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Overview of Viedoc Clinic

Overview of VViedoc Clinic

Published by Viedoc System 2024-10-10

1. Introduction
2. Languages

This lesson provides an overview of Viedoc Clinic. It describes the user interface and summarizes the main settings
that can be configured in Viedoc Clinic.

1 Introduction

Viedoc Clinic is the interface for the end user, and is primarily used by site and study staff (Investigators, Study
Coordinators, Monitors, Data Managers and so on) and keeps track of all the activities performed by the site.

Viedoc-&* Demo Study Soff Ann =@ -
: o

Details s L 2. <2
DE-95-077 Search Show all events v ﬂ [
BERLIN HOSPITAL

STATUS AGE Screening Baseline Follow-Up test Final Visit
&l Ongoing 411 Screening End of Study

14 07 2021 16 07 2021 23 07 2021 26 07 2021

29% 4/4 8/27
of study events forms SCreening

Demographics

Protocol date
not set
Screening

Scheduled date
Common events Event date not set (9

Medical / Surgical History (2)
Event date
Prior and Concomitant Medications (0) Check Questions 14 07 2021

B

Adverse Events (0)

Physical Examination
Subject's non-study medications (0)

The access to Viedoc Clinic is by invitation only and provided by either the Study Manager or Site Manager. If invited,
you will find the invitation in your email inbox (from no-reply@viedoc.net). In some cases the email can be caught by
your email spam filter and in that case you will find it in the email spam folder. For detailed instructions on account
activation, see Managing your Viedoc account.

The following main actions can be performed in Viedoc Clinic:

= Data entry - covered by the following lessons:
= Selection page
« Entering/Editing data
= Resetting and deleting data
= Signing data
= Working with reference data

« Raise and resolve queries - described in Resolving_ queries

= Data export - described in Exporting data

= Medical coding - described in Medical coding

= View study metrics - described in Metrics and Viedoc Reports



http://help.viedoc.net/l/6bea8e/en/
https://help.viedoc.net/l/1a7594/en/
https://help.viedoc.net/l/a80c3c/en/
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https://help.viedoc.net/l/0bd12c/en/
https://help.viedoc.net/l/1460a8/en/
https://help.viedoc.net/l/1e8fb3/en/
https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/524c3f/en/
https://help.viedoc.net/l/6c15d6/en/
https://help.viedoc.net/c/8a3600

2 Languages
Viedoc Clinic is available in the following languages:

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

= French

= German

= Japanese

« Polish

= Portuguese

= Spanish

= Swedish
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System requirements

System requirements

Published by Viedoc System 2022-06-16

1. Customer computer requirements
1.1 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.


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

4

Managing your Viedoc account

Managing your Viedoc account

Published by Viedoc System 2024-10-10

1. Viedoc user account management
2. User settings
21 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
510 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

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 Viedoc 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 o

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
mails from Viedoc will also be sent to these address:

@viedoc.com Q Setasprimary [ Delete
@viedoc.com @ Verify email address [j Delete
o Add another email address =

Phone number &

+4612345678 o Verify phone number

o This phone can receive text messages

Contact information =

lease keep your contact information up to dat

Street address City Postal code
Street address Cit 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 () 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 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).



2.2 \erifying 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.

24 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.

Welcome back Doctor Demol!

Access Account Recent activities



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

L Jieny

1 roles in 1 studies

=]

-

am
oo

—.  ADemo Study
(]
since (UTC)

Site name Role

b

Stockholm Site Manager 2018-05-04 11:45

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:

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

1
2 roles in 2 studies
[
L
="z ADemo Study
B
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 %
A confirmation dialog is displayed.
2 Select Delete to confirm the deletion:

Confirm remowve ‘ Close |

Remove role:

=5
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.


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

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:

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

and no pending invitations:
QAcceﬂ Settings

w Rookie
11 logins

O roles in 0 studies

il 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

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

‘Confirm account removal

=1

ﬁ- 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:

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 organizatien handling my account can see my account

information.

Reference Data Source Manager v

All sites / 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.

Cancel

All the pending role invitations for a user are automatically approved when the Application Programming

Interface (APl) 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:

Access Account

= 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 Ounarshisof 4512345578 hasnotbaen vorfd!
User name

Trisis used to logn o Visdoc

doctordemogviedoc.com

Firstname Lastname
Doctor Demo

Display name

ThisisyourViedoe usornama

Doctor Demo

System language
i anguoge wilbo ueed whan avaictla

English 4

Primary email address

doctordemoguiedoscom @

© Addanother smail address

Phone number
“asrzsasere © Verityphon number

@ s phons con receive textmessages

Contact information
Plooso koap your contact information up to date

Street address city Postal code
Country state
Selectcountry n

& Viodoc Tochnologios AB 2023 + Torms of
Viedoc™ vorsion 4TTS6T7H023 - 2023-10-10 24223 U

s - Priva

ooi
e

ey

Logout

© DsctorDemo

®

Doctor Demo
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This lesson describes the landing page, which is displayed directly after a successful log in:

Welcome back % D

Access Account Recent activities
Last login 6.minuiss age 6 days.as

Number of logins 2 6.days.2s

6 days.as

@ @ & &
8 ¢ %8 8

Active since 2022-08-31 Study Medical coding site Site 2 demo added to my studies 6 days.as

The landing page provides the following summary information:

= Access
= Studies - the total number of studies you have access to
= Sites - the total number of production sites you have access to

= Account
= Last login - the time passed since the last time you have logged in to Viedoc
= Number of logins - the total numbers of logins to Viedoc since you activated your account
= User level - the number of logins by a user, giving an indication of how experienced the user is
in using Viedoc

Skill level Icon Description

Rookie < 20 logins

e

Semi-pro 21-100 logins
- -
00
—
Pro 101-1000 logins
—
o0



Skill level Icon Description

Legend >1000 logins
00

= Active since - the date when you activated your Viedoc account

= Recent activities - a short summary of the most recent four activities, such as last password change and
being assigned a role within a new site

The study slider shows the studies you have access to - each study is represented by a study logo. If you have
access to many studies, you can easily find a specific study by entering the study name in the search field. All studies
containing characters of the search string appear in the search results.

Search

Documentation of Life Viedoc's demostudy
7 sites 6 sites
L
1 1
0% complete 0% complete

A progress bar is shown below each study logo. The percentage displayed is calculated by the mean completion of
each subject (rounded down). Thus, it measures the total completion of the study.

= Only production sites are included in the calculation.
« Deleted subjects are not included in the calculation.
= If the expected number of subjects is not set in Viedoc Admin > Study Settings, then 0% will be displayed.

Click on a study logo to select a study to work with. The study start page is loaded on the bottom-half of the screen,
see Study start page.

If you are an Administrator and/or Designer you will also have access to Viedoc Admin and Viedoc Designer. Click
the respective icon at the top right corner of the landing page:

A D

Admin  Designer



https://help.viedoc.net/l/e28906/en/
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1. Introduction

2. How a change is flagged and how to approve
3. What happens if | don't do anything?

4.Who can approve?

1 Introduction

Changes to the electronic Case Report Form (eCRF) can occur during the course of a study. Normally this is due to
an amendment. The definition of an amendment is that it is a change in the protocol from a specific time-point. This
means that already saved forms and events should not be affected by the amendment.

Sometimes there is however a need to change the structure/content of already saved forms and events, for

example when there is an error in the configuration (a missed question, a spelling error, and so on). For these
changes to be applied on already saved data, a confirmation is needed from the site staff.

2 How achange is flagged and how to approve

Whenever there is a change to the structure of the form(s), a message will appear on the study start page, in the
Messages pane on the right side, for the site to acknowledge:

Messages

® A change to the structure of one or more forms on Karolinska University Hospital has been request...

less than.a minute agg by Demo User

Consider changing your password. Your password will expire in 1 days. To change passwerd, selec...

By clicking on the message, a detailed text is shown, that summarizes the changes to the eCRF as entered by the
Study Manager.

An approval is needed before the saved forms will be upgraded to the new version, for those types of changes that
potentially affect data integrity, such as form names, field labels, instructions text, and so on.

The changes that do not affect data integrity, such as field length, number of decimals, and so on, are automatically
applied and the confirmation from the site staff is not required.

The forms affected by the upgrade are marked with an issue flag (the red [i] icon). A summary of the affected forms
can be viewed in the Selection page, by selecting the ISSUES view and filtering from the drop-down list in the upper
right corner by Form upgrade pending:


https://help.viedoc.net/l/a559c4/en/#ECRF
https://help.viedoc.net/c/47e0ad/e28906/en/
https://help.viedoc.net/l/a559c4/en/#ECRF

Viedoc,sﬂ‘- A Demo Study Demo User ™ E

Selection f 9
Search 30 CARD Show all sites
ID 41 REFERENCE &1 ISSUE DETAIL 41 CONFIRMATION 41
- 2- ¥ Pending form upgrade
@ SE-Uppsala:2-016 Lab repeating Hematology CBC H g pg
| & Uppsals CEBC LAB Results (Hematology) De er 16 Oct 2018 17-47 CEST Eending focm gy adey
- 2- s ¥ Pending form upgrade
g PPl Ol e S [ rening form upace |
| &8 Uppsals CBC LAB Results (Hematology) Demo User 16 Oct 2018 17-46 CEST Bending focmpg ade

By clicking on each of the forms in the list, the respective form is open, highlighting that a change to the structure of
the form was performed and you need to edit the form to load the new structure and review the data:

9 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
entered. Make any changes necessary and then save the form.

CBC LAB Results (Hematology) 1] stow HisTorY @) (D

It is also possible to batch approve all affected forms at once by typing in your password and clicking Confirm in the
upgrade message pane:

Aminuies.age

A change to the structure of one or more forms on Karolinska University Hospital has been requested by the study team. The changels) will impact forms that are already
entered and these changes are pending your review and approval.

A summary of the changes can be found below:
Update on the SAE form.

e —

All subjects and forms that are affected by the change are marked as having an issue
There are two ways to approach this

« Approve each affected form by opening them individually and follow the instructions.
« Approve all affected forms at once by signing off below.

If Karolinska University Hospital did not have any subjects at the time this message was received you can ignore this message

| hereby approve the application of these changes to my site

Password Confirm

A recommended approach is 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.

If a change is applied before previous one(s) being approved, then the approval will upgrade affected
forms to the latest applied version, regardless which of the upgrades the site user approves, and regardless of
the approval method (described above) used.

3  What happens if | don't do anything?
If no confirmation is given:

= The forms will keep the old version, if the changes potentially affect data integrity such as form names,
field labels, instructions text, and so on. There will however still be an issue flag indicating that there is a
pending upgrade to the form.

« The forms will be automatically updated, if the changes do not affect data integrity such as field length,
number of decimals, and so on. No approval from the site staff is required.

4 \Who can approve?



Any site user with data edit permission can approve the changes. Once confirmed, the date and name of the user
who approved will be displayed in the message.

The upgrade is not being 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 in the Message pane. The changes can then be
approved after a user with permission unlocks the locked forms.
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1. What's new in the latest release?

1 What's new in the latest release?

Detailed information on the changes that are released in version 4.80, 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

» 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 1 and 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 with graph pages results in a JavaScript error on Internet Explorer 8 on some

instances.

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

Mac OS X.
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1.5

1.6

1.7

1.8

1.9

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.

Edit/enter data

For scheduled and unscheduled events, when the event date form (BEVENT) 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 SEVENT 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.

It is 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.

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 for
Windows 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. Items 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.

110 Selection page

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 OS X.



2 Viedoc Admin

We no longer support SMS notifications in the following countries:

+7 Russia

+92 Pakistan
+994 Azerbaijan
+967 Yemen

21 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.

2.2 Dataimport

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

2.3 ODM import/export

It is not possible to import an ODM file 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.

24 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.

3 Viedoc Designer

31 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.

3.2 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 data
check 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 workflow. This creates a circular
reference and makes it impossible to refer to earlier event(s).

3.3 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.



3.4 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.

3.5 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 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.

3.7 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".

3.8 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.

3.9 \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.

310 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.

4 \iedoc 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 form is
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.

5 Viedoc Me

» Inthe Ul-optimized version of Viedoc Me, when a simple visibility condition has been set to make a form
item show depending on the selection of a radio button, and a subject selects the radio button, an error
message is displayed.

= 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).



= The drawing pad item is not working on IE 11. For Safari it only works on Safari 12+ versions.

« 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.

Viedoc Logistics

= In the 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.
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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

Abbreviation

Definition

Active Pharmaceutical API The ingredient in a pharmaceutical drug or pesticide that is

Ingredient biologically active.

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

Anatomic Therapeutic ATC A drug classification system that classifies the active

Chemical classification ingredient of drugs according to the organ or system on

system which they act and their therapeutic, pharmacological and
chemical properties.

Application Programming API A set of routines, protocols, and tools for building software

Interface applications that specifies how software components should
interact.

Attributable, Legible, ALCOA+ The principles of data integrity. The plus sign denotes the four

Contemporaneous, Original, additions: Complete, Consistent, Enduring, and Available.

Accurate

Audit trail 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).

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

The China Personal PIPL The data privacy law in China, targeted at personal

Information Protection Law information protection.

Clinical Data Acquisition CDASH A standard developed by CDISC that provides guidance to

Standards Harmonization

develop the CRF.



Term

Clinical Data Interchange
Standards Consortium

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

Abbreviation

CDIsC

CDISC
Define-XML

CRA

CR

CTMS

CFR

csv

CsucCl

CM

CRO

uTcC

Definition

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.

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, acting on 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.



Term Abbreviation

Data Manager DM

Demo mode

Designer

Dictionary Manager

Drug Information DIA
Association

Edit checks

Electronic Case Report eCRF
Form

Electronic Common eCTD

Technical Document

Electronic Data Capture EDC
Electronic Investigator Site elSF
File

Electronic Patient Reported ePRO
Outcome

Electronic Trial Master File eTMF

elMF Manager

Event

European Medicines Agency EMA

Definition

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.

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.



Term

European Medicines Agency
Good Clinical Practice
Inspectors Working Group

Exchange Mechanism
Standard

Extensible Markup
Language

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

Abbreviation

EMA GCP
IWG

EMS

XML

FDA

GDPR

GAMP

GAMPS

GCP

GMP

GUID

HIPAA

HTML

IdP

Definition

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.

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.



Term

Independent Ethics
Committee

Input factors

Institutional Review Board

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

International Organization
for Standardization

Investigational Medicinal
Product

Investigational Product

Investigator Site File

lyakuhinmei Data File

Japanese Pharmaceuticals
and Medical Devices Agency

JavaScript

Key Risk Indicator

Linking form

Linked form

Abbreviation

IEC

IRB

ICH

ISO

IMP

ISF

IDF

PMDA

Js

KRI

Definition

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.

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).



Term

Medical coding

Medical Dictionary for
Regulatory Activities

National Medical Products
Administration

Object Identifier

Operational Data Model

Output factors

Patient Reported Outcome

Portable Document Format
Archive

Post Marketing Surveillance

Quality Control

Randomization

Randomization and Trial
Supply Management

Abbreviation

MedDRA

NMPA

oD

ODM

PRO

PDF/A

PMS

QC

RTSM

Definition

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.

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.



Term

Representational State
Transfer

Scheduled event

Study Data Tabulation
Module

Security Assertion Markup
Language

Security Token Service

Single Sign-On

Site

Site Manager

Software As A Service

Standard Operating
Procedure

Source Data

Source Data Verification

Source Documentation

Sponsor

Statistical Analysis System

Study crew

Abbreviation

REST

SDTM

SAML

STS

SSO

SIM

SaaS

SOP

SDV

SAS

Definition

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.

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).



Term Abbreviation
Study design

Study Manager ST™M
Subject

System roles

Transport Layer Security TLS

Trial Master File TMF
Unblinded statistician

Unscheduled event

Viedoc Inspection VIRP
Readiness Packet

World Health Organization WHO DD

Drug Dictionary

Definition

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.

Auser 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.

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 \iedoc 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
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« 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

« 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 - Inspection 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:

= ltis 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 (e)TMF.

« Arisk-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 epic1 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:
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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 dataq, their role must be configured with Read-only for form data
and View anonymized data and blinded data permissions on the Roles page.

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 Managerights in this role

Special

v Use Medical coding

CRF Rights

Addlupdate subject/eve t andl query ansa ete subjects n s and queries Addjchange queries Acd pre-queries Promote pre-queries Dats review Clinieal review sov

Lockdata Emer

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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W& User Certification

Study settings

Here you can sat semtings for study.

Settings Date & time format

Medical Coding

7 active - 0 archived sections

Section
Study Protocol

CRF Completion
Guidelines

Viedoc User Guide for
Site Users

Viedoc User Guide for
Manitors

Viedoc User Guide for
Data Managers

@ o o ¥

Targiet sites

All sites

All sites

Demo Site

Demo Site

Demo Site

Impﬂrt QDM File Documentation

0 Add a new section

Mandaory for Oprional for
All roles a
Monitor Investigator 6

Investigator 6
Monitor e
Data Manager e

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
Section last modified 2021-12-09T15:44:21 by

Section URL or file

hitps:/fhelp.viedoc.net/c/94d610

Section title

Viedoe User Guide for Site User

Description

5

Text based eLearning for site staff,

Target sites
Select site group(s) or site(s)

Require signing for following rol

Select role(s)

e5

| | Require re-signing after # of days

Optional for following roles

Regulatory Inspector X

Archive

Pricrity



See the Viedoc Admin User Guide Setting up user documentation and training

4.4 \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 éTMF application.

[£=] Study eTMF Enable

\ - . . \ 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  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

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 landing 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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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

PV Designer

Viedoc Admin

' Study Manager/ eTMF manager

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 éTMF (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.

Editrole [R16]

Editrole Managerights in this role

Special

| User can only view form dta (ihis overrides all ecit permissions) | EXpOTt Of data into different formats/view reports Metrics Create private notes Medical coding View reference data

CRF Rights

Addlupdate subject/eve 2 and query ans ete subjects 2 and queries Agajchange queries Acd pre-queries Promote pre-queries Data review Clinical review sov

Lockdata Emeroe

Logistics Rights

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 © Loumch study cTMF
0} « Study €TMF license is valid @ on e ey e

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 % Download audit trail x
Manage drop zone X

Moritor

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/el MF 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.


https://help.viedoc.net/c/47e0ad/73bccd/en/

<

Study start page

Study start page

Published by Viedoc System 2023-10-09
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2. Study status
3. Messages
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4. Data export
5. Metrics and Viedoc Reports
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6.2 My roles

6.3 All roles and users for my site(s)

6.31User logs
6.3.1.1 Log_of users and roles in PDF format
6.3.1.2 User administration log_in Excel format

7. Reference data
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14. Support

1 Introduction

When you select the study logo in the landing page, the study start page loads, which contains the following icons
that give access to different features, or enable you to view information about the study:

DEMO MODE

®
A demo study

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

000000000
i

= B

&0
Y &)

1. Study status

2. Messages

3. Data Export

4. Metrics and Viedoc Reports
5. Roles

6. Reference data

7. Medical coding

8. Viedoc Logistics

9. Viedoc eTMF

10. Demo mode

11. Launch

12. eLearning / Documentation & Training
13. Support




« The export, metrics and medical coding icons, the demo mode switch, and the launch button are only
visible if you have access to the respective features. Whether you have access to these features,
depends on the role assigned to you, and on the permissions that are included in your role.

» Roles and permissions are set up in the study design. The latest effective design for each site will be used
to define the permissions that will apply to each role.

The first page displayed when you select a study is, depending on the status of the mandatory documentation and
training materials, as below:

» If you have mandatory documentation pending to be read and signed, then the first page that opens is
the Documentation & Training.

All the mandatory materials must be "Read & Understood" and signed before you can
launch the study. You might be able to launch the study in demo mode, depending on the study
settings performed by the Study Manager.

= If you do not have any mandatory documentation pending signing, then the first page that opens is the
Study status page.

