended to use the system
functionality to confirm items as missing if an assessment has not been performed.
This requires a reason to be provided by the site and it will be flagged for the
monitor to approve. The items confirmed as missing are also included in the query
export, which makes them easy to identify in any given study. Therefore, this is the
recommended approach to use.

However, in certain scenarios, although rare, this is not desired. One example could
be if the study has an exploratory part, or for any other reason, expect and accept
that there will be a lot of assessments/examinations not performed and there is no
need to flag this or capture the reason for why the assessment was not performed.
In such a scenario, this design with "not done-checkboxes" for each (or all) body
system will mean fewer clicks and quicker data entry from the site staff if many
assessments are expected to be missing. The downside would be a reduced control,
because these items will not be flagged for the monitor and a reduced overview of
missing values because you would have to collect this information in different items
and forms. So this approach is not recommended, unless there is a good reason to
use it.

In this study, height is collected once, but weight and the BMI in several events. Note
that the BMI calculation compares the weight of the current event with the height of
the screening event.

In pediatric studies, where height changes during the study are expected, the
height will commonly be collected in each event, and BMI will be calculated from
height and weight in the same form.



Form/Section

Workflow

Event status

End of study

Study

Oncology

All

All

Comment

Oncology studies can often have a complex workflow. In this design, we assume a
study where data needs to be collected from several treatment days only during the
first treatment cycle, but for remaining treatment cycles data is only registered for
the first day. If the need for the study is different and some limited data needs to be
collected for multiple days within multiple cycles, it could also be considered to add
multiple days within each event and let an event constitute an entire treatment cycle
rather than an individual day in the treatment cycle. If such an approach is used,
each day in the treatment cycle could be set up within a separate activity.

CliCyclel M . T

C1W1_ASS1: Day 1 Week 1

* Exploratory Biomarker Samples >

 Clinical Chemistry Review (4

Activity settings

Here you can specify the settings linked to this activity
General

Activity ID

Ciw4_DOoV 4 Set a unigue Activity ID.

Activity name

Day 1 Week 4 4 Optional name of the activity, like "2 hours-post dose".
Activity Description

4 Optional text to describe the activity in detail

Visibility condition

__ Example:
CLVSTATSCIW1_ASS2.DSCONT==1 4 EVENTID. FORMID. ITEMID==1

i

e o o o

In these designs, event status forms are used to always have an item dedicated to
show whether the subject is continuing to the next event or withdrawing from the
study. This will make it easier to configure the visibility conditions of the subsequent
event, because it will rely on the same item and the same form added at different
events, compared to using visibility conditions depending on data entry in various
different forms and items. This will also give the site user the possibility to trigger the
"Study End" form to withdraw the subject at any study event. If an additional "early
withdrawal event" is expected, an additional question in this form can be added to
collect the information if the subject will return for an early withdrawal event and use
that response to trigger the early withdrawal event. If this approach is used across
studies, you can ensure that events and end-of-study forms are triggered
consistently across studies. This design approach is often also preferred from site
users because they will only see the events in Viedoc when they are relevant for the
subject.

In this form, the same item, DSSTDAT, has been used for both "date of completion”
and "date of discontinuation"”. Instead of having a label for the item itself, two

different static texts are being alternated to display "date of completion" or "date of
discontinuation”. The output field label ensures that a label is exported for the item.



Form/Section

Alerts

Study

All

Comment

In all template studies, the role “Safety Notifications” has been added. You will note
that this role has no permissions in the roles section. This role is used only as a
recipient for email alerts. This way you can be more selective of what users should
receive the alerts. If some users with access as “Sponsor” would prefer the alert and
others don't, they could be invited with “Sponsor” + “Safety Notifications” or only
“Sponsor”. Without this role, you would need to treat all users with access as
“Sponsor” the same way. That is, all or none would receive the alerts.
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Adding a hyperlink to a form
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1. Adding_a hyperlink to a form

1 Adding a hyperlink to a form

This lesson explains how to add a link to a form in Viedoc.

In Viedoc, it is possible to add links to forms when you edit them in Viedoc Designer. For example, through Viedoc Me, a
trial patient could select a link in a form to watch an instructional video on the web.

It will take some familiarity with coding and text editors to accomplish the task. However, the process of adding a hyperlink
to a form is fairly simple.

1 From the Forms editor in Viedoc Designer, select Static text from the Standard elements menu.




2  Select Save changes.

Note! Keep track of the name of the static text element or its variable ID (in the example, it is DM5).



3  Return to the Overview of study design page and select Design Settings.

V& Design Settings I




4  In Design Settings page, select the Export Design tab.

Export Design

5  Select the desired checkboxes for the options you require and then select the Export.

6  The ODM file will proceed to download. Once the ODM file download is complete, open it in a text editor that can
read and edit files with the XML file extension. (For windows users, we recommend Notepad ++. For Mac users,
we recommend TextEdit.)