2 Study status

The Study status page is the first page that is shown when accessing a study, if you do not have any mandatory,
documentation and training material that needs to be signed. This page gives you an overview of the progress of the
study - on study, country and/or site level (depending on which sites you have access to):

Study status

All sites Germany Sweden United States

Issues My statistics
Patients added 146
Resolved queries Open queries Forms
16 0 26 21 FPA 30 SEP 2014
LPA 09 OCT 2015
Review
CRA% DM % SDV %
Approval
Inv. sign % Queries % Locked forms %

46 22 17

You can filter the displayed data for country or site by selecting the name of the country or site:

Study status
Allsites | Academic Hospital Uppsala

Issues My statistics

Patients sdded 7
Resolved queries Open queries Forms et

12 16 54

LPA 27AUG 2018
Review

CRA% DM% SOV %

Approval

Inv. sign % Queries % Locked forms %

0 0 3

The following statistical information is provided, for the selected site(s):

= Issues
= Resolved queries - total number of resolved queries
= Open queries - total number of open queries
« Forms - total number of forms with issues



= Review
= CRA % - percentage of forms that were marked as Clinical Research Associate (CRA)
reviewed out of total number of forms that can be CRA reviewed within the study
= DM % - percentage of forms that were marked as DM reviewed out of total number of forms
that can be DM reviewed within the study
= SDV % - percentage of forms that were marked as Source Data Verification (SDV) reviewed
out of total number of forms that can be SDV reviewed within the study

= Approval
= Inv. sigh % - percentage of the forms signed by investigator out of total number of forms
= Queries % - percentage of approved queries out of total number of queries that await
approval. For details about query states and process, see Queries Overview.
= Locked forms % - percentage of the locked forms out of total number of filled in forms

« My statistics
= Patients added - the total number of patients added to the study
= FPA - date when the First Patient was Added
= LPA - date when the Last Patient was Added

All the numbers reflect the data entered in the selected operation mode (demo or production), that is, if demo
mode is selected, then the numbers reflect only the data entered in demo mode.

3 Messages

A message can either be a system message (such as notifications on password expiration), a study message (such
as eCRF changes - for more information, see Approving eCRF changes, or other notifications according to the study
configuration).

An indicator in the top bar of the application indicates whether you have unread messages.

Messages

Allsites Sweden United States German: y

ur password. Your

System
2 months ago

o vz o0

Consider changing your password
Your password will expire in 5 days.

EDEIETE To change password, select the account settings in upper right corner and
e click Change password.

0 by System

1212 ® Mark as unread

31 Alert messages

According to the study configuration, you can receive alert notifications about important occurrences in the data.
(For example, in case of a Serious Adverse Event). Alert notifications can be received in the Messages page and as
an email.

Depending on the configuration/study setup, the email might have the PDF of the form that triggered that alert as an
attachment.

If the option to enable password protection for the alert email attachments has been selected for your study, you
should receive a password to enter to open the attachments. The password is provided by your Study Manager.

When you receive an email copy of the alert message with a password-protected attachment, when you open the

file you will see the dialog box below where you can enter your password:

Password required

This document is password protected. Please enter a password.

Submit
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4  Data export
The Data export page enables you to review and download study data in the following formats:

= Excel

. PDF

=« Comma-Separated Values (CSV)
= Statistical Analysis System (SAS)
= Operational Data Model (ODM)

Data export might not be available to all users.

For more information about data export and preview, see Exporting data.

5 Metrics and Viedoc Reports
The Metrics page gives an overview of the quality of data in terms of open queries and missing data.
Metrics might not be available to all users.
For a detailed description, see Metrics.

If Viedoc Reports is included in the study license and enabled, it is accessed from the Metrics feature. For more
information, see Launching Viedoc Reports.

6 Roles

The Roles page is only available for users with special permission to view roles, as per the study design.
The Roles page provides information on:

= The roles that are assigned to you, see My roles
« All the roles for the sites you have access to, see All roles and users for my site(s)

61 Myroles

Under My roles you can see the roles that you have in the respective study:

Roles

All sites Sweden

My roles

Investigator N

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

Stockholm, Uppsala ﬂT

The following information is displayed (with examples):

= The role name (/nvestigator)
= The list of the permissions (Save, sign, reset, delete and export data, resolve queries)
= The site(s) you have access to (Stockholm, Uppsala)

By selecting the green arrow button to the right, you will be directed to the Selection page. This is equivalent to
selecting the Launch button.
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6.2 Allroles and users for my site(s)

Here you can see a list of all the roles and the respective user(s) for the site(s) you have access to:

All roles and users for the sites | have access to

2 Investigator(s) Hide log
User/Site Access granted Access revoked Data edits/Sessions
Mihaela Pavel (362), 2018-04-0512:22 UTC o
Group: All sites Doctor Demo 0
Doctor Demo (317), 2017-08-1112:37 UTC 143
Multiple sites Doctor Demo 77
1 Monitor(s) Showlog
1 Data Manager(s) Show log

$ Download log of users and roles as a PDF file
’

To see user details of each role, select Show log. The log displays:

= User/Site - the name of the user, email address and site

= Access granted - when* and by whom (user name) access was granted

= Access revoked - when* and by whom (user name) access was revoked (if applicable)

= Data edits/Sessions - the number of times the user edited any data, and the total number of login
sessions by the user (defined as the number of times the user has accessed the study)

*date and time in Coordinated Universal Time (UTC) time zone

621 Userlogs

For each study, you can download user logs with information about all users and roles for the sites you have access
to. The generated file reflects the country/site selection in the language you have currently set in Viedoc. The
following logs can be downloaded:

» Log ofusers and roles in PDF format
=« User administration log in Excel format

Ifit's the first time the log is generated for the country/site selection in the language you have currently set in Viedoc,
you can generate it by selecting the Generate a PDF file / Generate an Excel file link at the bottom of the page:

Log of users and roles User administration log

/ Generate a PDF file aenerate an Excel file

After the user log was generated you can choose to:

= Download the latest generated log for the country/site selection - the most recent version generated has
a date and time stamp and is stored on the server, making it possible to directly download the file instead
of generating a new one, or

= Select Regenerate - if you need a more recent version than the one available for download.

Log of users and roles User administration log
: Download (2020-11-17 09:27) | Regenerate Download (2021-04-26 07:36) | Regenerate

6211 Log of users and roles in PDF format

The Log of users and roles PDF contains the following chapters:

. - the summary of active/inactive roles, active/inactive users as well as data contributors,
grouped in one section per site.
. - a list of the permissions associated with each role and corresponding history, grouped in one

section per site.
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. - a list of all users who ever had access to data, including user activity, grouped in one
section per site.

. - a list of the change history of all user accounts for the users listed in the above
sections of the log, grouped per user (identified by the user ID).

6212  User administration log in Excel format

The User administration log contains the following sheets:

= Report Info - general information about when and by whom the log was generated, and some
information about the study status.
« UserAccess Log - a list with detailed information about user access, showing one row per site and role,
including clinic roles and system roles. Some columns in this sheet are further explained here:
= Site Group - indicates when a user is granted access to the site through a site group
invitation. Possible values are Training sites, Countries, and All sites.
= 2FA - indicates what level of two-factor authentication the user has. Possible values are Study
level, Account level, or No two-factor authentication enabled.

» Certification Log - a list of certifications per user. Certifications performed before release 4.65 lack
information about what roles the certification applies to. That is, the cells in column "Certified With Roles"
are empty.

« Summary - a summary of users per site with information about country, side code, site name, number of
active/inactive users, and date/time of last access change.

= Account Settings Log - a list with all user accounts setting changes with user id, change log, user name,
and date/time.

/ Reference data

When you select the reference data icon, the list of available reference data source-scope combinations is
displayed. From here you can open the reference data editor. For details see Working with reference data.

Reference data might not be available to all users.

8 Medical coding

The medical coding feature allows you to code reported events like Adverse Events, Medical History and
Concomitant Medications. When you select the medical coding icon, the page displays metrics regarding medical
coding. There is one set of metrics for each medical coding scope available.

Medical coding might not be available to all users.

For more information about medical coding, see Medical coding.

9 Viedoc Logistics

Viedoc Logistics is the interface for managing the supply of your study. A valid license is required to use Viedoc
Logistics.

For more information about Viedoc Logistics, see Viedoc Logistics User Guide.

10 Viedoc eTMF

Viedoc eTMF is a digital repository for capturing, managing, sharing, and storing essential documents.

For more information about Viedoc eTMF, see Viedoc eTMF User Guide.



https://help.viedoc.net/l/1460a8/en/
https://help.viedoc.net/l/524c3f/en/
https://help.viedoc.net/c/4a40d5/
https://help.viedoc.net/c/88fc29/

11 Demo mode

If enabled, a study can operate in demo mode. You can easily switch between demo mode and production mode
using the DEMO MODE switch:

DEMO MODE (EO

= — = —
I‘_ DEMO | The study is currently set to operate in demonstration & training mode. Do not input any real data. I‘_ DEMOQO |

The DEMO MODE switch is only visible when you have access to both production and demo mode.
The demo mode is clearly indicated with demo icons. Make sure you do not enter any real data in demo mode!

See also the video tutorial Activate demo mode.

12 Launch

Select the Launch button to access the patient data and electronic Case Report Forms (eCRFs). The button is only
visible when you have access to the study in Viedoc Clinic.

If multiple roles are assigned to you in this study, you are first prompted to select the role you would like to use to
access the study.

13 elearning / Documentation & Training

If you have mandatory documentation pending to be read and signed, this is the first page that is displayed when
you access the study.

Under this section, you have access to several eLearning programs and various documentation, depending on the
roles that have been assigned to you. For details about the user documentation and certificates, see Documentation
&Training.

The Viedoc Clinic User Guides are available in the following languages:
= English

= Chinese
« Japanese

To change the language of the Viedoc User Guide, once opened, select the language from the upper right corner, as
illustrated below:

English «

Espafiol (Espafia)
Francais (France)
BEE (BF)
Polski (Polska)
Svenska (Sverige)

=x(¢'&)\i§=ﬁ|§)@’u,

Tip! The various lessons in the Viedoc eLearning can easily be compiled into a PDF and printed if you need to store
them in the investigator binder.


http://help.viedoc.net/c/47e0ad/028fcb/en/
https://help.viedoc.net/l/a559c4/en/#ECRF
https://help.viedoc.net/c/47e0ad/95b079/en/
https://help.viedoc.net/c/47e0ad/95b079/en/

14 Support

Select the support icon to open a pop-up with contact details to the users that can help you in case you need
support. Normally you will find the contact details of the Monitor here, as the Monitor typically is the first point of
contact to the site.
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1. Introduction
2. Becoming_a certified user
3. Downloading your user certificate

1 Introduction

Depending on the study settings and on the role(s) you have within a study, you might have access to various user
documentation. This lesson describes the scenario when, under the eLearning section, you get access to the
Documentation & Training page, with mandatory and/or optional documentation section(s), as illustrated in the
following image:

O == B 4 o B a

Documentation & Training

Before getting access to the study, please read all mandatory sections below and mark them as "Read & Understood”. Once confirmed, Viedoc

will generate a certificate of your completed training. Enjoy your trial!

' 4
Mandatory sections Optional sections

Section Read & Understood at Informed Consent Form
g The latest version of the Informed
Study Protocol Read & Understood Consent Form, dated 2019-03-14
i Latest version of the study protocol
& Viedoc User Guide for Monitors
CRF Completion Guidelines Read & Understood Text based eLearning for mohitors.
i Study-specific instructions for CRF completion
. /N J

The available documentation and training materials are split in two main categories:

1. Mandatory sections - contains all the materials that are mandatory for you to read, understand and sign before

starting to work.
If you have mandatory documentation pending to be read and signed, then the first page that opens when you
access the study is the Documentation and Training.

All the materials under Mandatory sections must be "Read & Understood" and signed before you can
launch the study. You might be able to launch the study in demo mode, depending on the study settings
performed by the Study Manager.

2. Optional sections - contains additional educational and reference materials that you have access to. Simply click
on the link to open each of the available documents/links.

2 Becoming a certified user



To work within a study for which mandatory training sections were assigned, you need to read, understand and sign
all the sections listed as mandatory.

To obtain the user certificate:

1 Click the link to open the section. Read through and, when you're done, go back to the Documentation
and Training page and click Read & Understood. A date and time stamp in Coordinated Universal Time
(UTC) will be shown in the Read & Understood at column:

0 =5 B a4 m B E

Documentation & Training

Before getting access to the study, please read all mandatory sections below and mark them as “Read & Understood”. Once confirmed, Viedoc will generate a

certificate of your completed training. Enjoy your triall

Mandatory sections Optional sections

The latest version of the Informed Consent

Study Protocol « 2019-04-1114:44 UTC Form. dated 2019-03-14
72 Latestversion of the study protocol

™ Viedoc User Guide for Monitors

Section Read & Understood at ? Informed Consent Form
»
7

CRF Completion Guidelines Read & Understood Text based elearning for monitors.
I Study-specific instructions for CRF completion
2 Repeat step 1for each of the mandatory sections. When all the mandatory sections are marked as

"Read & Understood", a Confirm 'Read & Understood' link becomes available:

Mandatory sections

Section Read & Understood at

$ Study Protocol W 2019-04-11 14:44 UTC
f

Latest version of the study protocal

$ CRF Completion Guidelines + 2019-04-1114:55 UTC
f

Study-specific instructiens for CRF completion

Confirm ‘Read & Understood’

3 Click Confirm 'Read & Understood'. A confirmation pop-up opens:

Confirm '‘Read & Understood'

Please confirm that you have read and understood all mandatory sections. Once confirmed, Viedoc will
generate a certificate of your completed training and you get access to the study.

Confirm with your passwerd

Confirm

4 Enter your Viedoc account password and click Confirm. A confirmation message together with the
date and time stamp (UTC) is displayed at the bottom of Mandatory sections. Also, a link to Download
your User Certificate becomes available:

Mandatory sections

Read & Understood at

Section

Study Protocol + 2019-04-11 14:44 UTC
/ Latest version of the study protocol

CRF Completion Guidelines v 2019-04-11 1455 UTC
[ Study-specific instructions for CRF completion

+" 'Read & Understood’ confirmed 2019-04-11 15:02 UTC
2 Download your User Certificate
5 Now you got your certification and are able to access the study. The Launch button is now available.

You can also Download your User Certificate. For details, see Downloading your user certificate.

The mandatory sections are still available for your further reference, you can at any time go back and
open any of those by clicking the section link.


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

3 Downloading your user certificate

After you have completed all your mandatory readings and have signed and confirmed, as described in the previous

section, you can download your user certificate in PDF format by clicking Download your User Certificate in the
bottom of Mandatory sections.

The following information is provided on the certificate:

= User name (user ID is available on the page footer)

= User role(s) for which the certificate was obtained

= Date and time (UTC) when the certification was obtained (confirmed with password)
» Mandatory sections that were confirmed as "Read & Understood"


https://help.viedoc.net/l/a559c4/en/#UTC
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1. Metrics overview
1.1 Viedoc Reports
2. Queries
2.2 Queries - filter
2.3 Queries
2.4 Query state
2.5Top 5 events
2.6 Top 5 forms
2.7 Top 5 items
2.8 Top 5 check OIDs
2.9 Top 5 subjects (raised queries)
210 Save and export
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3.11 Review status
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3.15 Other
3.16 Save and export
4. Missing data
4.17 Top 5 events
418 Top 5 forms
419 Top 5 items
4.20 Subijects with confirmed missing data
4.21 Subjects with unconfirmed missing_data
4.22 Save and export

1 Metrics overview
Note! As a Viedoc Clinic user, you need a special permission to view the metrics.

The metrics feature gives an overview of the quality of data in terms of open queries, missing data and overall site
performance. You can filter the displayed data by country and site.

OPEN QUERIES QUERY RATE
26 0.18
LAST JAYS I LAST 7 DAYS
~100% . - 100%
l - ||
More about queries More about performance

UNCONFIRMED | N
MISSING DATA A .y

N
[ N A .
2 ‘! “-' — \l ) [ Sweden(sE) 2%
| 27 ;‘ United States (US) 2}
AST 7 DAYS '\ \k/_,/ y
«33% N

More about missing data

The metrics graphs depict:



= Open queries - the number of currently open (not resolved) queries.
A column graph shows five bars indicating the progress of posted queries during the last five weeks,
where each bar indicates a seven day period.
The latest seven days including today are shown in orange and the previous weeks are gray.
A percentage indicator is also displayed to indicate the trend between the current week and the previous
week. For example, +10% means that in the recent seven days, 10% more queries were in the state 'raised’
as compared to the previous 7-day-period.

= Query rate - the current query rate, counted as the total number of queries / number of subjects
(according to the selection).
A column graph shows five bars indicating changes to the query rate during the last five weeks, where
each bar indicates a seven day period.
The latest seven days including today are shown in orange and the previous weeks are gray.
A percentage indicator is also displayed to indicate the trend between the current week and the previous
week.

= Unconfirmed missing data items - the amount of unconfirmed missing data items.
A column graph shows five bars indicating the changes to the missing data rate during the last five
weeks, where each bar indicates a seven day period.
The latest seven days including today are shown in orange, other weeks are gray.
A percentage indicator is displayed to indicate the trend between the current week and the previous
week.
Aring graph shows the distribution of missing data over those countries / sites / subjects with the most
unconfirmed missing data, according to the selection made at the top of the page, as follows:

= All sites (default) - distribution over those countries with most unconfirmed missing data:

TOTAL Sweden

329 Metherlands

= Country - distribution over those sites within the selected country, with most unconfirmed
missing data:

TOTAL Charite University ...

1 University Medical ...

= Site - distribution over those subjects with most unconfirmed missing data (in orange) out of
the total number of subjects with unconfirmed missing data within the selected site (in gray):

DE-CUB-008
DE-CUB-001

TOTAL
9 DE-CUB-005

Remaining Subjects

Click More about [...] to open a page with detailed metrics about queries, performance or missing data. All detailed
metrics pages include filtering possibilities and a bar to show the review status.




11 Viedoc Reports

If you have access to Viedoc Reports, you can open it from the Metrics feature.

4]
Metrics

Allsites Sweden United States

Reports

OPEN QUERIES QUERY RATE

0.50

2 Queries

The Queries page includes filtering possibilities and a bar to show the review status for the entire study.

For detailed information about the query process in Viedoc, see Queries overview.

21 Queries - filter

You can filter the data by selecting from the drop-down lists in the top of the page:

A Demo Study / Metrics

Queries Performance Missing data

Show | All countries * || Alsites * || Allsubjects * || Alttime v m

« Country
« Site
» Subject
= Time period - choose between:
= Alltime
= Last 24 hours
= Last 3 days
= Last week
= Last 3 weeks

Based on the selected filter, the following information is provided:

« Queries

= Query state

= Topb5events

« Topb5forms

« TopbSitems

=« Top50IDs

= Top 5 subjects (raised queries)
= Save and export

2.2 Queries

Queries - a diagram that shows the graphical distribution, the total number as well as the percentage of:

= The distribution of the type of queries that have been raised (VALIDATION, MANUAL)
= The number of queries that were raised on item or event date, respectively (ITEM, EVENT DATE)


https://help.viedoc.net/l/5367fc/en/

Queries

TYPE
B VALIDATION .. ............... 448 [ 67.2%
TOTAL MAMUAL ... 219 /32 8%
667 Raised on
ITEM . .. ... 503 / BB9¥
EVENTDATE . ... ... .. ......... 74 711.1%

The number in the center of the circle shows the total number of queries.

= All queries are included, regardless of the query state.
« Missing data is not regarded as queries, and therefore not included in the count.

For detailed information about query states and pro, see Queries overview.

2.3 Query state

Query state - a pie chart shows the queries distribution based on the query state:

Query state

BRASED ... ... 102/ 15.3%
RESOLVED ..._.............. 135/ 20.2%
APPROVED ... ... ... ........ 217 [ 32 5%
REJECTED. ... ... ... . ........ 95 [ 14.2%
CLOSED . ... .. ... ... . ... ... 118 f17.7%

= RAISED - number of raised queries / percentage of raised queries out of total number of queries

= RESOLVED - number of resolved queries / percentage of resolved queries out of total number of queries

= APPROVED - number of approved queries / percentage of approved queries out of total number of
queries

= REJECTED - number of rejected queries / percentage of rejected queries out of total number of queries

= CLOSED - number of closed queries / percentage of closed queries out of total number of queries

For detailed information about query states and process, see Queries overview.


https://help.viedoc.net/l/5367fc/en/
https://help.viedoc.net/l/5367fc/en/

24 Topb5events

Top 5 events - a column bar shows the top five events with the highest number of raised queries (numeric and
percentage). The legend of the graph displays the event name.

Top 5 events

800

600

400

200

o
B visimL 522 [ 78.3%
B visiT2 ... T3/ 112%
VISITE ... 44 / 6.6%
ADDSUBJECT. ... ... ... ... ... 20/ 3%
ADVERSEEVENTS. ... ... ... ... 3/04%

25 Topb5forms

Top 5 forms - a column bar shows the top five forms with the highest number of raised queries (numeric and
percentage). The legend of the graph displays the form name.

Top 5 forms

8OO
600
400

200

]

B VITALSIGNS ... ... .. .. ........ 427 | 64%
B EVENTDATEFORM ... . ... ... ... 74 /11.1%
BODY MEASUREMENTS . ............ 64/ 9.6%
PHYSICAL EXAMINATION __ .. ... ... .. 27 [ 4%
DEMOGRAPHICS ... . _ ... ... ...... 20 /3%



26 TopbSitems

Top 5 items - a column bar shows the top five items with the highest number of raised queries (numeric and
percentage). The legend of the graph displays the item name.

Top 5 items

400

300

200

100
B SYSTOLICBP . ... ... ... .. .. ... 304/ 45.6%
HEART RATE .. ... ... .. .......... B5/127%
EVENT DATE .. ... ... . .......... 74 7111%
BMI ... 45/ 6.7%
DIASTOLICBP. ... ... ... 33/49%

2.7 Top 5check OIDs

Top 5 check OIDs - top five most triggered edit checks are displayed in a table including the actual number,
percentage, Object Identifier (OID), form name as well as the query message.
The last row of the table shows the total number of queries.

Top 5 check OIDs

n % FORM NAME ITEM NAME QUERY MESSAGE olln]

@ 244 545 Vital Signs Systolic BP Value is outside of normal range. Please verify. RC_VS5YS_0_0_1
65 145 Event Date form Event Date Visit date is not within the protocol visit window
44 o8 Body measurem...  BMI BMl is outside of normal range. Please verify. RC_BMEMI_5_0_1
29 54 Vital Signs Diastolic BP Value is outside of normal range. Please verify RC_VSDIA_0_0_1
20 45 Vital Signs Heart rate Value is outside of normal range. Please verify. RC_VSPULSE_D_0_1
448 100 In total

2.8 Top 5 subjects (raised queries)

Top 5 subjects (raised queries) - top five subjects that have the highest number of queries with current status raised
are displayed in a table including the actual number, percentage, subject ID, study progress, site name as well as
date of when the latest query was raised, name of who raised the query as well as the actual query message.

The last row of the table shows the total number of subjects.

Top 5 subjects (raised queries)

n % SUBJECT ID PROGRESS SITE NAME LATEST QUERY (date. by. message)
@5 49 SE-01-045 I Karolinska U... 28 Feb 2018 09:46, Richard Schlomann, Test Query
. 5 49 SE-01-119 I Karolinska U 20 May 2016 08:24. Mr Demo, Correct?
4 39 SE-01-118 [ Karolinska U... 07 Sep 2016 11:51, System, Value is outside of normal range. Plea...
3 29 SE-01-219 I Karolinska U... 07 Jun 2017 17:06, Lyle Wiemerslage, r?
2 2 SE-01-348 — Karolinska U 28 Mar 2018 12:44, System, Visit date is not within the protocol vi

102 100 In total

For detailed information about query states and process, see Queries overview.


https://help.viedoc.net/l/a559c4/en/#OID
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2.9 Save and export

In the bottom of the Queries details page you have the options to:

= Save as a PDF file all the metrics data as displayed on the screen.
= Send by email to your primary email address, a PDF file with all the metrics data as displayed on the
screen.

3 Performance
The Performance page allows you to compare data from:
= Selected country (individual country or All countries)
= Selected site(s) in the previously selected country (individual site or All sites)
With data in one of the following:
= Entire study (default)

= All sites in selected country
= Anparticular site in the selected country

Queries Performance Missing data

Show | All countries M All sites - Compare with  Entire study *

Based on the comparison selection the graphs will show statistics about:

= Review status

= Subjects

= Queries

= Missing data

= Other

« Save and export

3.1 Review status

LAST ON-SITE VISIT NEXT ON-SITE VISIT

CRA 20% DM 10% SOV 30% LOCKED 25% N/A N/A

= CRA - percentage of Clinical Research Associate (CRA) reviewed data
= DM - percentage of Data Manager (DM) reviewed data

= SDV - percentage of Source Data Verification (SDV) reviewed data

= Locked - percentage of locked data

3.2 Subjects

Subjects - detailed data on the subjects on the selected site(s) (in orange) and compared site(s) (in gray):

Subjects

EXPECTED # SUBJECTS AKADEMISKA SIUKHUSET 70 ENTIRE STUDY 400

SCREENED ENROLLED COMPLETED WITHDRAWN

89% 95% 31% 6.5%
L]

62 / 89% 351/ 88% 59 /95% 281/80% 19/31% 88/25% 1/6.5% 28/8.0%

The conditions for the following subject statuses are defined in the study design (in Viedoc Designer under Study
Settings > Subject status):

= Screened - the number of subjects screened:
= at selected site(s) - in orange
= at site(s) to compare to - in gray


https://help.viedoc.net/l/a559c4/en/#CRA
https://help.viedoc.net/l/a559c4/en/#DM
https://help.viedoc.net/l/a559c4/en/#SDV

= percentage of screened subjects at selected site(s) out of total number of expected subjects -
in the center (number of expected subjects for a study/site, is defined in Study/Site Settings in
Viedoc Admin)

= Enrolled - the number of subjects enrolled:

= at selected site(s) - in orange

= at site(s) to compare to - in gray

= percentage of enrolled subjects at selected site(s) out of total number of screened subjects -
in the center

= Completed - the number of subjects completed:
= at selected site(s) - in orange
= at site(s) to compare to - in gray
= percentage of completed subjects at selected site(s) out of total number of screened subjects
- in the center

= Withdrawn - the number of subjects withdrawn:
= at selected site(s) - in orange
= at site(s) to compare to - in gray
= percentage of withdrawn subjects at selected site(s) out of total number of screened subjects
-inthe center

Ifthereisan i symbolinside of a ring graph, you can hover over it to see a description of the status.

3.3 Queries
Queries - detailed data on queries on the selected site(s) (in orange) and compared site(s) (in gray):

Queries
Sweden Entire study
QUERIES TOTAL

28 /70%
40 /100%

QUERY RATE # QUERIES OPEN MORE THAN
[# queries / # subjects]
28/73 40/116
0 0 7 DAYS 14 DAYS 21 DAYS
LAST 7 DAYS LAST 7 DAYS
0% 0%

= Queries total - the total number of queries on selected site(s) (in orange) and compared site(s) (in gray)
are shown both in % and in actual numbers.
= Query rate - total number of raised queries out of total number of subjects. The column graph consists of
5 bars indicating the progress of the query rate the last 5 weeks period, where each bar indicates a 7
days period.
Columns for selected sites are displayed in orange and columns for compared site(s) in gray.
A percentage indicator shows the trend of the number of queries compared to the previous 7 days
period for selected (to the left) and compared site(s) (to the right):
= down - green
= up-red
= equal - black

= Queries open more than - three circles display the number of queries currently in a Raised state, that
have been open for more than, 7,14 and 21 days on the selected site(s), which give a good indication of
the pace queries are processed within different sites.

For detailed information about query states and process, see Queries overview.

3.4 Missing data

Missing data - detailed information on missing data (both confirmed and unconfirmed data) on the selected site(s)
(in orange) and compared site(s) (in gray):

Missing data
Sweden Entire study
MISSING DATA TOTAL

288 / 8276%
348 /100%

MISSING DATA RATE # UNCONFIRMED MISSING DATA OPEN MORE THAN
[# missing data / # subjects]
28873 348/116
0 0 7 DAYS 14 DAYS 21 DAYS
288 288 288

LAST 7 DAYS LAST 7 DAYS
0%

= Missing data total - Total number of missing data on selected site(s) (in orange) and compared site(s) (in
gray) both numeric and percentage out of all missing data in the entire study. Hidden forms/items are
not included in the count.


https://help.viedoc.net/l/5367fc/en/

= Missing data rate - current missing data rate calculated as total number of missing data per total

number of subjects.
The column graph consists of 5 bars indicating the progress of the missing data rate the last 5 weeks
period where each bar indicates a 7 days period.
Columns for selected sites are displayed in orange and columns for compared site(s) in gray.
A percentage indicator shows the trend of the missing data compared to the previous 7 day period for
selected (to the left) and compared site(s) (to the right):

= down - green

= up-red

= equal - black

= Unconfirmed missing data open more than - three circles display the number of currently unconfirmed
missing data items that has been missing for more than, 7,14 and 21 days (counted from the date the
form was edited with unconfirmed missing data until current date) on the selected site(s).

3.5 Other

Other - miscellaneous detailed data on the selected site(s) (in orange) and compared site(s) (in gray):

Entire study Entire study

TIME TO ENTER DATA TIME TO RESOLVE QUERIES DELETED FORMS RATE

days in average days in average [# deleted / # subjects]

2.78 2.78 0 0 0 0

LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS
0% 0% 0% 0%

= Time to enter data - the average time (in days) it takes to enter data for selected site(s) (in orange) and

compared site(s) (in gray). This is calculated as a difference between the event date and the date the item
data was entered, per form.
The column graph consists of 5 bars indicating the average time to enter data over the last 5 weeks
period where each bar indicates a 7 days period.
Columns for selected sites are displayed in orange and columns for compared site(s) in gray.
A percentage indicator shows the trend compared to the previous 7 days period for selected (to the left)
and compared site(s) (to the right):

= down - green

= up-red

= equal - black

= Time to resolve queries - the average time to resolve a query (in days) for selected site(s) (in orange) and
compared site(s) (in gray). This is calculated as the difference in days from the date the query was Raised
until the date the query was Resolved. The queries that are automatically closed by the system (see
Queries overview for details on when a query is automatically closed) are also included in the count.
The queries that were removed or automatically resolved are not included in the count.

For detailed information about query states and process, see Queries overview.
The column graph consists of 5 bars indicating the average time to resolve queries over the last 5 weeks
period where each bar indicates a 7 days period.
Columns for selected site(s) are displayed in orange and columns for compared site(s) in gray.
A percentage indicator shows the trend compared to the previous 7 days period for selected (to the left)
and compared site(s) (to the right):

= down - green

= up-red

= equal - black

= Deleted forms rate - the rate of deleted forms, calculated as the number of deleted forms per number of

subjects, for selected site(s) (in orange) and compared site(s) (in gray).
The column graph consists of 5 bars indicating the deleted forms rate over the last 5 weeks period where
each bar indicates a 7 days period.
Columns for selected site(s) are displayed in orange and columns for compared site(s) in gray.
A percentage indicator shows the trend compared to the previous 7 days period for selected (to the left)
and compared site(s) (to the right):

= down - green

= up-red

= equal - black

3.6 Save and export
In the bottom of the Performance details page you have the options to:

= Save as a PDFfile all the metrics data as displayed on the screen.


https://help.viedoc.net/l/5367fc/en/
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= Send by email to your primary email address, a PDF file with all the metrics data as displayed on the
screen.

4  Missing data

The Missing data page includes filtering possibilities and a bar to show the review status for the entire study.
You can filter the data by selecting from the drop-down lists in the top of the page:

A Demo 2018 / Metrics

Queries Performance ® Missing data
Show | All countries ] All sites J All subjects ] All time J m
« Country
= Site
» Subject
= Time period - choose between:
= Alltime

= Last 24 hours
= Last 3 days
= Last week

= Last 3 weeks

Based on the selected filter the graphs will show statistics about:

« Topb5events

« Top5forms

= Topbitems

= Subjects with confirmed missing data

« Subjects with unconfirmed missing data
= Save and export

41 Top 5 events

Top 5 events - a column bar shows the top five events with the highest number of items with missing data (confirmed
and unconfirmed), both numeric and percentage. The legend of the graph displays the event name.

Top 5 events

400

300

200

100
W visITL 241/ 33.6%
ADDSUBJECT . ... ... ... 224 (312%
ADVERSEEVENTS . ... ... . _...... 214 f 20.8%
VISITZ2. .34 147%

VISITS . . 3/04%



4.2 Top5forms

Top 5 forms - a column bar shows the top five forms with the highest number of items with missing data (confirmed
and unconfirmed), both numeric and percentage. The legend of the graph displays the form name.

Top 5 forms

400

300

200

100
B STUDYSTATUS ... .. ... ... ... .. ... 214/ 29.8%
ADVERSEEVENT ... ... ... .......... 173/ 24.1%
PHYSICAL EXAMINATION ... ... ..... 132 /18.4%
SERIOUS ADVERSE EVENT .. ........_ .... 41/57%
LABORATORY RESULTS. . ... . ... .. ..... 38 /52%

43 Topb5items

Top 5 items - a column bar shows the top five items with missing data (confirmed and unconfirmed), both numeric
and percentage. The legend of the graph displays the item name.

Top 5 items

400

300

200

100
B STATUS. 214 /1 29.8%
QUTCOME OF ADVERSE EVENT .. ... .. .. 28 [ 53.9%
ACTION TAKEN WITH STUDY TREAT... .... 27 f3.7%
CAUSALITY _ ... ... 27 3.7%
SEVERITY/INTEMNSITY ... ... ... __....... 25 [ 34%

44 Subjects with confirmed missing data

The top 5 subjects that have the highest level of confirmed missing data are displayed in a table including:

= The actual number
= Percentage

= Subject ID

» Study progress



« Site name
= Date, visit, form and item (item output label if defined, otherwise the field label of the item) taken from the

visit where the missing data occurs

The last row of the table shows the total number of subjects with confirmed missing data.

Subjects with confirmed missing data

n % SUBJECT ID PROGRESS SITE NAME LATEST MISSING ITEM (date, visit, form, item)

2 41 SE-01-332 I Karolinska Uni... 12 Ma Visit 1, Body measurements, We
2 41 SE-01-284 e Karolinska Uni... Visit 1, Safety Laboratory Parameters, Pleas.
2 41 SE-01-316 — Karolinska Uni... , Visit 1, 12-Lead ECG, Performed.
2 41 SE-01-166 I Karolinska Uni... . Visit 1, Physical Examination, Lymph ...
2 41 SE-01-110 I Karolinska Uni... 30 Mar 2016 11:58 . Visit 1, Body measurements, Hei...
48 100 In total

4.5 Subjects with unconfirmed missing data

The top 5 subjects that have the highest level of unconfirmed missing data are displayed in a table including:

= The actual number

= Percentage

= Subject ID

« Study progress

= Site name

= Date, visit, form and item (item output label if defined, otherwise the field label of the item) taken from the
visit where the missing data occurs

The last row of the table shows the total number of subjects with unconfirmed missing data.

Subjects with unconfirmed missing data

n % SUBJECTID PROGRESS SITE NAME LATEST MISSING ITEM (date, visit, form, item)
42 6.2 SE-01-320 — Karolinska Un 12 Feb 2018 10:59

24 35 SE-01-344 I Harolinska Un 19 Mar 2018 11:05 Ad

22 32 SE-01-331 [ Karolinska Uni...

19 28 SE-01-249 I Karolinska Uni...

16 23 SE-01-281 I Karolinska Uni...

669 100 In total

4.6 Save and export

In the bottom of the Missing data details page you have the options to:

= Save as a PDF file all the metrics data as displayed on the screen.
= Send by email to your primary email address, a PDF file with all the metrics data as displayed on the
screen.
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Published by Viedoc System 2023-10-09

1. Introduction
1.1 Sorting_and filtering
1.2 Searching
1.3 Icons
2. Views of the Selection page
2.4 The Cards view
2.41The subject card overview
2.5 The issues view
2.6 The Viedoc Me view
2.7 The Events view
3.Adding a new subject

1 Introduction

The Selection page displays all the subjects from all the sites you have access to:

Selection* cards ~
Search " | FOUND 11 CARDS. = Show all sites Sort by added date
SE-KI-004 SE-KI-003 FI-HU-005 SE-UU-002
KAROLINSKA INSTITUTE STOCKHOLM KAROLINSKA INSTITUTE STOCKHOLM HELSINK UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL
Status Age Status Age O sou Age Status Age
&4 Screened 512 Screened 27.9 @l Screened 269 @a Screened 582
—
FI-HU-004 FI-HU-003 FI-HU-002 SE-UU-001 =
HELSINKI UNIVERSITY HOSPITAL HELSINKI UNIVERSITY HOSPITAL HELSINK UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL
) s Age 0 s Age 0 e Age 0 sew Age
&a Screened 371 @lB Screened 29.1 @&lB Screened 30.6 @lB Screened 388
—
FI-HU-001 SE-KI-002 SE-KI-001
HELSINKI UNIVERSITY HOSPITAL KAROLINSKA INSTITUTE STOCKHOLM KAROLINSKA INSTITUTE STOCKHOLM
O sews age Status Age Status Age
b 350 Screened 50.9 Screened 36.7

Showing 1-11 of 11

View per page |20 (50| 100 | B

In the default view, each subject is represented by a card. Depending on your study setup, the Selection page can be
displayed in several ways. See Views of the Selection page.

11 Sorting and filtering

In the top right corner of the Selection page, you have dropdown menus to sort and filter the view. The options

depend on the selected view. The selected sorting will be kept throughout your session.

Show all sites

Sort by added date

-



In the table view of the Selection page, you can also sort by column in descending or ascending order by selecting a
column header with the arrow symbol. Lit-up arrows indicate the selected sorting in orange:

Selection » cards -

Search * | FOUND 11 CARDS

Gender D Status Age
9 SE-KI-004 Screened 51
9 SE-KI-003 Screened 279
2 FI-HU-005 Screened 269
9 SE-UU-002 Screened 58.2
9 FI-HU-004 Screened 371
2 FI-HU-003 Screened 29.1
2 FI-HU-002 Screened 30.6
oA SE-UU-001 Screened 38.8
& FI-HU-001 35.0
9 SE-KI-002 Screened 509
a SE-KI-001 Screened 36.7

1.2 Searching

To search for a specific subject or any other information collected for a subject, you can type the text you are looking
for in the search field:

Selection+ cards -

Search
Subject key

SE—KI-OO4 All data

The system will return the subjects with the information sought that has been entered in the Case Report Form
(CRF).
Subject key and All data are two filters that can be applied to the search.

= Subject key will return results where the search term is part of the subject ID.

= All data will return results where the search term is mentioned.

= All data also requires specificity when you commit a search for visit name and form name. It does not
return partial results in these instances.

For faster searches, we recommend that you select the Subject key filter.

Important! If your search returns nothing, it could indicate a problem with your study design. Please contact your
Professional Services representative to assist you.

1.3 Icons
The Selection page displays a number of icons explained in the following table:

Icon Description

ﬂ Issue - at least one open query and/or missing data
Task - there are tasks to be completed, the number indicates the number of tasks

Complete - all initiated events have been completely filled in


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

Icon Description

Signed - all data that is possible to sign has been signed

@ Read-only - the card is being open for edit by another user. Note that the subject card can still be
accessed for review or SDV by a user without edit permissions, for example a monitor or a data
manager.

In progress - the event is initiated but not completed

This icon is only shown when none of the other status icons apply

a Locked - the data in all forms of the event is locked

The icons showing depend on your user role permissions.

2 \iews of the Selection page

Depending_on the study setup, the Selection page looks a bit different.

= If the study is configured with extended selection pages, you can select a view at the top of the page.
Select Cards, Issues, Viedoc Me or Events from the dropdown menu to open the view. The Viedoc Me
view is only available to select if the Viedoc Me feature is included in your study.