7 Open the ODM file in your preferred text editor and search for the variable ID.

xt xml: lang="en'>Static text</Trans

8 When you find the variable ID, replace "Static text" with text that looks like this:
&1t;a href=your link target=" blank"&gt; name of your link here &1t;/a&gt;

For example:

<ItemDef v4:MinLength="1" w4:HtmlType="statictext" Length="188" DataType="text" Name="DM5" OID="DM5">
<Question=>
<TranslatedText xml:lang="en">&lt;a href=https://help.viedoc.net/c/e311e6/4b9674/en/ target="_blank"&gt; Link &lt;/a&gt;</TranslatedText>
</Question>
</TtemDef>

Do not replace the "statictext"in HtmlType="statictext" field.



9  Once you've made the changes, save the file. Import the design and check to ensure the link appears on the
form.

For more information on how to import a design check here.



https://help.viedoc.net/c/e311e6/e342fc/en/#toc-Importinganewdesignversion1
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1. Examples of Custom Reports built for Viedoc's template studies
11 Ongoing adverse events report
1.2 Treatment-related serious adverse events report
1.3 Serious adverse events combined with demographic data
1.4 QOutliers
1.5 Drug_accountability
1.6 Medication inconsistency
1.7 Blood pressure plot
1.8 Survival curve

1 Examples of Custom Reports built for Viedoc's template studies

Viedoc supports using the programming language R for custom reports. This lesson lists several custom reports written
for our template studies or any studies that follow the Clinical Data Acquisition Standards Harmonization (CDASH)
standards. For instructions about how to add custom reports, see Creating Custom Reports.

Note! You can download a zip file containing the R code for the individual reports here.

Details and example images of each report are shown below:

11 Ongoing adverse events report

This report displays all ongoing adverse events. This demonstrates a good example of how to filter data based on specific
criteria, as well as how to create a report with two sub-reports.

This custom report generates the following output:
= Sub-report'Ongoing AEs": A table of all adverse events (AEs) that are ongoing, sorted by start date (ascending).

= Sub-report 'Start Date > 30 days": A table of ongoing AEs with a start date of more than 30 days ago.

viedoc e Custom Reparts - Ongeing AEs n -
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1.2 Treatment-related serious adverse events report

This report displays selected data consisting of adverse events (AEs) that were recorded as treatment-related and
serious, and summarizes the data by site.

This custom report generates the following output:
« Sub-report 'by Subject': A table of all AEs entered as possibly related to the study treatment and as Serious.

= Sub-report 'by Site": A table of the number of AEs fulfilling the above criteria per site.


https://help.viedoc.net/c/e311e6/8fe286/en/
https://help.viedoc.net/c/47e0ad/a559c4/en/#C
https://help.viedoc.net/c/8a3600/6e9c82/en/
https://www.viedoc.com/site/assets/files/3635/rcode.zip
https://help.viedoc.net/c/47e0ad/a559c4/en/#A
https://help.viedoc.net/c/47e0ad/a559c4/en/#A

viedoc
TreatmentrelotedSAEs & bySubject ¢
Subject Country Site Name
oot-001 i Site 001
001-001 Sweden Site 001
o01-002 Sweden st 001
001-002 Sweden Site 001

Showing 110 4 of 4 entries

1.3 Serious adverse events combined with demographic data

Custom Reports - Treatment related SAEs.

Description

Death
Influenza
Headache

Hospital emergency

Relationship to the study treatment

Possibly related

Related

Related

Possibly reiated

=D -

Yes

This report displays all the serious adverse events (SAEs) with the corresponding demographic data. It is an example of
how data from two different forms can be combined into a single custom report, as well as flag missing data.

This custom report generates the following output:

= Atable of AEs entered as Serious, combined with the subject's sex and age from the demographic form.

viedoc

SAE with Demographics 4

Subject ID Site Name AENF AE Term AE Start Date
001002 Site 001 1oum 2024-04-09
002-001 Site 002 1 Fu 2024-04-17
002-001 Site 002 2 Fever 2024-04-19

Showing 10 3 of 3 entries

1.4 Outliers

Custom Reports- SAE with Demographics

Search
Not recovered / not resolved Life-threatening Female

This report displays statistical outliers identified in the data.

This custom report generates the following output:

« Sub-report 'Systolic BP': A table listing outliers in the systolic blood pressure data.

= Sub-report 'Diastolic BP': A table listing outliers in the diastolic blood pressure data.

viedoc

Outiers ¢ Systolic BP

sysBPOutliers SiteName. SiteCode.

Showing 0100 of 0 entries

1.5 Drug accountability

Custom Reports - Outliers

Subjectid Eventhame

No data available in table

EventDate

=
Age
64
.
.

SYSBP_VSORRES

This report calculates the drug accountability between two visits, and displays the calculated values in new columns. It
demonstrates how a custom report could be used to calculate scores or other metrics.

This custom report generates the following output:

= Atable of allocated and returned kits with the expected and the actual returned numbers of tablets.



viedoc

Drug Accountabilty 4

Subject D

001001

001002

001-003

002-001

002-001

Site Name.