Selection* cards *
Cards
Search N F

Issues

SE-KI-004 ViedocMe

KAROLINSHA INSTITUTE STOCKHOLM

Status Age Events

&a Screened 512

= If the study is not configured with extended selection pages, you can select between the views Cards and
Issues by clicking the buttons next to the search field.

21 The Cards view

In the Cards view, you can see all the subjects from all the sites you have access to. Select to display the subject
cards side-by-side (default) or in a table:



FOUND 29 CARDS. @ =
B SE-01-018 B AE-423-0(
UPPSALA DUBAI
— STATUS  AGE - STATUS
Ongoing
I —
B SE-01-017 Lina-001
UPPSALA
o STATUS  AGE
u 42-0 FOUND 29 CARDS. -
I
STATUS 41 AGE ur Rand. Numb
o .
B SE-01-015 ngemns
UPPSALA
Ongoing

The subjects are sorted by added date, where the most recently added subject is displayed first. You can sort the
subject cards by selecting an option in the upper right corner:

Show all sites v Sort by added date -
PROGRESS 1t Sort by importance
Sort by modified date
|
Sort by added date
|

= Sort by importance - sort on forms with issues in descending order
= Sort by modified date - sort on modified forms in descending order
= Sort by added date - sort on added forms in descending order

To display only the subjects for a particular site, select the site from the dropdown list. Click Include deleted subjects
at the bottom of the dropdown menu to display deleted subjects:

Show all sites

Show all sites

Karolinska Institute
Stockholm

Uppsala University Hospital
Helsinki University Hospital
Martin Luther Hospital
United

Richmond

() Include deleted subjects




211 The subject card overview

Each card provides subject information as per the respective study design:

« Subject ID

« Site name

= Gender indicated by an avatar

= Some CRF data

= Subject status indicated by the icon in the top right corner

If all the forms were locked (typically by the Monitor), this is shown with a padlock icon on the respective subject
card:

SE-Stockholgag002 o

STOCKHOLM

™ 51 010ct19
&

= Progress bar indicating the completion status (in blue)

The Selection page does not consider the role visibility except for task count; therefore, the subject status
reflects the general status of the subject in the study, regardless of the user who has work to be performed. The
subject details view reflects the subject status considering the role visibility. This could result in a subject status
where a subject could have a green check mark or be locked, while in the Selection page it is not (due to some other
user role having unfinished work or forms to complete on the respective subject). See Entering and Editing data for
more information on the subject details view.

2.2 Theissuesview

In the Issues view, you can see the existing issues listed in a table:

Selection »  Issues ~

Search " FOUND 9 ISSUES. Show all sites v | Alopenissues

ID it REFERENCE it 1SSUE DETAIL 4t CONFIRMATION 4t STATE

a ﬂ;’jﬂ;ﬁ?ﬁm ¥ Missing data
g Fl-HU-002 1 Missing data

W eising University Hospital

Click any row to open the form where the issue was raised:


https://help.viedoc.net/l/a559c4/en/#CRF
https://help.viedoc.net/c/47e0ad/a80c3c/en/

FA FHu-002 -~ #1-Term: - Start Date: ~

7 Formisinview mode. Click Edit to make it editable

¥ This form contains 8 required fieldls)
Prior and Concomitant Medications sHowisTor @ (D

Sequence number Name of drug / medication / therapy

1

Reason for administration
(®) Medical history
) Adverse event

() Other

Dose  Unit Dose form

—
@ @
Frequency Route
®
Start date Ongoing?

v ddMMMyyyy @ QOes One
p Form History
Nicholas Hall | Viedoc™ 472 8258 15573 | 2022-08-16T15:49 EEST
NA| 10 | Viedoc Me study | Helsinki University Hospital

Close the form to go back to the Issues list.

You can filter the Issues list using the dropdown lists in the upper right corner of the page:

3.

Show all sites v All open issues

CONFIRMATION 4t STATE 1t Allissues
All open issues.

All queries

Open queries

Queries awaiting approval
Missing data

Form upgrade pending

Form link broken

= By site - view data from a specific site or from all sites
= Include deleted subjects

= By issue type/status:
= Allissues:
a. Missing data
b. All queries, regardless of status
c. Form upgrade pending
d. Pending reference data upgrade

= All open issues:
a. Missing data
b. Queries with the status "Awaits answer"
c. Form upgrade pending
d. Pending reference data upgrade

= All queries

= Open queries

= Queries awaiting approval
= Missing data



= Form upgrade pending
= Form link broken

2.3 The Viedoc Me view

In the Viedoc Me account view, you can monitor and follow up on the subjects' expected Viedoc Me event
submissions.

Selection *  ViedocMe - 3

Search v | FOUND 11 CARDS.

#LOGINS (LAST LOGIN) compuaNcE #MISSED EVENTS (LAST MISSED)

e SEK-oos .. 2 50% 1 100%

o SE-KI-003 1 0% 2 100%
g frhu-oos ! - 0%
bl SE-UU- 002 0 - 0%
g  fl-Hu-004 “ 100% 100%
s fhHU-003 0 - 0%
o FI-HU-002 19
e Helsinki University Hospital
o SE-UU-001 1
-“ Uppsala University Hospital
o FI-HU-001 14
e Helsinki University Hospital

CC VI NnNn" 10 - 1

For each subject, the following information is listed:

» ID - the subject ID, avatar, and site
= #LOGINS (LAST LOGIN) - the total number of logins with the last login shown in parentheses
= COMPLIANCE - how well the subject is submitting events, counted on scheduled Viedoc Me events
= # MISSED EVENTS (LAST MISSED) - the total number of missed Viedoc Me events, with the last missed
event shown in parentheses
= STUDY COMPLETION - how far into the study the subject is, counted on scheduled Viedoc Me events
= NEXT SCHEDULED - the date and time of the next Viedoc Me event
= ACCOUNT STATUS - the current status of the subject account, which can be filtered in the upper right
corner:
= Allaccounts - all created Viedoc Me accounts: Initiated/Open/Locked
= Initiated - accounts that are created but the subjects have never logged in to their accounts
= Open - accounts that the subjects have logged in to (at least once)
= Locked - accounts that are locked
= Not created - accounts that are not yet created

2.4 The Events view

In the Events view, you can see the status of each event for each subject listed in a table.

Selection *  Events ~

Search " FOUND 11 CARDS.

i date

Study Start Screening Baseline Home adm Follow-Up End of St Unschedu Fxtra Lab Fxtra Lab Extra KitA Medical H Adverse E

& SE-KI-004

SE-KI-003

FI-HU-005

SE-UU-002

FI-HU-004 a

o (o (o 8o (o

FI-HU-003

=
[ =]

FI-HU-002 H
SE-UU-001

o

FI-HU-001

(o Bo

SE-KI-002
& SE-KI-001

The first column indicates if there are issues/tasks in any of the subjects' events. If there are both issues and tasks
for a subject, then issues [ i] are shown in the column.

Select any cell to go to the event in the Details page:



Details

003 S P - [

STITUTE STOCKHOWM

Screening Baseline

(@] Age
@a Screened 279 013un2022 B oz

Screening @« Protocol date

not set

| Event date Scheduled date
not set

| check uestions Event date
01un 2022

| Physical Examination

| Vital Signs

| Body measuremen s

| 12-Lead Electrocardiogram

nnnnnn

| aboratory resutts

[——

[ i sm

Click back in the browser to return to the Events view.
Select an empty cell to view the subject's latest event.
The list of subjects can be filtered using the dropdown lists in the upper right corner of the page:

= Byeventtype
=« Scheduled events
« Unscheduled events
= Common events
= Subject-initiated events

» By site - select to view data from a specific site or from all sites
= Select to Include deleted subjects

Notel On the selection page, in the Events view, the event name (as set in the Study event settings in the study design)
is displayed. If there is a recurring event, a counter is shown under the event name, for example: Follow up 1, Follow
up 2.

3 Adding a new subject

To add a new subject:

1 Make sure that you have selected a site (center) from the sites dropdown list.
Click Add new card on the last card or select the icon in the top right corner of the page:

The first form in the study is displayed.



2 Complete the form and select Save changes on the top right side of the page. A new subject is now
added.

Note! Only user roles with editing permissions for the study start event form can add a new subject. If you do not
have editing permissions, you cannot select Add new card and no icon is visible in the top right side of the page.

See also the video tutorial Add and select subjects.

If you receive the following message, the maximum number of subjects that is configured for your site has been
reached, and you cannot add new subjects. If you need to add a new subject anyway, contact your Study Manager.

Add new subject

The maximum number of subjects reached. New
y J subjects can no longer be added.

Ok, | understand



https://help.viedoc.net/l/5cc11f/en/
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Entering/Editing data
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1. Overview
1.1 Details page
1.2 An example of a form
2. Initiating_an event
2.3 Scheduled event
2.4 Unscheduled events
3. Entering data
3.5 Dates
3.6 Times
3.7 Range
3.8 File upload
3.9 Linking between forms
3.91 Updates to linked forms
3.9.2 Locations of updated linked forms
3.9.3 Updating_ a linked form
3.10 Navigating between subjects/events within the same form
4. Editing data
5. Repeating forms
6. Copyable forms
7. Confirming data as missing
8. Adding private notes
8.1 Private notes for events
8.2 Private notes for forms
8.3 Private notes for fields
9. Resolving a query,
10. Audit trail and form history
10.14 Limited number of audit trail records
10.15 Form history PDF
10.16 Masking_of sensitive data
10.16.4 Masking text
10.16.5 Masking_a filename
10.16.6 Masking file content
10.17 Consequences of masking data
10.17.7 Data exports
10.17.8 Form PDFs
10.18 Viewing_masked data
11. Blacklisted file formats

1 Overview

11 Details page

When you select a subject card in the Selection page, or add a new subject, the Details page opens.


https://help.viedoc.net/c/47e0ad/1a7594/en/

a b c d e
Details 2 Fa) & 2>
DE-95-077 a Search Show all events =e B
BERLIN HOSPITAL . ) X -
Screening Baseline Follow-Up test Final Visit
O STATUS AGE Screenin 9 End of Study
@a Ongoing 411 14072021 16072021 23072021 26072021
29% 4/4 8/27 H 6
e Screening Protocol date
not set
Demographics Screening
Scheduled date @
a Event date e
Common events
Medical / Surgical History (2) Event date ap
Check Questions 1407 2021 Ex
Prior and Concomitant Medications (0)
Adv. Physical Examination po—

Subje

Subje

Subje study medications (0) Vital Signs

Subject's daily pain report (0)

Add new event Laboratory results

12-Lead ECG
iary (1)
Body measurements

Wound Examination

Evaluation of objective tolerance

Here you will find the following information:

1. Subject details - including subject ID, site name and a status summary.

The subject details view reflects the subject status and the review flags considering the role visibility, while the
Selection page does not take into account the role visibility. Therefore, the subject status on the Selection page
reflects the general status of the subject in the study, regardless of the user who has tasks to be performed. This
could result, for example, in a subject status in the subject details view where a subject could have a green check
mark or being locked, while in the Selection page it is not (due to some other user role having unfinished work/forms
to complete on the respective subject).

The following flags show the status of each form:

Flag

DM

CRA

Sbv

Lock

Description

Shows if the data was reviewed by the Data Manager (DM) or other role with review permission.
Green check-mark if performed, otherwise grey.

Clinical review indicator, reviewed by Clinical Research Associate (CRA) or other role with review
permission. Green check-mark if performed, otherwise grey.

Source Data Verification (SDV) indicator. Green check-mark if performed, otherwise grey.

Black if the form was locked by the Monitor, otherwise grey.

Status Shows the status of the data entered:

= Green check-mark if the form is completed
=« Red[i]if the form has issues

The flags are not displayed for the empty forms.

2. Toolbar with the following functions:

a. Return to the Selection page
b. Set up Viedoc Me

c. Initiate a Viedoc Connect call
d. Add a new subject

e. Toggle between subjects

Depending on the role and permissions you have, the following might also be available:


https://help.viedoc.net/l/a559c4/en/#DM
https://help.viedoc.net/l/a559c4/en/#CRA
https://help.viedoc.net/l/a559c4/en/#SDV

= Signing console (for details, see Signing_data):

_Lu

= Data review console, for user roles with data review permissions (for details, see Clinical review, SDV and
Lock and Data review and Lock):

See also the video tutorial Enter data.
3. Event slider - a list of all the scheduled and unscheduled events for the subject.

From the top-left corner you can search for events. All events containing characters of the search string are filtered
and shown in the slider.

From the top-right corner you can toggle the view and change the way the events are displayed: only by name or
with detailed cards. Tip! Toggle to the "only by name" view to fit all events, if there are many matches in your search
result.

From the dropdown list to the right you can select to:

= Show all events

« Show all initiated events

= Show all unplanned events

= Show / hide subject-initiated events
= Show/ hide deleted events

4. Common events - here you can add events that cannot be scheduled in advance, such as adverse events, by
clicking on the respective event name.

You can also add unscheduled events by clicking the Add new event link. The unplanned events will show up in the
event slider inserted among the existing events according to the event date.

5. The list of the forms to be filled in for the event selected in the event slider (2). Click the form bar to open it and
enter the data. Depending on the study setup, it may be necessary to initiate the event through the Event date form,
to be able to enter data. For more information, see Initiating an event.

6. The protocol date, the scheduled date (if set), and the event date (if set).

7. Private notes. For details, see Adding private notes.

1.2 Anexample of a form

When you click on a form on the Details page, the form opens. The below image shows an example of a form:


http://help.viedoc.net/l/0bd12c/en/
https://help.viedoc.net/l/16b39f/en/
https://help.viedoc.net/l/16b39f/en/
https://help.viedoc.net/l/3e1120/en/
https://help.viedoc.net/l/141b34/en/

. ©

6 | %

}(_ Formi is in read-only mode.

12- Lead ECG 65HOWHISTOR7’ [1 O]
Was 12-Lead ECG performed? Date ‘ Q
®) Yes No v 14 Nov 2017 00:00 B O
8 Was12-lez » Yes Initial data entry 204) 20 Nov 2017 11:51 CET A%

8 Date » 14 Nov 201  Initial data entry 204) 20 Nov 2017 11:51 CE

Clinical judgement

®) Normal Abnormal - Not clinically significant Abnormal - Clinically sigmfica}f\t

8 Clinical jud » Normal Initial data entry 204) 20 Nov 2017 11:51 CET W

1. Subject ID. You can use this dropdown list to navigate to other subjects within the same form, see Navigating
between subjects/events within the same form.

2. Event name. You can use this dropdown list to navigate to other events within the same form, see Navigating
between subjects/events within the same form.

3. Close. Click to close the form and return to the Details page.

4. Flags showing the status of the form, see the description of these flags above.

5. Show history. Activate the switch to display the history of each form item.

6. Action button. Click to select a field (item) and select the type of action you wish to perform, for example to confirm
data as missing or to add a private note. For more information, see Confirm data as missing and Adding_private
notes.

7. Form history, see Form history PDF.

8. Add note. Click to add a private note to the form, see Adding_private notes.

9. Footer of the form, containing the following information:

a.User name

b.Viedoc version number

c. Date and time of last form edit

d. The protocol version that the study is based on

e. Study design version number of the version that is active on the moment the event is initiated
f. Name of the study

g. Name of the site

2 Initiating an event
There are two types of events that can be initiated for a subject:

» Scheduled events - events that were scheduled in advance. These can be events initiated in Viedoc Clinic
or subject-initiated events. The subject-initiated events can be initiated only by the subject via Viedoc Me
- the filled-in data is visible in Viedoc Clinic afterwards.

= Unscheduled events - events that cannot be scheduled in advance.

To start entering data on an event, the event must first be initiated.
The exception is when the event date is configured in the study design to be automatically set and based on the data
entered within the event.

When the event date is automatically set, the following apply to the Event date form based on the settings in
the study design:

= The Event date form is visible and can be edited if this option is enabled for your study. Queries can be
raised on the Event date form.

= The Event date form is not visible. This means that the Event date form is not shown on the Details page,
in the 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.

21 Scheduled event

To initiate a scheduled event:

1 Open the Event date form, in one of the following ways:

a - Next to the event name, click Set an event date.
b - On the form, click Event date.

¢ - On the right-side pane, click Scheduled date.

d - On the right-side pane, click Event date.

et an event date

Scheduled date

not set

Event date
not set

2 In the event date dialog, click Initiate event and select the date:
JP-40-014  Screening

Screening = = = svowHisory @ (D

(® Plan event @ Initiate event

p Form History

Notel For the events that are already scheduled, the protocol date is also displayed. Entering an event
date that is outside the protocol date will raise a warning message.

3 Click Save changes.
The event date dialog closes and the event is initiated. The event status changes to Ongoing.

2.2 Unscheduled events

To add and initiate an unscheduled event manually:

1 On the Details page, click Add new event in the left-side pane.
Details

DE-95-077

BERLIN HOSPITAL

STATUS AGE

&a Ongoing 411

—
29% 4/4 8/27
of study events forms

Demographics o
Common events
Medical / Surgical History (2) ¥
Prior and Concomitant Medications (0) +
Adverse Events (0) +
Subject's non-study medications (0}
Subject's adverse reactions (0)
Subject's exercise diary (1)
Subject's daily pain report (0)

Add new event +

The Add new event dialog opens.

2 Choose the Event name from the dropdown list. The events available are the ones that were
configured by the study designer as unscheduled events.



3 Click Initiate event and select the date:
DE-95-077 | Add new event

Add new event

Event name

Unscheduled

(@ Plan event @ Initiate event

4 Click Add event.
The event date dialog closes and the event is added and initiated. The unplanned events will show up in
the event slider inserted among the existing events according to the event date. The event status
changes to Ongoing.

3 Entering data
When the event date is set, automatically or manually, it is possible to start filling in the forms.

To enter data in a form:

1 Open a form by clicking the form bar:
Event date ]
Check Questions +
Physical Examination +
Vital Signs +
Urinalysis +
Clinical Laboratory @ +
2 Fill in the fields - most fields are self-explanatory when it comes to how they should be filled in:
2 ‘ FR—

Physical Examination

ND - Not Done
Was a Physical Examination performed? Date of Physical Examination
@) Yes No v MMMddyyyy &

Clinically significant findings should be recorded in the Medical / Surgical History log

Height Body weight Body Mass Index (BMI)

Body System Result

General Appearance Normal Abnormal ND
3 Click Save changes.

When all the forms in one event are filled in, the event is considered completed and a green check mark appears on
the event tab in the event slider.

Below, we explain how to fill in some of the most common fields in a form:

« Dates



» Times

= Ranges

= File upload

« Linking between forms

31 Dates

You can fill in the date field in two ways:

= Click the dropdown menu and select one of the following options:

= Current date . apr152009 @
= Yesterday B, S—
» Day not known Vesterday
= Month not Day not known
known ‘i‘cn:w not known
= Clear (remove e
date)

= Click the calendar icon to open the date picker and select a date. Click the arrows to change month.

Apr 152019 %

April 2019
Su Mo Tu We Th Fr Sa
1 2 3 4 5 6

7 8 9 0 1 12 13

14 a 16 17 18 19 20

21 22 23 24 25 26 27

28 29 30

You can click the month/year header to view all months of the year, and then click the year header to view a
range of years.

3.2 Times

You can fill in the time field in two ways:

= Click the dropdown menu to select the current time:

s 16:55 ©)

Current time

Clear

= Click the clock icon to open the time picker. Click the arrows to select the hour and minute (with a five
minutes time interval), or double-click the hour and minute fields to manually enter any hour and minute:

v  16:55

=
(0)]

55

3.3 Range

You can define a range of values by selecting a comparator symbol, and then enter the numeric value(s). You can
chose between the following comparators:



- Inclusive in between

<Less than Range
< Less than or equal to . _
> Greater than v 76 =] 85
2 Greater than or equal
t—oEquaI to - 67 (=176
< | Lessthan
2| Lessthan or equal to
> | Greater than
2| Greater than or equal to
=| Equal
3.4 File upload
To upload a file to a form:
1 Click the arrow on the right side of the upload box or click the thumbnail if this is available.
File upload
(1)
(1)
2 Browse for the file to be uploaded and click Open.

During the upload process:
= Aprogress bar is showing the upload status.
= You can cancel the file upload by clicking the X button on the right side of the progress bar.
= You can continue editing the form.
= You cannot close the form until the upload process is completed.

3 The uploaded file(s) will be stored once the respective form is saved by clicking Save changes.

You can download an existing file by clicking the file name or by clicking the thumbnail (if it exists). If a drawing pad
item was submitted from Viedoc Me it will be available as a downloadable file.

You can remove an uploaded file by clicking the trash can icon on the right side of the file name.

= The file upload icon will display a thumbnail of the image if a jpeg, gif or png file is uploaded. If other file
types are uploaded, the icon will only show the file extension.

» The maximum allowed file size is 2 GB.

= The upload of password-protected zip files is not supported.

= For security reasons, it is not possible to upload executable files. See the complete list of unsupported file
types in the end of this lesson, in Blacklisted file formats.

3.5 Linking between forms

When editing a form, you can add links between different types of forms with the Form link item. This can be useful
for example, to quickly see when a medication was taken by a subject and for what reason.

To access the Form link item Clinic users must have access to whichever form type it is configured to link to,
for example the Medical History, Adverse events or Prior and Concomitant Medications forms. Viedoc Me does not
support forms with Form link items.

Forms can be linked with several instances of a specified form type. For example, while editing the Prior and
Concomitant Medications form, links can be made to several registered Medical History events.

To link two forms:



Open a subject card. In this card you can see two Medical History forms under Common events:

2t Details

001-001

LIPPSALA

™) Dawe ofinformed consent Age

Eid 16 Dec2021 61

100% 11 10/10

of study VNS forms
Demaographics A ‘a3
Commeon events i [ |
Medical Histary (2) +

+

Prier and Concomitant Medications (4) +

Add new event *

In this example, we will link the Prior and Concomitant Medications form to the existing Medical History
form instances and enter the medication that the subject has taken for the Medical History event.

[mz@ 001-001 Common events Close
] Show deleted evertts (7). [w#| Show review status
- Medical History 2 events. Add new
2 - Back pain - 16 Dec 2021 Moo
5 - Back pain - 16 Dec 2021 P
+ | Adwverse Events 2 events. Add new

v | Prior and Concomitant Medications 5 events. Add new




To link the Prior and Concomitant Medications form to the Medical History form instances:

Select Add new in the Prior and Concomitant Medications form.

Show deleted events (5) |« Show review status

Medical Histo ry 2 events. Add new
Adverse Events 2 events. Add new
Prior and Concomitant Medications 4 events|Add new

U

3 - Paracetamol - 16 Dec 2021

4 - Alvedon - 16 Dec 2021

In the Prior and Concomitant Medications forms, select Medical history to show all existing form
instances of the same type. The available link items are shown in a dropdown list.

1. Enter the name of the drug/medication/therapy.
2. Select the relevant Medical history.

3. Select Save changes - the Prior and Concomitant Medications form is now linked to the Medical
history form instance.

= The forms in the link item are shown in the order of the earliest date first according to the
event date, (and by the order of activities reflecting the order in the design) within each
event.

= If adate item is used in the format of a form link item, then the date will be saved in the
system language of that user. When the next user edits the form, the language of the date
item is automatically updated to reflect the language setting of the editing user.



4 After saving the form, select any link item to open and read that form. In the example shown below, the
Adverse events form. Closing the form returns you to the original form, in this example the Prior and
Concomitant Medications form.

DM Edit
o

# Form is in view mode. Click "Edit to make it editable

Prior and Concomitant Medications sHow HisToRY (@ (D
Sequence number Name of drug / medication / therapy
3 Alvedon
Reason for administration AE Form link
Medical history 16 Dec 2021 - Headache
®) Adverse event
- Headache
GCther
Dose Unit Dose form
250 Milligram v Capsule
Frequency Route
Twice daily - Cral
Start date Start time Qngoing?
16 Dec2021 | i 01:20 ® Yes (@ No
End date End time
16 Dec2021 | B v 0125 | @

You can also search in the form link item field. This can be useful to find a specific form instance
if there are many adverse events for example.

351  Updates to linked forms

If you update a linked form by resetting, deleting, or changing data, the following occurs:

= The form containing the linked form instance is marked with an issue flag (the red [i] icon).
= Anerror message is displayed at the top of the form containing the link item:

Alinked form instance has been updated and needs your review and approval. Click Edit to update the linked form instance and review the
form link item. Update as necessary and click Save.

352 Locations of updated linked forms

In the Issues view of the Selection page, forms are easily identified and are labelled Form link broken:

—_—— ) ) (oEmo)
[DiEiMO’ The study is currently set to operate in demonstration & training mode. Do not input any real data L Djfdoi

Selection » lIssues * 2.
Search FOUND 4 ISSUES. Show all sites v All open issues v
D 4t REFERENCE 4t ISSUE DETAIL 41 ‘CONFIRMATION 4t STATE

Prior and Concomitant

Medications .
-~ 001-001 " . ¥ Form link broken -
C=0)] Prior and Concomitant e RS G Form link broken
Urs=2 Medications Sh e does
MH Form link @

In the Events view of the Selection page, forms are easily identified and marked with an issue flag (the red [i] icon).
Select the red [ i] icon to open the subject card.




[¥(oEmo ) The study s curmendly set 6o operate in demonstration & training mode. Do notinput any resl deta
2t Selection - Events *

Search FOUND & CARDS. Shaw svent types
"o Medical H. Adverse E Prior and

<29 001-003

S5 002-003

B & oo0z-002

733 002-001 -] [~}
B = ooi-002
A = oo1-o01 -] -] a

On the subject card, the issue is marked with an issue flag:

2t Details

002-002

STOCKHOLM

ﬁ Date of informed consent  Age

22 16 Dec 2021 53

|
11% 1/2 2/18
of study EVEents forms
Demographics =k

1 form with issue(s)

ICommon events ikl =Y i | I
Medical History (1) +
Adverse Events (1) +
Prior and Concomitant Medications (3) +

Add new event +

353 Updating a linked form

1 Select the red [ i ] icon to open the issue, (in this example under Common events).

2t Details

002-002

STOCKHOLM

f.‘ Date of informed consent  Age

2 16 Dec 2021 53

[

11% 1/2 2/18

of study events forms.
Demographics B
I 1 form with issue(s)

|Comm0n events peliralead =Y 5 | I

Medical History (1) +
Adverse Evers (1) +
Prior and Concomitant Medications (3) +

Add new event +

Shew all saes

San by sdded dute



2 Select the red [ i ] icon (in this example under Prior and Concomitant Medications) to open the form
with the issue.

s e
7] Show review status
+| Medical History 1event Add new
» Adverse Events 1event Add new
= Prior and Concomitant Medications 2 events. Add new
|1rcet|r|z|n—l‘LDec 2021 i}
3 Select Edit to update the form:

SENO -~
— Edit
4 Form is in view mede. Click ‘Edit to make it editable

Alinked form instance has been updated and needs your review and approval. Click Edit to update the linked form instance and review the
form link item. Update as necessary and click Save.

Prior and Concomitant Medications A swow wistory ) (I
Sequence number Name of drug / medication / therapy
1 Ceririzin
Reason for administration AE Form link
Medical history 21 Dec 2021 - Utslag

® Adverse event

Cther
Dose Unit Dose form
10 Microgram v Tablet v
Frequency Route
Once daily v Oral

Start date Start time Cngoing?

21 Dec 2021 [} 00:00 ® Yes (@) No
End date

+ | End time not
21 Dec 2021 [} available
4 A message is displayed as part of the audit trail when the linked items are updated:

Prior and Concomitant Medications

Sequence humber Name of drug / medication / therapy
1 paracetamol
Reason for administration MH Ferm link

® Medical history \
Adverse event 21 Dec 2021 - vark

Other

MH Form lir = 21 Dec 202" » Automatically updated due to dependency change

3.6 Navigating between subjects/events within the same form

Once you have a form open, it is possible to navigate through different subjects, or different events, if the form is
included in other initiated events as well. This function is available through the dropdown lists in the form header, as
illustrated below:



Navigate through subjects:

& SE-AHU-060

8 se-aHU-061

8 SE-AHU-OSZ@

8 se-anu-063

& SE-AHU-064

Navigate through events:

Visit 1 [21 Sep 2018] ~

Add subject [21 Sep 2018]

Visit 2 [28 Sep 2015]@

Visit 3

4  Editing data

To edit data that already have been saved:

Open the form that contains the data you want to change.

Click Edit in the top right corner of the form.

|
FA se-AHU-024 - Visit1(01 Nov 20171 ~

4 Formis in view mode. Click ‘Edit’ to make it editable
Vital Slgns P sow HisToRY @) (D
Blood pressure Pulse
Systolic ) Diastolic € Rate )
120 60 68
mmHg mmHg bpm
Were Vital Signs measured? Date and time
® Yes No v 01 Nov 2017 00:00 @ 0
Clinically significant findings should be recorded in the Medical / Surgery history log
p Form History % Add note
Elise Langenkamp | Viedoc™ 4.38 6533.25159 | 2017-11-20T15:55 CET
1| 33.0 | A demo study | Academic Hospital Uppsala




3 Edit the data and click Give reason.
A dialog opens.

Result

Choose reason for changed value

Transcription error
Cluery resolution

Other reason (describe below)

Ready Cancel

4 Select one of the pre-formulated reasons for change, or click Other reason and provide a description.
Click Ready and Save changes.

= Aform that has been locked by the Monitor or Data Manager cannot be edited. If you anyway want to edit
a locked form, contact your Monitor.

» Subject-submitted (Viedoc Me) forms are locked by default. If you, together with the subject, consider
that changes need to be made to the answers in a subject-submitted form, contact your Monitor.
Depending on the settings for your study, your Monitor might have the possibility to unlock the subject-
submitted form.

5 Repeating forms

It is possible to create several instances of the same form within one activity. This can only be done if the form is set
as repeating in the study design.

If a form is set as repeating, a ghost form will appear once you have filled in and saved the first instance of the form
(see the lab form example in the image).

Visit date

Enrolment

Eligibility

Check Questions 1]
Vital Signs

12-Lead ECG

Wisit status

Medical / Surgical History

Lab

Lab

L4 |

The ghost form of a repeating form is displayed below the main form and marked with a + icon. If you see a
ghost form above the main form, it is a copyable form. See the image below, and see Copyable forms.




Visit 2
Visit date ﬂ

Pre-dose
Check Questions
Vital Signs
12-Lead ECG
Visit status

Lab

Post-dose
Lab
Safety Laboratory Parameters
Test form that is copyable
Test form that is copyable

Test form that is repeatable

w WY's

Test form that is repeatable

. Main form instance of repeating form

. Ghost form of a repeating form, displayed below the main form instance and marked with a +icon

. Main form instance of a copyable form

. Ghost form of a copyable form, displayed above the main form instance and marked with a copy icon

To fill in an instance of a repeating form:

1 Click the ghost form. A new instance of the form opens.

2 Fill in the form instance and click Save changes.
If you have not reached the maximum allowed number of instances of a repeating form, a ghost form
appears every time you save a new instance of the form. If the maximum number of instances of the
repeating form is reached, no ghost form will appear upon saving a new instance of the form.

To delete an instance of a repeating form:

1 Open the respective instance of the form and click Edit.
2 Click Delete form.
3 Select or enter a reason for deleting the form and click Delete. The instance of the form is removed.

= ltis not possible to reset a repeating form. If you wish to clear the dataq, it is only possible to completely
delete that specific instance of a repeating form and create a new one again.

= In order for the event to be considered as completed, at least one instance of a repeating form must be
filled in.

6 Copyable forms

It is possible to initiate a form based on copied data from a previous event. This can only be done if the form is set as
copyable in the study design.

If a form is set as copyable, a ghost form will appear above the main form.



Details 7 O E0 & 3>

(== B3
FEAOECHOSIAL PP Visit1 Visit 2. HomeAdmin1  HomeAdmin2  HomeAdmin3  Visit3 Visit 4
© s o Screening M
aa 21 Nov 1978 20kor 2010 204peamis B somane
—
Visit 2 Protocol date
06 May 2019 (+3)
Visidate Schectied e
e B [
Pre-dos
vistaste
29 Apr 2019 L}
Add note 23

12-Lead ECG

Visit status

Add new visit

Lab

Post-dose

Lab

Safety Laboratory Par

A Test

) et form that is copyable

opyable

.Main form - click the main form to enter data manually. Data from the same form in a previous event will not be
copied into this form in the current event.

. Ghost form - click the ghost form to initiate the form by copying data from a previous event. See below for
instructions.

The ghost form of a copyable form is displayed above the main form, and marked with a copy icon. If you see a
ghost form below the main form, it is a repeating form. See the image below, and see Repeating forms.

Visit 2
Visit date

Pre-dose
Check Questions.
Vital Signs
12-Lead ECG
Visit status

Lab

Post-dose
Lab
Safety Laboratory Parameters
J Test form that is copyable
J Test form that is copyable
JI Test form that is repeatable

)3 Test form that is repeatable

. Main form instance of repeating_ form.

. Ghost form of a repeating form, displayed below the main form instance and marked with a +icon.

. Main form instance of a copyable form.

. Ghost form of a copyable form, displayed above the main form instance and marked with a copy icon.

If the copyable form is also set as repeating (see Repeating forms), and in the previous event, three instances of that
form have been initiated, then in the current event all three instances appear as ghost form. By clicking one of these
ghost forms, you can select the instance from which the data are copied.

To initiate a form based on data copied from a previous event:



1 Click the ghost form.

Viedoc-

Details H

SE-AHU-084

ACADEMIC HOSPITAL UPPSALA

1 Visit 2 Home Admin 1 Home Admin 2 Home Admin 3 Visit 3
© s os ( screning
aa 21 Nov 1978 29 pr 2010 29her 2019 [ ey G2 May 2019 21 04 May 2019 (1) 08 May2019 53

—
e = Visit 2

Demographics

Visit date

B 2 om with e
Pre-dose

Unscheduled events

Check Questions

Medical / Surgical History (0) +
Adverse Events (0) + 12-Lead ECG
Visit status 2

Add new visit +
Lab +

Post-dose
Lab +
Safety Laboratory Parameters +
Testform that s copyeble gy |

Test form that is copyable +

A dialog opens asking you to confirm whether you want to create a form instance by copying data
from a previous event.

Confirm form copy Cancel

You are about to create a form instance by copying
data values from a previous visit. Are you sure you want
to continue?

Confirﬁj(:opy

2 Click Confirm to continue.
An instance of the form opens, pre-filled with data from the previous event.

# Formis in view mode. Click ‘Edit' to make it editable

Test form that is copyable -] srowistory @ (B

This is an example of a copyable form.

Fillin a number Date and Time

1 v | 29 Apr 2019 00.00 B O

Fillin a text

This form has been filled in during Visit 1

L FormHistory G4 Add note

3 = If you want to save the form as is, click Close. The form will be saved containing the copied
data.
= If you want to make any changes, click Edit. Edit the fields you would like to change. Click
Give reason and provide a reason for change. Click Ready, and Save changes to save the
changes to the data.

The ghost form disappears and the form is displayed as initiated.

To delete a copied form:

1 Open the form and click Edit.



Click Delete form.

Select or enter a reason for deleting the form and click Delete. The copied form is removed and the
ghost form re-appears.

« Aform instance based on copied data always contains the data of the previous event, even if data have
been changed during that event. If a copyable form is included in Event 1,2 and 3, and the data is copied
from Event 1to Event 2, edited during Event 2, and then copied to Event 3, the changes made during Event
2 are included in the data copied into Event 3.

« Aform instance based on copied data always contains the latest saved data from the previous event at
the moment of copying. Any changes performed to the form instance from which the data are copied
(the source) after the copy action are not reflected in the form instance containing the copied data (the

destination).

{  Confirming data as missing

To mark the data as missing, if you are not able to provide information in a field:

1 Click the action icon in the top right corner of each field group:

E Save changes

Vital Signs

Were Vital Signs measured? Date and time

® Yes No v 20Nov2017C¢ @ O

Heart rate Body temperature ‘

A dialog opens.

2 Select the field for which the data is missing in the dropdown menu.
3 Select Confirm field is missing and provide a reason.
The Confirm field is missing action is only shown for the fields that are set as "Required” in the
study design.
4 Click Ready. Below the field, the text Confirmed as missing is displayed, together with the reason

provided above.

8 Adding private notes
You can add private notes for:

« Events
« Forms
= Single fields (items)

Itis only possible to add private notes if this feature is enabled for your role.

81 Private notes for events
You can add private notes to every event. Private notes are only visible to the user that created the notes, and can

only be edited by that user. Adding or editing a private note does not break the signature. It is possible to add as
many notes as you like. Notes are ordered according to date in descending order.

To add a private note for an event:



1 Click Add note on the right pane of the Details page.
2 Enter the note text and click Ready.

3 Click Save changes.
The notes dialog closes.

To add another note:

1 Click Open notes.

2 Click Add another note.

3 Enter the note text and click Ready.
4 Click Save changes.

The notes dialog is closed and the new note is displayed in the right pane of the Details page.

To edit an existing note:

1 Click Open notes.

2 Click the pen icon behind the note you want to edit.
3 Edit the note text and click Ready.

4 Click Close. The notes dialog is closed.

To delete a private note:

1 Click Open notes.
2 Click the trash can icon behind the note you want to delete.
3 Click Save changes. The notes dialog closes.

To see a history of changes to private notes, activate the Show history switch. Private notes are not recorded in the
audit trail, neither included in the data export.

8.2 Private notes for forms

You can add private notes to every form. Private notes are only visible to the user that created the notes, and can
only be edited by that user. Adding or editing a private note does not break the signature.

To add a private note for a form:

1 Click Add note on the bottom of the form.

2 Enter the note text and click Save note. The note dialog closes and the note is displayed on the form.

8.3 Private notes for fields

You can add private notes to single fields in a form. Private notes are only visible to the user that created the notes,
and can only be edited by that user. Adding or editing a private note does not break the signature.

To add a private note for an event:



Click the action icon in the top right corner of the field group.
A dialog opens.

Select the field you would like to add the private note to.

Add new action

Select a field

Select a field

Select a field

Was 12-Lead ECG performed?

pere U

Enter the note text and click Ready.

Add new action

Select a field

Was 12-Lead ECG performed? o

Choose type of action

@ Add a private note B8

Add note text here

Private note to the field

| Ready | | Cancel |



3 Click Save changes.
The notes dialog closes and the note is saved at the bottom of the field group.

FA se-AHU-024 - Visit 3 [14 Nov 2017] ~

e

2 Formis in read-only mode

12-lLead ECG W g SHOW HISTORY ae
@
Was 12-Lead ECG performed? Date
(®) Yes () Neo v |14Nov201700:00 | @B ©

§B Was 12-Lez  Private note to the field
8 Wasi2-les » Yes  Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET

8 Date » 14 Nov201® Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET

Clinical judgement

a3 ™ P PR Y P PR
(®) Normal () Abnormal - Not clinically significant () Abnormal - Clinically significant

#  Clinical judc » Normal | Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET

40 Form History (¥ Addnote

Dr. Demo User | Viedoc™ 4 53.7156 31800 | 2019-09-04T13-55 CEST
1]39.0 | A demo study | Academic Hospital Uppsala

9 Resolving a query

For complete instructions on how to resolve a query, see Resolving_queries.

See also:

» The video tutorial |ssues: Resolve a query,
= Overview of the queries process and workflow in Viedoc - Queries overview

10 Audit trail and form history

You can view the history of a form, including information on who entered the initial data and who made any changes.

To view the history, activate the Show history switch on the top right side of the form:

E SE-AHU-024 ~  Visit 3 [14 Nov 2017] ~

o Form is in read-only mode.