Site 001

Site 001

Site 001

Site 002

Site 002

Kit Numbar

e

YH250

NYU203

SHF903

wyesse

Allocation Evant Dote allocated

Visit1 2024-04-06

Visit1 2024-03-13

Visit1 2024-03.08

Visit1 2024-03-27

Visit2 2024-04-22

1.6 Medication inconsistency

Custom Reports - Drug Accountability

Reports

Data returned Days in between

Not yetreturned 100
2024-04-08 2 100 u
Not et returned 100

20260422 2 100 3

2024-04-24 2 100 %

This report compares AEs with concomitant medication (CMs) to check for inconsistencies in data entry. This is something
that previously was an offline check that required a manual comparison of the data. This custom report provides a list of
the problematic data immediately.

This custom report generates the following output:

viedoc

= Sub-report'CMs linked to AEs where no meds were prescribed': A table showing the concomitant medication
(CMs) entries that are linked to the adverse events entries in which it was reported that no treatments or
medications were prescribed.

= Sub-report'AEs where meds were prescribed not linked to CMs': A table showing adverse events entries for
which it was reported that treatments or medications were prescribed, but for which no concomitant
medications entry exists.

SubjectiD

002-001

Showing 1101 of 1 entries

Site Nome

Q

Site 002

Custom Reports - Medication inconsistency

Con. Med. Medication/Treatment CM start Dote: Linked to AE

2 sywp 2024-04-20

1.7 Blood pressure plot

#2 - AE Torm: Favr - Start Date: 11 Apr 2024

This report displays simple scatter plots using the 'plotly' package.

This custom report generates the following output:

8PP0t 4

Blood Pressure (mm Hg)

1.8 Survival curve

= Sub-report'Mean Arterial Pressure' (MAP): A plot of the calculated MAP.

= Sub-report 'Systolic only": A plot of the systolic blood pressure.

= Sub-report 'Diastolic only": A plot of the diastolic blood pressure.

viedoc

100

Mean Arteriol Pressure

Screening

5

Visit 1 Visi

Custom Reports - BP Plot

Mean Arterial Pressure over Time

t2 Visit 3 Visit &

001-007
001-008
002-004
002-005

This report displays a survival analysis using the Survival package, as well as a more complicated plot using the 'plotly’
package.


https://help.viedoc.net/c/47e0ad/a559c4/en/#C
https://help.viedoc.net/c/47e0ad/a559c4/en/#C

This custom report generates the following output:

= Sub-report 'Survival Curve'": A plot of the Kaplan-Meier model, with 95% confidence intervals.

= Sub-report 'Survival Table': A table with the plotted values.

viedoc 1 rts Custom Reports - Survival curve Data Manager [l

Survivalcurve & Survival Curve

a
100y
95% Confidence Interval

—— Survival Probability (Kaplan-Meier)

80

60

Survival (%)

a0

20

200 400 600 800 1000
Time (days)



How to set up a study

Howv to set up a study

Published by Viedoc System 2018-11-13

This video demonstrates how to add a new study in Viedoc Admin, create a simple study design in Viedoc Designer,
manage users in Viedoc Admin and enter data as a site user in Viedoc Clinic.

If you have difficulties in viewing the video, click here.


https://www.viedoc.com/video/?id=291935088

How to import data using the Viedoc Data Import application

How to import data using the VViedoc Data Import application

Published by Viedoc System 2019-11-14

This video demonstrates how to import data into Viedoc using the Viedoc Data Import Application.
If you have difficulties in viewing the video, click here.

For more information, see Viedoc Data Import Application.



https://www.viedoc.com/video/?id=198003439
https://help.viedoc.net/l/cf6a45/en/

How to configure reference data

How to configure reference data

Published by Viedoc System 2018-10-12

This video demonstrates how to work with reference data in Viedoc.

If you have difficulties in viewing the video, click here.


http://www.viedoc.com/video/?id=233302969

How to configure a randomization

How to configure a randomization

Published by Viedoc System 2018-10-12

This video demonstrates how to configure a static list randomization and a dynamic randomization in Viedoc.

If you have difficulties in viewing the video, click here.


https://www.viedoc.com/video/?id=269639746

How to set up Viedoc Me

Howv to set up Viedoc Me

Published by Viedoc System 2023-06-21

This video demonstrates how to set up Viedoc Me in Admin and Designer.

If you have difficulties in viewing the video, click here.


https://www.viedoc.com/video/?id=515257465

How to set up Viedoc Logistics

Howv to set up Viedoc Logistics

Published by Viedoc System 2021-03-24

This video gives an overview of how to set up Viedoc Logistics to ship your investigational product between sites and
depots and how to allocate kits to patients.

If you have difficulties in viewing this video, click here.


https://www.viedoc.com/video/?id=400352562

How to work with R

How to work with R

Published by Viedoc System 2022-06-20

This video demonstrates how to use R with Viedoc Reports.

If you have difficulties viewing the video, please click here.


https://www.viedoc.com/video/?loc=720660823
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