12-Lead ECG o o w o ( SHOW HISTORY () (]))

(&
Was 12-Lead ECG performed? Date

® Yes No * 14 Nov 2017 00:00 B O

Clinical judgement

® Normal Abnormal - Not clinically significant Abnormal - Clinically significant


http://help.viedoc.net/l/1e8fb3/en/
https://help.viedoc.net/l/3518d4/en/
https://help.viedoc.net/l/5367fc/en/

101 Limited number of audit trail records
To make the form history and the form history PDFs more manageable in terms of size, there is a limit to the number

of displayed audit trail records. The history only displays the initial data entry and the latest 25 audit trail records. If
there are more records, a message is displayed:

8  Date of san » 31 Mar 202 |Initial data entry

I + Date of san more audit trail records exist - see the CSV or Excel data export for details ]

Date of sam | 31 Mar 2020 » 30 Mar 202 Transcription error |
Date of sam | 30 Mar 202 » 31 Mar 2020 Transcription error
Date of san | 31 Mar 2020 » 30 Mar 202 Transcription error

Date of sam | 30 Mar 202 » 31 Mar 2020 Transcription error

Date of sam | 31 Mar 2020 » 30 Mar 202 Trans rror

Date of sam | 30 Mar 202 » 31 Mar 2020 Transcription error

[ R R R I

Date of sam | 31 Mar 2020 » 30 Mar 202 Transcription error

To see the complete form history, export to CSV or Excel. For more details on how to download and export the Admin
Audit trail please select this link.

Notel It is not very likely that clinic staff would make more than 25 edits to a field. However, when working with
JavaScript functions, that is a possibility.

10.2 Form history PDF

You can download PDFs of all the saved versions of the form by clicking Form History located on the bottom right
side of the form.

If any of the fields in the form are hidden for your role, you are not able to see the form PDFs.

By clicking Form History, a list with all the form versions is displayed, and you can choose which version you want to
download. There is one version of the form for each change performed on the eCRF.

Form History

Version 2

# i

531— Version 1
.

Close

The user name of the user who saved the edited form.

"Revision applied" is displayed when a user has updated the form according to a new design revision. This can be
done in one of two ways:

= Manually edit a specific form
= Manually perform a batch update of all forms with a pending upgrade

"Revision applied XY <Study Manager user name> <date time>"is displayed when the system has automatically
updated the form according to a new design revision. This happens if the update in the revision does not affect the
data integrity.

The PDF shows a screenshot of the form with the editing history included:


https://help.viedoc.net/l/b67c56/en/#toc-Formlinkitemsintheexportoutput13
https://help.viedoc.net/l/a559c4/en/#ECRF

SE-AHU-071 | 12-Lead ECG | Visit 2 |29 Mar 2008] | Academic Hospatal Uppsals | A demo shady

12-Lead ECG

Was 12-Lead ECG performed? Date

® Yes Mo * | 28 Mar 2018 00:00 [

@

B was 124Lead ECG performed? b Yes Inilial data enbry

Y Dale » 28 Mar 2018 0D:00 Initial data enbry

Clinical judgement

® | Mormal Abnarmal - Not clinically significant Abnormal - Clinkcally significant

1 Clinszal judgement ¢ Mommal Initial data entry

Q0 © © O

Technical Witer | 1 | Viedoc™ 4. 45 6813 16847 | 201 8-08-29T11:15 CEST | Page 1 of |

The page header and footer provide the following information, as illustrated in the previous image:

1. Subject ID

2.Form name

3. Event info (in the format set in the study design)

4. Site name

5. Study name

6. User name - the user who last edited the form

7.Version number - the version of the eCRF

8. Viedoc version number

9. Date and time when the form was last edited

10. Page number out of total number of pages of the PDF document

10.3 Masking of sensitive data
If sensitive data has been entered into a form, it is possible to mask such data so that it is not visible in the form
history (except for roles with the specific permission). Sensitive data can, for example, reveal information about a

subject's name or gender.

To mask sensitive data in the form history, your role must have the permission to anonymize data. The permission is
set up in Viedoc Designer.

When sensitive data has been entered into a form, you first need to edit the data into something not sensitive, see
Editing data. Then a record in the form history is created.

1031 Masking text

To mask sensitive text data in the form history:



Click Show history in the top right corner of the form to open the form history.

For the history record with the sensitive data, click the Changed value icon.

ﬂ Changed value

How do you feel?

Old value
sensitive data

20 Aug 2020 09:09 CEST
# Anonymize subject data

New value
dizzy
Reason
Transcription error
20 Aug 2020 09:10 CEST

Click Anonymize subject data.

In the dialog that is displayed, select Anonymize data value and click Continue.

% Anonymize subject data

Click "Continue” wo anonymize the selecred
data value. Please note that this action cannot
be undone.

Data value

sensitive data

Ancnymize data value

| Continue | Cancel

Enter your password and click Confirm.



6 The dialog now displays a text confirming that the data is anonymized. Click Ready.

Note!l All masking actions are logged so that it is possible to see when they were made and by whom.

%+ Anonymize subject data

The data is now anonymized

Download a PDF acknowledgement of the
anonymization of the data for your study
records.

Please note that this acknowledgement
contains the anonymized data and should not
be shown 1o unauthorized staff.

1 The data is now anonymized
ducmr

Data value anonmymized by
2020-08-20 09-21 CEST

Ready

Note! When the data has been masked, a PDF acknowledgement is created. The PDF contains
information about what has been masked, when and by whom it was done. To download the PDF, click
the link in the dialog. It is recommended to archive the PDF together with your study documentation.

7 The form history now displays asterisks in place of the sensitive data.

3 Changed value

How do you feel?

| Old value |
v

(838) 20 Aug 2020 09-09 CEST
Data value ancnymized by 20 Aug 2020
09:21 CEST
New value

dizzy
Reason

Transcription error
20 Aug 2020 09:10 CEST

Notel The masked data will be masked also in an export.

Note! Anonymization of data in linked forms does not affect the form link items, these have to be
anonymized separately.

1032  Masking a filename

To mask a sensitive filename in the form history:

1 Click Show history in the top right corner of the form to open the form history.



For the history record with the sensitive filename, click the Changed value icon.

# Formis in view mode. Click ‘Ediit’ to make it editable

(] Changed value

Visitl = svow HisTory () @@
File upload
Old value
How do you feel? sensitive_png (33.7 KB,

fine 6390c40dcbdcccb42c2af325900b6738)

20 Aug 2020 10:04 CEST Download file
) # Anonymize subject data
#  How do yol » fine Initial data e

| Mew value

¢ new file png (33.7 KB,
File upload ,' 6390c40dcbdcccb42c2af325900b6738)
4
” . Reason
g file pna
#337 KB wrong file

4 20 Aug 2020 10:06 CEST Download file

$ Close

P
# [gifupload | |» sensitivepr Initial data entry | 20 Aug 2020 13:06 CEST

File upload | sensitivepn | » | new file pnc | wrong file 20 Aug 2020 13.07 CEST
p Form History

Click Anonymize subject data.

In the dialog that is displayed, select Anonymize file name and click Continue.

+ Anonymize subject data

Select the file name data value or file content
that needs 10 be anonymized and click
"Continue”. Please note that this action cannot
be undone.

File narme

sensitive_png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

'+ Anonymize file name

File content

sensitive png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Anonymize file content

Continue Cancel

Enter your password and click Confirm.



6 The dialog now displays a text confirming that the filename is anonymized. Click Ready.

+= Anonymize subject data

The data is now ancnymized

Download a PDF acknowledgement of the
anonymization of the data for your swudy
records.

Please note that this acknowledgement
contains the anonymized data and should not
be shown to unauthorized staff.

The data is now anonymized

File name anonyrmized by
2020-08-20 10:20 CEST

Reacy

Notel When the filename has been masked, a PDF acknowledgement is created. The PDF contains
information about what has been masked, when and by whom it was done. To download the PDF, click
the link in the dialog. It is recommended to archive the PDF together with your study documentation.

7 The masked filename is now no longer visible in the form history.

3 Changed value

File upload

Old value

wawwns (33 7 KB,
6390c40dcbdcccbd2c2af325900b6738)

25 Aug 2020 09-42 CEST Download file

File name anonymized by 25 Aug 2020
09:43 CEST

& Anonymize subject data

New value

new file.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Reason

wrong file

25 Aug 2020 09:42 CEST Download file

Close

1033  Masking file content

1 Click Show history in the top right corner of the form to open the form history.



For the history record with the sensitive file content, click the Changed value icon.

# Formis in view mode. Click ‘Ediit’ to make it editable

V|S|tl - (] Changed value

File upload

Old value
How do you feel? sensitive_png (33.7 KB,

fine 6390c40dcbdcccb42c2af325900b6738)

20 Aug 2020 10:04 CEST Download file
) # Anonymize subject data
#  How do yol » fine Initial data e

| Mew value

¢ new file png (33.7 KB,
File upload ,’ 6390c40dcbdcccb42c2af325900b6738)
4

". Reason
g file pna
#3337 KB

wrong file

4 20 Aug 2020 10:06 CEST Download file

’ Close

P
# [gifupload | |» sensitivepr Initial data entry | 20 Aug 2020 13:06 CEST

File upload | sensitivepn | »  new filepnc wrong file 20 Aug 2020 13.07 CEST

Click Anonymize subject data.

sHow HisTorY (@) @&

p Form History

In the dialog that is displayed, select Anonymize file content and click Continue.

+= Anonymize subject data

Select the file name data value or file content
that needs to be anonymized and click
“Continue”. Please note that this action cannot
be undone.

File name

sensitive_png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

| Anonymize file name

File content

sensitive_png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

| | Anonymize file conent

Continue Cancel

Enter your password and click Confirm.



6 The dialog now displays a text confirming that the data is anonymized. Click Ready.

+= Anonymize subject data

The data is now anomymized

Download a PDF acknowledgement of the
anonymization of the data for your study
records.

Please note that this acknowledgement
comtains the anonymized data and should not
be shown to unauthorized staff.

2 The data is now anonymized
A

‘agle  FILE COMT

SNAN_NA.9C Ma-T4 CECT

~artent ananyrmized b
ment anonymiZzed oy

S =0 =2 US O% L

Ready

Note!l When the file content has been masked, a PDF acknowledgement is created. The PDF contains
information about what has been masked, when and by whom it was done. To download the PDF, click
the link in the dialog. It is recommended to archive the PDF together with your study documentation.

7 The masked file is now no longer accessible in the form history.

| Changed value

File upload

Old value

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

25 Aug 2020 08:32 CEST) Bewnrlcad fle

d by 25 A

& Anonymize subject data

Mew values

new file.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Reason

wrong file

25 Aug 2020 08:33 CEST Download file

10.4 Consequences of masking data

1041 Data exports

Historical data exports that were created before the data masking can no longer be downloaded because such

exports could include the data that was later masked.



Latest exports

B 2012-09-12 22:50 [In queue]
Viedoc 4.51, 31 subjects, 1 row per activity, (45KB]

E 2012-09-11 15:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

E 2012-09-1115:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

B 2012-09-1115:27 [No data]
Viedoc 4.51, 31 subjects [OKB]

2012-69-11-15:27
Removed due to data anonymization

View all exports

1042 Form PDFs

When data has been masked, it is reflected in all form PDFs.

File upload

new file pag
TKE

8 Feewplosd [ » (3.7 KB, af| Init y 25 Aug 2020 00:42 CEST
8 File upload || *+**** [33.7 KB. 6380c40dcbdcoch42c2af32500006738) | » |hew file. png (337 KB, 639004 0dcbdocchd 2625f325000b6T38) | wrong
file |

For a form version with masked data, and for all previous form versions, all form PDFs become unavailable because
they could include the data that was masked.

£ Form History

. Version2
fs Savedby 20 Aug 2020 10:47 CEST

1 Versionl
jz  Saved by 20 Aug 2020 10:46 CEST

Initial data entry
Removed due to data anonymization

10.5 Viewing masked data

For roles with the permission to view anonymized data, it is possible to view masked data in the form history. The
permission is set up in Viedoc Designer.

To view masked data:

1 Click Show history in the top right corner of the form to open the form history.



2 For the history record with the masked data, click the Changed value icon.

=] Changed value
How do you feel?

Old value
wkkk g

20 Aug 2020 09-09 CEST
Data value anonymized by 20 Aug 2020
09 Down

d the confirmation pdf

wnloa
View anonymized data
—_—

MNew value

dizzy

Reason
Transcription error
(838) 20 Aug 2020 Okﬂ CEST

Notel You can download a confirmation PDF using the link in this dialog.

3 Click View anonymized data.

4 For masked text and filenames, the sensitive data is immediately displayed in the field Old value.

For masked file content, the disabled download link for the file is enabled.

| Changed value

File upload

O value

sensitive.png (33.7 KB.
6390c40dcbdcccb42c2af325900b6738)

20 Aug 2020 10:46 CEST Download file

-
File content anonymized by _ =il s= 20 Aug
2020 10:47 CEST The confirmation pdf
View amonymized data
Mew value

new file.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Reason

wrong file
20 Aug 2020 10:47 CEST Download file
Close

Note!l From this dialog, you can download a confirmation PDF. The PDF contains masked data and
should not be shown to unauthorized staff.

11 Blacklisted file formats

The following executable file types are considered as high risk because essentially all computers with the listed
operating system installed can carry out the commands contained in the executable file.

In other words, files with the extensions listed below can be executed with some basic part of Windows, Mac OS,
Linux, and so on.

Due to this, the following file formats will not be accepted by Viedoc form file loader:



Extension

ACTION

APK

APP

BAT

BIN

CMD

COM

COMMAND

CPL

CSH

EXE

GADGET

INF!

INS

INX

IPA

ISU

JOB

JSE

KSH

Format

Automator Action

Application

Executable

Batch File

Binary Executable

Command Script

Command File

Terminal Command

Control Panel Extension

C Shell Script

Executable

Windows Gadget

Setup Information File

Internet Communication Settings

InstallShield Compiled Script

Application

InstallShield Uninstaller Script

Windows Task Scheduler Job File

JScript Encoded File

Unix Korn Shell Script

Operating system(s)

Mac OS

Android

Mac OS

Windows

Windows, Mac OS, Linux

Windows

Windows

Mac OS

Windows

Mac OS, Linux

Windows

Windows

Windows

Windows

Windows

i0S

Windows

Windows

Windows

Linux



Extension

LNK

MSsC

MSI

MSP

MST

0OSX

ouT

PAF

PIF

PRG

PS1

REG

RGS

RUN

SCR

SCT

SHB

SHS

uspP

VB

Format

File Shortcut

Microsoft Common Console Document

Windows Installer Package

Windows Installer Patch

Windows Installer Setup Transform File

Executable

Executable

Portable Application Installer File

Program Information File

Executable

Windows PowerShell Cmdlet

Registry Data File

Registry Script

Executable

Screensaver Executable

Windows Scriptlet

Windows Document Shortcut

Shell Scrap Object

U3 Smart Application

VBScript File

Operating system(s)

Windows

Windows

Windows

Windows

Windows

Mac OS

Linux

Windows

Windows

GEM

Windows

Windows

Windows

Linux

Windows

Windows

Windows

Windows

Windows

Windows



Extension

VBE

VBS

VBSCRIPT

WORKFLOW

WS

WSF

WSH

Format

VBScript Encoded Script

VBScript File

Visual Basic Script

Automator Workflow

Windows Script

Windows Script

Windows Script Preference

Operating system(s)

Windows

Windows

Windows

Mac OS

Windows

Windows

Windows
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Published by Viedoc System 2022-02-10

1. Introduction
2. Resetting a form
21 Resetting_a radio button in a form
3. Deleting.a common event
4. Deleting an unscheduled event
5. Resetting the event status
6. Deleting a subject

1 Introduction
This lesson describes how to delete a subject, a form, or an event.

No data, even if deleted or reset, is actually removed from the database. It is only marked as "deleted" and will
not appear in the export output.

Although no data is deleted from the database, it is not possible to revert any deleted data. Therefore,
please make sure to double-check the data before you delete the data. If any data is deleted by mistake, the
deleted data is still available for preview and can be re-entered manually based on the old records.

To view deleted forms, select Show deleted forms in the upper right corner of the form on the Details page.

2 Resetting a form

Resetting a form means that all data in the form is erased and the fields in the form appear empty again.

The old data in the form is still available for tracking purposes and can be accessed by activating the Show deleted
forms checkbox on the Details page:

Viedoc &

Details 5@ 2 <2»

nnnnn

=
)

2.

-
e
g

Visit date
215ep 2018

B

Add note ©

Add new visit

To reset a form:



1 Open the form and click Edit in the top right corner.
The Reset form icon appears in the bottom left corner of the form.

2 Click Reset form.
A pop-up appears asking for the reason for resetting the form.

Lab

Choose reason for resetting the form

() Transcription error
() Query resolution

{ | Other reason (describe below)

Reset Cancel

3 Enter the reason and click Reset.

Notel
= Any open queries in a form that is reset will automatically be closed by the system.

= Ifyou cannot see the reset icon after clicking Edit, please contact your Site Manager or Study Manager
for assistance. It might be possible that your role does not include permission to reset forms.

21 Resetting a radio button in a form

In case you made a selection in a radio button and want to return to the state in which no option is selected, you can
reset the radio button. To reset a radio button, click the selected radio button again, and it will be deselected:

FA se-AHU-080 - Visit1[01Jan 2019] -

Physical Examination

Clinically significant findings should be recorded in the Medical/Surgical History log (screening) / Adverse Event log (post screening)

Was a Physical Examination performed? Reason not performed

‘:‘YestNo

E"' Add note

Physical Examination

Clinically significant findings shoulg be recorded in the Medical/Surgical History log (screening) / Adverse Event log (post screening)

Was a Physical Exapination performed?

o Yes o No

E’; Add note



3 Deleting a common event

To delete a common event such as Adverse Event, Concomitant Medications or Medical History:

1 Open the event and click Edit in the top right corner.
The Delete event icon appears in the bottom left corner of the form.

ﬁ' Delete event

2 Click Delete event.
A pop-up appears asking for the reason for deleting the event.

Adverse Event

Choose reason for deleting the event
Transcription errar

Query resolution

| Other reason (describe below)

Delete Cancel

3 Provide the reason and click Delete.
The event is deleted but available for tracking purposes in the history.

Notel
= Any open queries in a deleted event will automatically be closed by the system.

« Ifyou cannot see the delete icon after clicking Edit, please contact your Site Manager or Study Manager
for assistance. It might be possible that your role does not include permission to delete events.

4 Deleting an unscheduled event

If you have added an event manually using the Add new event button (see Entering/Editing data), you can remove
the manually added event if it does not contain any data. If any form within a manually added event is completed, the

form needs to be reset before the event can be deleted.

To delete a manually added event:


https://help.viedoc.net/l/a80c3c/en/

1 Open the event and click Event date.
The Event date form opens.

Unscheduled stow HisTorY @) (D
Event date
16 09 2021 )
Delete event
£ Form
2 Click Delete event.

A pop-up appears asking for the reason for deleting the event.

P -
[M Event date

Choose reason for deleting this event

Transcription error
Query resolution

Other reason (describe below)

Delete Cancel

3 Provide the reason and click Delete.

Once the event is deleted, the event gets a DELETED stamp, the event name appears in strikethrough, and the
content of the event is displayed in grey. By default, all deleted events are still visible in the schedule. You can select
to show or hide the deleted events by selecting or clearing the Include deleted events checkbox in the Show all
events drop-down list:

Search Show all events

Show all events

Ynscheduted Show all initiated events

[# Include deleted events

24-Nov-202L DELETED

YUnscheduted Protocol date
not set
Eventdate u Scheduled date
not set
Physical Examination Event date
24 Nov 2021
Vital Signs

12-Lead ECG

ExtraForm

5 Resetting the event status

If you have initiated or planned a scheduled event by mistake, you can set it back to its previous status. If any data is
entered on the event, the forms with data need to be reset before the event status can be reset.

If a scheduled event with visibility conditions is reset and the conditions were not fulfilled, the event status is set
as "Deleted".

To reset the event status for a scheduled event that was initiated/planned:



1 Open the event and click Event date.
The Event date form opens.

2 Click the trash can icon next to the date.

Uppsala-057 = Baseline =

Baseline =« = sHow HisTorY @) (D

Scheduled date

24 May 2018 00:00 B O o

@ Initiate event

3 The date is now not set.
Click Give reason.
Uppsala-53  Baseline =3

Baseline = = = stow HisTorY (@) (D

Scheduled date

@ Scheduled |24 May201 » Give reason

(® Plan event @ Initiate event

4 Provide the reason and click Ready:

PlannedDate

Choose reason for changed value

() Transcription error
[ ) Query resolution

[ | Other reason (describe below)

Ready Cancel

6 Deleting a subject
Note! A subject cannot be deleted if the form that was used to add the subject is locked.

To remove a subject from the study:

1 On the Details page, click the form that was used to add the subject.




2 Click Delete subject.

A confirmation dialog appears.

3 Click Continue.

Confirm “Delete” [[cose |

=B~ Are you sure you want to continue deleting
m this subject? This action cannot be undone.

Continue Cancel

You will be prompted to enter the reason for deletion.

4 Provide a reason, enter your password and click Delete.

= R
I Delete subject

Choose reason for deleting subject

() Transcription error
() Query resolution

[ ) Other reason (describe below)

Confirm with your password

Delete Cancel

After deletion, the Details page is marked in grey, but all forms are still accessible.

2t Details
Show all visits
UEPSALA Visit 1
(=) 4
11Sep 2017
100% 1”1 11 11
Visit 1
Subject deleted! I Visit date
Transcription eror
By (18 May 2018 16:01 CEST) Treatment
Add Patient I Treatment

The subject card is also still visible on the Selection page. You can select to remove the subject card from the
Selection page by clearing the Include deleted subjects checkbox in the drop-down list of the site in the top right
corner of the Selection page.

Uppsala

Uppsala

Include deleted subjects
o UPPSALA



https://help.viedoc.net/c/47e0ad/1a7594/en/

<

Signing data
Signing data

Published by Viedoc System 2023-10-10

1. Introduction
11 Signature definition
2. Signing_ console

1 Introduction

Data is signed by the Investigator. Signing for a subject can be done on an individual form, event, or across a study
through the signing console.

11 Signature definition

Can not output single-source

2 Signing console

To access the signing console, go to the Details page and click the SIGN icon in the top right corner of the page:

The signing console opens:

SE-STO-001 Signing console | Cancel |
Show only unsigned forms = |Z| Show review status

5 unsigned forms in 3 events. Sign all?
v Add SLijECt 1 unsigned forms. Sign all?
» | Screening 7 unsigned forms. Sign all?
- Diary . Dayﬁ 2 unsigned forms. Sign all?

. (=0 CRA SOV
Event date; 10 May 2021 a @

ISF36 Questionnaires R - o2



The signing console provides a list of all the initiated forms with no issues for the selected subject, grouped by event.

You can use the filter in the top of the page to:
= Show all forms
= Show only unsigned forms

The eye icons help you identify which forms you have visited (the most recent version of the form), the green eye icon
means that you have visited the last version of the form, the grey eye icon means that you have not visited the latest
version of the form.

To review a form, simply click the form bar. After closing the form, you will end up in the signing console again.
To view the review status of:

= CRA - reviewed by Clinical Research Associate (CRA) or other role with review permission
= DM - reviewed by Data Manager (DM) or other role with review permission
= SDV - performed Source Data Verification (SDV)

..for each form, check the Show review status checkbox in the top right corner of the page.

To sign the data:
1 Mark the form(s) to be signed in one of the following ways:
= To sign one form at a time, click the sign icon to the right of the respective form:
[ SE-STO-001  Signing console Cancel [EZSE-STO-001  signing console
Show only unsigned forms ™ Show review status Show only unsigned forms ¥ Show review status
10 unsigned forms in 3 events. Sign all? 9 unsigned forms in 3 events. Sign all?
» Add subject L unsigned forms. Sign all? » Add subject 1unsigned forms. Sign all?
+| Screening 7 unsigned forms. Sign all? )| Screening 7 unsigned forms. Sign all?
- Diary:Day6 2 unsigned forms. Sign all? - Diary:Day 6 1 unsigned forms. Sign all?
Event date: 10 Moy 2021 @ [ Onf......L Brentdae 10May2021 .o
SF36 Questionnaires [~ I~ SF36 Questionnaires g e
= To sign all unsigned forms within an event, click the Sign all? link to the right of the
respective event:
[23] SE-STO-001 igning console Cancel sing) Signing console
Show only unsigned forms ¥ Show review status Show only unsigned forms ¥ Show review status.
10 unsigned forms in 3 events. Sign all? 8 unsigned forms in 5 events. Sign all?
> Add subject Lunsigned forms. Sign all? »| Add subject 1 unsigned forms Sign all?
»| Screening 7 unsigned forms. Sign all? »| Screening 7 unsigned forms_ Sign all?
~ Diary :Day 6 2unsigned mrms ~| Diary: Day 6 0 unsigned forms. Sign all?
Event date: 10 May 2021 30 o Event date: 10 May 2021 B0 =%
SF36 Questionnaires 3 e SF36 Questionnaires B eo|&
= To sign all unsigned forms for the respective subject, click the Sign all? link in the top of the
page:
[EZB] SE-STO-001 Signing console Cancel [-STO-001 | Signing console
Show only unsigned forms ¥ Show review status Show only unsigned forms ¥ Show review status
10 unsigned forms in 3 events. S\gh{i;l? 0 unsigned forms in 3 events. Sign all?
»Add subject 1 unsigned forms. Sign all? » Add subject 0 unsigned forms. Sign all?
....................................................................................... |
» Screening 7 unsigned forms. Sign all? | Screening 0 unsigned forms. Sign all?
Diary : Day 6 2 unsigned forms. Sign all? » Diary:Day 6 0 unsigned forms. Sign all?
2 Click Ready on the top bar of the page. A confirmation dialog is displayed:
[E=5] se-sTo-001 Cancel

By giving my password below | confirm that all data recorded for the selected
forms is in accordance with applicable regulations — unless otherwise stated in

supporting documentation.
Password

........ Confirm

The text explains the default meaning of the
signature in Viedoc when the Investigator signs data. It is a generic text meant to cover all the
regulations under which any study is conducted. The regulations are different according to the study,
and it is the responsibility of the Study Manager/Study Coordinator (or any responsible for the study
site) to inform the Investigator about the regulations.


https://help.viedoc.net/l/a559c4/en/#CRA
https://help.viedoc.net/l/a559c4/en/#DM
https://help.viedoc.net/l/a559c4/en/#SDV

3 Type in your password and click Confirm.

If you enter an incorrect password 3 times in a row, your account will be locked.

the video tutorial Sign data.


https://help.viedoc.net/l/ab442b/en/
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1. Introduction
1.1 About reference data
1.2 Terminology
1.3 Workflow
2. Reference data overview
2.4 Overview of reference data on the landing page
2.5 The reference data editor
2.5.1 How to use the reference data editor
2.5.2 Variables
2.5.3 Factors
2.6 How the reference data feature works within the forms
3. Entering and publishing reference data values
4. Editing reference data values

1 Introduction

11 About reference data

Viedoc offers support for adding centralized reference data to the study, which will be automatically populated to
the subject forms. When centralized reference data are added to the study, it is not necessary to fill in the reference
values for each subject in each form separately.

It is possible to configure different sets of reference data that will be populated to the form based on:

= Factors that can affect the reference data, such as age or gender
« Reference data source, such as alab

= Site

= Date of measurement

1.2 Terminology

Term Definition

Reference A source that provides reference data (for example a lab).
data source

Reference A set of measurements that a reference data source carries out, and the parameters that

data scope might affect these data. The data in one reference data scope are going to be populated to
one lab data form. One or more reference data scopes can be configured in Viedoc Designer >
Global Settings, as set(s) of variables and factors (see definitions below).

Factor A parameter that affects the reference data, for example a subject’s gender. Factors may
affect the normal range for a test result.

Variable A specific measurement to be carried out.

Target type Item of a certain type of information that a reference data source can provide (such as range,
unit, low/high values) for a specific measurement (defined by a variable). Any number of target
types can be defined by the user.



1.3  Workflow

Reference data sources are configured in Viedoc Admin. Each reference data source is linked to one or more
reference data scopes that define the following:

= Which measurements the reference data source carries out
= Which factors might affect the results
= What ranges/units are used

For each reference data source-scope combination, the reference values that should be auto-populated to the
forms should be entered in the reference data editor in Viedoc Clinic. This can be done by clinic users that have
permission to edit and save reference data.

To make the reference values available for auto-population to the subject forms, the reference values should be
published. This can be done by clinic users that have permission to publish the reference data values.

the video tutorial demonstrating how to work with reference data in Enter reference data.

2 Reference data overview

21 Overview of reference data on the landing page

You only have access to reference data on the landing page, and to the reference data editor, if you have a role
with permission to view, edit and/or publish reference data.

Viedoc's demostudy

Confirmatory validation of oral macimorelin as a growth hormone (GH) stimulation test (ST) for the diagnosis
of adult growth hormone deficiency (AGHD) in comparison with the insulin tolerance test (ITT).

All sites Sweden Finland United Kingdom Germany

Reference data

Central Lab, Lab references

o

Reference values J Published Jun 19 2018 12:12 UTC by

v

e(s). Linked to 0 formls). Settings can be edited by 1

i Linkedto & r(s). Last saved Jun 19 2018 12:12 UTC by

pen reference data edito

Local Lab, Lab references

Reference values Published Jun 19 2018 12:16 UTC by

i Linked to 1 site(s). Linked to 1 form(s). Settings can be edited by 1 user{s). Last saved Jun 26 2018 09:12 UTC by

) ¥ Latest saved version is not published

 Jpven reference data edio

Showing 1-2 of 2 | View per page | 10 | 20 |50

On the landing page, you can view or do the following:

. Click the Reference data icon to display all the reference data source-scope combinations that are linked
to the sites you have access to.

For each reference data source-scope combination, the following information is provided:

. Status indicator that indicates whether reference values have been entered (green) or whether the fields
are still empty (grey).

. Status indicator that indicates whether the reference values have been Published (including date, time and
user who published them) or whether the reference values are Not published yet.

. The number of sites that the reference data source is linked to. This gives an indication of how many sites
are impacted in case the reference values are edited.


https://help.viedoc.net/l/81d991/en/

. The number of forms that the reference values have been populated to. This gives an indication of how
many forms are impacted in case the reference values are edited.

. The number of users that have permission to edit the reference values.
.Name of the user who performed the last changes to the reference values, including date and time.
.Warning message if the latest saved version was not published.

. Click Open reference data editor to view or edit the reference data, see The reference data editor.

2.2 The reference data editor

221 How to use the reference data editor

When you click Open reference data editor on the reference data section of the landing page, the reference data
editor opens for that specific reference data source-scope combination. Depending on the user rights that are
connected to your role, you can view as read-only, edit and/or publish the reference data.

Central Lab, Lab references ﬁ
Linked to 6 sitels). Settings can be edited by 1 user(s)
ﬂ #1 | Valid from 2018-06-05 (v) Valid to Ongoing 5 o) Aot DR
Reference variable name J Factors ) Values to be populated J

Sex Age Unit Normal range

Hemoglobin Male g/dL 19 (= 173
Female g/dL 121 (=] 153

Hematocrit Male 2| 18 % 391| (- 502
<l 18 % 348 (=] 439

Female 2 18 % 351 (=) 451

<l 18 % 334 =) a3

Platelets 2| |18 billion/L 150 (= 450

< 18 billion/L 165 =] 335

#2  Valid from 2014-01-01 Valid to  2018-06-04

On the reference data editor, you can view or do the following:

. Click the arrow to expand the reference data table for that specific time period.The newest time period is
expanded by default and shown on the top of the list.

. The number of the reference data set for a given time period. This number is given by default, based on the
order in which the reference data sets have been created.

. The period the reference data set is valid.

= Valid from (1) - the beginning of the time period. By default this is set to the current date. To change
this, click the arrow to the right of the date and select the date.

= Valid to (2) - the end of the time period. By default this is set to "ongoing". To change this, click the
arrow to the right of the date and select the date.

. Click Add new to create a new reference data set for a new time period.

. Click Duplicate to create a new reference data set for a new time period based on a previously created
set.

. Click the trash can icon to remove an existing reference data set time period.

. Reference variable name - the variable that are defined for that reference data scope. A variable is a
specific measurement to be carried out. See Variables for more information.

.Factors - the factors that are defined in the scope. Factors are parameters that affect the reference data.
See Factors for more information.

.Values to be populated - the reference data values provided by the reference data source. The values
entered here will automatically be populated to the subject forms.

. Click Cancel to discard all the changes performed and revert to the latest published reference data.



. Click Save to save the changes performed.

Only users with clinic roles that have permission to edit reference data can edit and save the reference
data.

Upon save, the reference data set becomes available for publishing.

. Click Publish to publish the reference data. A dialog appears asking you to enter a message. This
message appears in the Messages section on the landing page.

Publishing makes the data available for auto-population into the subject forms.

Only users with clinic roles that have permission to publish reference data can publish the reference
data.

Local Lab, Lab references

Linked to 1 sitefs). Settings can be edited by 1 user(s) 4]

ﬂ #1 | Valid from 2014-01-01 (v) Validto Ongoing

#+) Addnew | Duplicate
Reference variable name Factors Values to be populated
Sex Age Unit Normal range
Hemoglobin Male alL 133 =] 170
Female g/l 127 =/ 155
Hematocrit Male s/ 18 031 = 039
Publish

These settings are linked to 1 site(s), which will be
affected by this update.

Provide a summary of the reference data
updates below. The information will be displayed
under the message section in Clinic

Updated the hematocrit normal range for
male >18 from 0.3/-0.48 to 0.39-0.50
according to reference lab data received
from Karolinska/June 26, 2018,

4

P@bl‘sh Cancel

Messages

Allsites Sweden Finland United Kingdom Gerrpany

A changed set of Reference data has been published
The changes will imj

t forms that are alread

lgss than 2 minute ago &

‘echnical Writer

Achanged set of Rt
The changes

nee data has been published. A dhanged set of Reference data has been published. The changes will impact forms that are
-t forms that are alread.

alibady populated with Reference data and these changes are pending your review and approval.
Writer

im|
7.deys a9 by

® Achanged set of Reference data has been published A¥dimmary of the changes can be found below:

Updated the hematocrit normal range for male =18 from 0 37-0 48 to 0.39-0.50 according to
reference lab data received from Karolinska, June 26, 2018
oA d data has been published.
ity S All subjects and forms that are affected by the change are marked as having an issue. Approve each
The changes will impact forms that are alread ecte i
i affected form by opening them individually and follow the instructions

nce data has been published.
t forms that are alread.

ical Writer

® Mark as unread

® Achanged sct of Reference data has been published

222 \Variables

The column Reference variable name displays the variables that were configured for the reference data scope. By
clicking the arrow to the right of the variable name, you can:

= Reset the existing reference values for that variable in the Values to be populated. This action is only
available for a variable that is included in the reference data list, such as 1and 2 in the image.
= Select Not available to exclude the variable from the reference data. The variable then appears as Not

included. This action is only available for a variable that is included in the reference data list, such as
and 2 in the image.

When the variable is not included, such as 3 in the image, you can:

= Select Include to add the variable to the reference data set again.



Bl #2 \valdfiom 20140001 ()| Validto 2018-06-04 (- % Addnew | Duplicate

Reference variable name Factors Values to be populated
Sex Age Unit Normal range
Hemoglobin % Male g/dL 109 1= |17
Reset Female g/dL 12 (= 167
Hematocrit < Not available Male = 18 % 39 [=] 654
< 18 % 348 = 439
Female = 18 % 325 1= 391
< 18 % 334 =] | ;13

Platelets

Include

Note! If you do not want automatic population of reference data for a certain variable, the variable should be set to
Not included. This way, it is possible to manually add reference data for that variable to a form.

223 Factors

The column Factors displays the factors that were configured for the reference data scope. In this column, you can:
. Click the arrow to the right of Factors, and select a factor from the drop-down list to add that factor to the
table. If no arrow is displayed, all factors predefined in the reference data scope are already added (as in the
image).
. Click the arrow to the right of the factor label and click Remove to remove that factor from the table.
By default, a newly added factor is populated with Ni/A (not applicable) in the table. You can edit this by clicking the
arrow to the right of N/A and select one of the options from the drop-down list. The drop-down list displayed varies

depending on whether the factor has predefined factor options or not.

. For a factor that has predefined options, such as Sexin the example:

= A: Select one of the options in the list to set the current row to that option, or

« B:Select one of the options with a + in front of it to add a new row to the column populated with the
selected option, or

= Select Delete row to remove the current row from the table

. For a numeric range (no predefined options), such as Agein the example:

» Select one of the options that define the range: inclusive in between, less than, less than or equal to,
greater than, greater than or equal to, equal, and fill in the number(s); or,

= Select N/A (not applicable), or

= Select Add new row to add a new row to the table, or

« Select Delete row to delete the row from the table

Reference Data / Central Lab, Lab references Close X

Central Lab, Lab references m
Linked to 6 site(s). Settings can be edited by 1 users).
B  # Velidfom 2018-06:05 () | Validto 2018-06-29 (= ® Addnew | Duplicate
Reference variable name N Factors Values to be populated
Sy S¢ % Ag Unit Normal L rang:
Hemoglobin Male Remove g/dL 129 = 173
Female gldL 121 = 153
Hematocrit Male 2 18 391 (=) s02
_ Fecloroptons g <) 18 348 (= 439
Femals 2 18 351 (= 451
< s 334 = 413
Platelets { @ = 18 % billion/L 150 (=) 450
3

3A: edit the current row el

Female

#2 | Validfrom 2014-01-01 | Validto 2018-06-04 @ Male

®
3B: add a new row
<) Delete row

Notel! If you would like to add the factor option N/A to a factor that also has other options, the option N/A should be
the last entry for that variable in the table. The reason for this is that, while populating a form with reference data, the
system is matching the factor options starting from the top of the table. If a match is found, the corresponding data



are populated to the form. The option N/A is always a match. So if N/A is listed at the top of the table, the search will
stop and the form will be populated with the data corresponding to N/A. If you want the system to match the other
factor options first, these should be listed before N/A in the table.

2.3 How the reference data feature works within the forms

When the reference data are published, they become available for auto population to the forms they are intended to
be used in.

To populate a form with reference data, the Investigator/Study Nurse/site staff selects:

= For each scope in the form, the reference data source that provided the results, from the drop-down list
= The date and time of collection

It is also possible that the event date is used instead of date and time of collection. In that case, the reference data
populate after the source is selected.

8 Save changes

Laboratory Results - Blood test

Link the scope with the reference data source that provided the test results

Lab references ﬂ Central Lab

Date and time of collection

* 06Aug201800:00 @ (O

Hemeoglobin
Result Unit Normal range Clinical signifcance
g/dL v 12 -] 15 NCS
cs
Hematocrit
Result Unit Normal range Clinical signifcance
v 35 (=] a5 NES
cs
............................................................
Platelets v v Because in the Reference Data editor the
Result Unit Normal range Clinical signifcance variable Platelets was set to Not included, no

reference values are automatically populated
NCs here. These fields are editable so the reference
values can be entered manually.

cs

If you do not want any reference data to be populated automatically, do not select a reference data source, but
leave the drop-down list to Select a source. No automatic population of data will take place and you can fill in the
fields manually.

No reference data can be populated, if...

= The items used as factors are left empty for a specific subject.
= The selected Date and time of collection does not fall within the time frame the reference value set is
valid.

3 Entering and publishing reference data values
You can only enter reference values when your role has permission to edit reference data.

To enter a new set of reference values:

1 On the Viedoc landing page, click the Reference data icon.



Click Open reference data editor for the reference data source-scope combination you would like to
enter values into.

Viedoc's demostudy

Confirmatory validation of oral macimorelin as a growth hormone (GH) stimulation test (ST) for the diagnosis of adult growth hormone
deficiency (AGHD) in comparison with the insulin tolerance test (ITT).
T 0

Allsites Sweden Finland United Kingdom Germany

H
i

0 = B

Reference data

£ Central Lab, Lab references

@ Referencevalues @ Published Aug 06 2018 11:28 UTC by Technical Writer

i Linked 1o 6 site(s). Linked to 0 form(s). Settings can be edited by 1 user(s). Last saved Aug 06 2018 11:28 UTC by Technical Writer

Open reference data editor

Local Lab, Lab references

@ Reference values @ Published Jun 26 2018 12:42 UTC by Technieal Writer

The reference data editor opens and displays the variables and the target types to be populated, as
defined in the reference data scope. If you would like to exclude some of the variables, click the arrow
to the right of the variable name and select Not available. See also Variables for more information.

Select the date from which, and to which, this set of reference values is valid in the Valid to and Valid
from fields.

Reference Data / Regional Lab, Lab references

Close X

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s).

(-] Valid from  2018-08-06 % Validto Ongoing ® Addnew | Duplicate | T
Today

Reference variable name Factors Values to be populated

i Picka date

Unit Normal range
Clear
Hemoglobin

Hematocrit

Platelets

Click the arrow to the right of Factors and select the factors that should be included.

Reference Data / Regional Lab, Lab references

Close X

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s).

° Valid from 2018-08-06 (=) Validto Ongoing ® Addnew | Duplicate | T
Reference variable name Factors ©  Values to be populated
+ S*K{j Unit Normal range
Hemoglobin ) Age =
Hematocrit

Platelets



5 For every variable, and for every factor, click the arrow to the right of N/A and select the factor options

that should be included.

If the factor is a numeric range, select Set a value. By default, the inclusive in between option appears.

Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s)

(-] Valid from  2018-08-06 Validto Ongoing

Reference variable name Factors
Sex

Hemoglobin

Hematocrit

Platelets

Close X

"= —

® Addnew | Duplicate
Values to be populated
Unit Normal range

If you would like to change the type of the range, click the arrow again and select the type of range you
would like to include. If necessary, click Add new row to add rows. Manually enter the values of the

range in the blue fields.
Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s).

ﬂ #1 | Validfrom 2018-08-06 Valid to Ongoing

Close X

("= —

® Addnew | Duplicate

Reference variable name Factors Values to be populated
Sex Age Unit Normal range
Hemoglobin 0 = 18 -
2] 19 (-] -
Hematocrit = Inclusive inbx _
Platelets ! (< Lessthan —
</ Less than or equal to
> Greater than
2 Greater than or equal to
= Equal
N
: b
See also Factors for more information.
6 For every variable, and for every factor, enter the reference values that should be automatically

populated to the forms.

7 Click Save to save the reference data.

To publish reference data:

You can only publish reference data when your role has permission to publish reference data.

1 Click Publish.

Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s).

B # veiafom 2018-08-06 Valid to Ongeing
Reference variable name Factors

Sex

Hemoglobin

Hematocrit

Platelets

A dialog opens.

Close X
® Addnew | Duplicate
Values to be populated
Unit Normal range
g/dL 125 (= 18
g/dL 137 (= 146



2 Enter a summary of the reference data updates in the field.

Publish

These settings are linked to 6 site(s), which will be
affected by this update.

Provide a summary of the reference dafa
updates below. The information will be displayed
under the message section in Clinic.

Updated the hematocrit normal range for
male =18 from 0.37-0.48 to 0.39-0.50
according to reference lab data received ;
from Karolinska, June 26, 2018,

Publish Cancel

Click Publish.
The reference values are published and available for auto-population to the forms.

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 on the Reference data page.

Reference data

Allsites Sweden Finland Germany Netherlands Austria Belgium Italy United Kingdom Switzerland
[ Akademiska Lab, Hematology CBC

Reference values Published 13 Aug 2018 07:56 UTC by

i Linked to 2 sitels). Linked to 20 form(s). Settings can be edited by 3 user(s). Last saved 07 Aug 2018 12:18 UTC by
1 Bublish required as scope definition has been updated

Open reference data editor

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.

If the reference values change for already populated data, the affected forms will be marked with a red issue icon [ i

1

4  Editing reference data values

You can only edit data when your role has permission to edit reference data.

To edit a set of reference values:

1 On the Viedoc landing page, click the Reference data icon.

2 Click Open reference data editor for the reference data source-reference data scope combination you
would like to enter values into.

3 Edit the variables (see Variables), factors (see Factors), or the reference values.

4 Click Save to save the reference data.



If the reference values change for already populated data, the affected forms will be marked with a red issue icon [ i
], and a message is displayed on the top of the form as illustrated below:

Pz} se-AHU-037 - Visit2[28 Nov2017] ~

# Formis in view mode. Click Edit’ to make it editable

a A change in the dependent Reference data has been made which is pending your review and approval. Click edit to populate the form with
new Reference data and review the populated data. Make any changes necessary and then save the form.

Lab DM CRA 5DV SHOW HISTORY n CE

The affected forms are also listed in the Selection page, under the ISSUES view, being marked as Pending
Reference data upgrade. For more details, see Selection page.


https://help.viedoc.net/l/1a7594/en/
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Randomization, allocation, and emergency unblinding

Published by Viedoc System 2023-06-21

1. Introduction
2. Randomization
21 Emergency unblinding
3. Allocation
3.2 Undo allocation
3.3 Replace allocation
3.4 Allocation actions in audit trail

1 Introduction

If randomization and allocation are used in your study, some specific forms are used for randomization and
allocation, that have a specific behaviour compared to the other forms. This lesson describes the particularities of
the randomization and allocation forms and how to work with these.

2 Randomization

It is important to know that the randomization form will be locked after the randomization was performed, so the
form won't be possible to edit.

An example of a simple randomization form:

= »
DEMO Randomize
tr=—re

Randomization

Randomize subject

Sex

Male (@) Female

You can notice that, compared to the other forms, here the Edit option is replaced by the Randomize (or something
else, depending on the configurations in your study).

Notel! If the randomization is configured for the study start event, there is no Randomize button. Instead, the
randomization happens when saving the form.

To randomize the subject, click Randomize. The randomization is performed and the form is locked:

=
DEMO.
o=t

/ Form is in read-only mode

Randomization a SHOW HISTORY ™

Randomize subject

Sex

Male (@) Female



21 Emergency unblinding

In case of any medical emergency or serious medical condition that occurs while the participant is taking partin a
study, the participant may not be able to be treated adequately unless it becomes known which treatment they have
been receiving. In such situations, unblinding may become necessary.

Important! Unblinding a subject will reveal the subject's treatment and unblind all personnel with permission to
view this data in the study.

If you have permission to perform an emergency unblinding, the Unblind subject appears on the randomization
form, after the subject was randomized:

"" Formis in read-only mode.

Randomization = =+ % a stow HisTorY ) (D

Randomize subject

Sex

£y a2
() Male (@) Female

A Unblind subject p Form History

To unblind a subject:

1 Click Unblind subject:

% Formis in read-only mode.

Randomization = = = @ sHow HisTorY () (D

Randomize subject

Sex

™ )
() Male (®) Female

A Unbli@%subject p Form History
The Unblind subject dialog will be displayed.

2 Type the reason for unblinding and select Continue.
/N Unblind subject

This will reveal the subject's treatment and
unblind all personnel with permission to view
this data in the study.

Give reason for the action

Continue Cancel



3 Enter your password and select Confirm.
Unblind subject

This will reveal the subject’s treatment and
h permission to view

Give reason for the action

Emergency unblinding needed

Give your password and confirm the action by
clicking ‘Confirm'.

Password

Cancel

The treatment is now visible in the randomization form for the unblinded subject, for all the roles with
permission to view the data:

DEMG.
e

% Form s in read-only mode

Randomization a SHOW HISTORY ™

Randomize subject

Sex
Male (®) Female
Treatment

Active (@) Placebo

3 Allocation

If configured for your study, allocation can be performed additionally to the randomization. This can be performed
within the same form as the randomization or in a separate allocation form.

It is important to know that the allocation form will be locked after the allocation is performed, so the form won't be
possible to edit. Still, the following actions can be performed after the allocation:

« Undo allocation - if the allocation was performed by mistake, for example at the wrong time. This will
remove the existing allocation by reverting the allocation to its previous state and making the previously
allocated kit available for other subjects.

» Replace allocation - allocate a new kit, for example if the subject loosed the previous one. This will
replace the existing allocated kit with a new one. The previously allocated kit will continue to be allocated
to the same subject.

An example of an allocation form:

[DEMO; Allocate

Allocate s kit

Click Allocate to allocate a kit for the patient for this visit..

To perform the allocation for the first time to a subject, click Allocate (or something else, depending on the
configurations in your study). The allocation is performed and the form is locked:



x Form is in read-only mode

Allocate a kit = v a sHow HisToryY ) (D
Click Allocate to allocate a kit for the patient for this visit
The following kit has been allocated:

Kit number Expiry date

1001 v 01Jan2020 @@

Storage conditions

Refrigerator, 2 to 8 degrees C

The action is registered in the audit trailed as Initial data entry and a new version of the form PDF is generated (see
Allocation actions in audit trail).

Note! To perform an allocation after the existing allocation was undone, see Undo allocation.

3.1 Undo allocation

To undo an existing allocation:

1 Open the allocation form and click Modify. A dialog is displayed:
(% Modify

Choose type of action

() Replace allocation )

() Undo allocation €)

Confirm Cancel
2 Select Undo allocation.
3 If multiple allocations are performed within the same form, select from the dropdown list the allocation
you want to undo under Select allocation:
[# Modify

Choose type of action

() Replace allocation €

(@) Undo allocation €)

This undo function will remove the existing
allocation, reverting the allocation to its previous

state and making the allocation available for
other subjects.

Select allocation

Kit allocation Visit 1 "4

Give reason for the action

Confirm Cancel



4 Type the reason for undoing the allocation (this text will be shown in the audit trail afterwards, see
Allocation actions in audit trail) and select Confirm:

¥ Modify

Choose type of action

[ ) Replace allocation €

() Undo allocation €)

This undo function will remove the existing
allocation, reverting the allocation to its previous

state and making the allocation available for
other subjects.

Select allocation

Kit allocation Visit 1 "

Give reason for the action

Allocation should not have been performed

e

Confirm Cancel

The allocation is undone and a message is displayed on the top of the form:

. Form s in read-only mode.

¥ Allocation not complete, use Modify button to allocate again.

Allocate a kit == = @ i stow HisToRY @ (D

Click Allocate to allocate a kit for the patient for this visit...

This will remove the existing allocation by reverting the allocation to its previous state and making the
previously allocated kit available for other subjects.

A new version of the form PDF is generated (see Allocation actions in audit trail).

A new allocation can be performed for the subject, as described below.

To perform a new allocation, for a subject for which a previous allocation was undone:

1 Select Modify on the allocation form for a subject for which the previous allocation was undone:

. Form s in read-only mode.

1 Allocation not complete, use Modify’ button to allocate again.

Allocate a kit = = = @ H stow HisToRY @ (D

Click Allocate to allocate a kit for the patient for this visit__
The Modify pop-up is displayed:

(¥ Modify

Choose type of action

() Allocate €)

Confirm Cancel



2 Select Allocate. If multiple allocations are performed within the same form, select from the dropdown
list the allocation to be performed, enter the reason (this text will be shown in the audit trail afterwards,
see Allocation actions in audit trail) and select Confirm:

(% Modify
Choose type of action

() Allocate @)

The allocate function will perform a new
allocation.

Select allocation

Kit allocation Visit 1 "4

Give reason for the action

Allocate a kit
P
| Confirm ‘ | Cancel |
3 The allocation is performed and the form is locked:
SE-01-002 ~ | Visit1[28Jun 2019] ~

# Formisin read-only mode

Allocate a kit T a stow HisTory (@ (D

Click Allocate to allocate a kit for the patient for this visit...

The following kit has been allocated:
Kit number Expiry date

1001 v 01Jan2020 @@

Storage conditions

Refrigerator. 2 to 8 degrees C

A new version of the form PDF is generated (see Allocation actions in audit trail).

3.2 Replace allocation

To replace an existing allocation with a new one, that is, to assign a new kit to a subject:

1 Open the allocation form and select Modify:

[(# Modify
Choose type of action

() Replace allocation @

() Undo allocation @




2 Select Replace allocation. If multiple allocations are performed within the same form, select from the
dropdown list the allocation to be replaced, enter the reason (this text will be shown in the audit trail
afterwards, see Allocation actions in audit trail) and click Confirm:

(# Modify

Choose type of action
®) Replace allocation
Undo allocation
The replace function will replace the existing
allocation with a new allocation_ The previous

allocation will remain and will continue to refer
to this subject

Select allocation

Kit allocation Visit 1 =

Give reason for the action
Subject lost the kit. New kit needs to be allocated

2

Confirm Cancel

A new allocation is performed:

1
[DEMO! Modify
(BEMO, Y

% Formisin read-only mode

Allocate a kit a stow HisTorY @) (I
Click Allocate to allocate a kit for the patient for this visit.

The following kit has been allocated:

Kit number Expiry date

1003 v | 03Jan2020 &

Storage conditions

Refrigerator, 2 to 8 degrees C

This will replace the existing allocated kit with a new one. The previously allocated kit will continue to be
allocated to the same subject.
A new version of the form PDF is generated (see Allocation actions in audit trail).

3.3 Allocation actions in audit trail

All the actions performed on allocation are recorded in the audit trail as follows:

« The first time the allocation is performed, it is recorded as Initial data entry:

Allocate a k|t %] show HisTorY () @@

Click Allocate to allocate a kit for the patient for this visit...

The following kit has been allocated:

Kit number Expiry date

1002 * | 02Jan2020 | E@

Storage conditions

Refrigerator, 2 to 8 degrees C

8 Kit number » 1002  Initial data entry | Demo User (317) 28 Jun 2019 1

8 | Expiry date + 02 Jan 2020 Initial data entry | Demo User (317) 28 Jun 2019 13:42 CE

b Storage co » Refrigeratc:  Initial data entry | Demo User (317) 28 Jun 2019 13:42 CE!

= The other actions performed (undo allocation, replace allocation) are recorded in the audit trail with the
text entered as reason when the action was performed:



Allocate a kit == = a

Click Allocate to allocate a kit for the patient for this visit...

The following kit has been allocated:

Kit number Expiry date

1004 v 04Jan2020 | @

Storage conditions

Refrigerator, 2 to 8 degrees C

8 Expiry date » 02 Jan202( Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

(f_‘l Expirydate | 02Jan 202/ » 04Jan202 Kitlost by subject Allocate new kit | Deme User (317) 28 Jun 2019 13:45 CEST )

8 Kitnumber » 1002 | Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

G_‘l Kit number | 1002 » 1004  Kit lost by subject. Allocate new kit | Demo User (317) 28 Jun 2019 13:45 CEST)

8 Storage cor » | Refrigerate: | Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

The allocation actions performed within a form are also shown in the Form History:

D Form History

Version 4

Saved by Demo User (317) 28 Jun 2019 08:51 CEST
Replace allocation

o8

Version 3

Saved by Demo User (317) 28 Jun 2019 08:30 CEST
Allocation

o8

Version 2

Saved by Demao User (317) 28 Jun 2019 08:48 CEST
Undo allocation

e

Version 1

Saved by Demao User (317) 28 Jun 2019 08:45 CEST
Initial data entry
Lock checked by System (0) 28 Jun 2019 08:45 CEST

Y

Close [
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1. Introduction
2.Issues
3.Tasks

1 Introduction

The Selection page displays all subjects from all sites you have access to. Each subject is represented by a subject
card.

In the top right corner of each subject card, orange and red icons are displayed when there are issues (such as
queries) and tasks to be solved/completed for that subject. These icons help you identify where actions are needed.

issues

SE-Uppsala-005

UPPSALA
tasks

8 40 15 Mar 1977

= Red icon: Issues - indicating that the subject has open queries and/or unconfirmed missing data. Both
open queries and unconfirmed missing data should be handled and resolved by the site but, as a
Monitor or Data Manager, it is important for you to be aware of these issues as well. For more details, see
Queries overview.

» Orange icon: Task - indicating the number of tasks to be completed for this subject, such as approving
query answers, perform reviews, and so on.

All issues and tasks should eventually disappear but while being present they help you identify where action is
needed.

2 Issues

It is possible to switch between the views showing Cards/Issues/Viedoc Me/Events by selecting the dropdown list
next to Selection.


https://help.viedoc.net/l/1a7594/en/
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\/|edOC Viedoc Me study

Selection » ,

Search

SE-UU-003

UPPSALA UNIVERSITY HOSPITAL

Status  Age
40.8

FI-HU-005

HELSINKI UNIVERSITY HOSPITAL

™ sews Age
“ Screened 26.9

The ISSUES view

A

Viedoc 515

Selection

Search

D

o SE-02-006
& uppsala
o SE-02-007
W ppsaia
o SE-02-006
&2 uUppsala
o SE-02-007
& yppsala
SE-02-007

-
@ yppsala

Cards *
Cards FOUND 13 CARDS. [ === |
Issues

SE-KI-006 i
Viedoc Me KAROLINSKA INSTITUTE STOCKHOLM

0 Status  Age
Events 387

T
SE-UU-002

UPPSALA UNIVERSITY HOSPITAL

Status

el Screened 58.2

Age

displays the list of existing issues.

Demo User D<L2 £ -

demo study

Show all sites All issues

=]

REFERENCE ISSUE DETAIL CONFIRMATION

Visit1 1 Missing data o
Lab
Visit1
o 1 Missing data S—
Collection Date and Time
Visit 1
Lab Is the date correct? Please verify!
Collection Date and Time
Visit 1 1 Missing data —
Leukocytes
Visit 1 1 Missing data -

Leukocytes

Select any row to open the form where the issue is raised. If you close the form, you will return to this issue list again.

The list of issues can be filtered by using the drop-down lists on the top right side of the page. You can filter the

issues:

By site - select to view data from a specific site or from all sites.

= Byissue type/status:

= Allissues - all the issues regardless of the status, except for pre-queries

All open issues (default if role-based queries is not enabled for your study) - all the issues with
an open status:

Missing data

Pending form upgrade

Pending reference data upgrade

= Open queries (with status Awaits answer)

All queries - all queries regardless of the status
Open queries - only queries with status Awaits answer
Queries awaiting approval - only queries with status Awaits approval
My queries -

The following applies only if role-based queries is not enabled for your study:(default for
users with permissions to Add/change queries, Add pre-queries, Promote pre-queries):
For user with permissions to Add pre-queries - all pre-queries that were raised by
the user, regardless of the status
For user with permissions to Promote pre-queries - all pre-queries promoted by
the user and all pre-queries raised regardless by whom they were raised
For user with permissions to Add/change queries - all queries raised or updated
by the user, all queries awaiting approval regardless by whom they were raised,
show all pre-queries promoted regardless by whom they were promoted

Pre-queries - all pre-queries regardless of status
My role's queries -

When role-based queries is enabled for a study, for user roles with permission to
Add/change queries, such as Monitors and Data Managers, this filter is applied by default
when opening the ISSUES list. My role's queries lists all the open manually raised queries that
were raised by the same role with the status Awaits approval or Awaits answer.

Missing data - all unconfirmed missing data




« Form upgrade pending - forms pending upgrade as a result of applying a revision of the

study design

3 Tasks

As soon as data has been entered, the orange task icon appears, indicating that there is data ready for review, or
queries answers to be approved (see Raising/Approving/Rejecting Queries). The number of tasks is displayed. If

there are more than nine tasks to be performed on a booklet or form, +9 will be displayed in the icon. Tasks should
be handled continuously throughout the study to make sure data at all times is as clean and accurate as possible.

Tasks are tracked on three levels:

» Subject
« Event
« Form
Details
Search
SE-20-003
UPPSALA UNIVERSITY HOSPITAL . >
Screening.-*
™  swws AGE S(ree:zyg,/
@la Withdrawn 701 o7 2020

m . Screening

Screening
tasks pending
Event date

Common events 7
Medical / Surgical History (3) Check Questions

Priar and Cancamitant Medications (0) [ Y S S

As soon as a task is completed, it will disappear from the views.

e ~
=

Show all events

Protocol date
not set

Scheduled date
not set

Event date

3007 2020

B

If Role based queries is enabled for your study, the task counter includes only the queries raised by the same

role, that is, the ones that the active user role can take action on.
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1 Introduction

The requirements on data review and Source Data Verification (SDV) vary between studies. This lesson describes
what is possible in Viedoc.

In this example, clinical review and SDV are tasks to be completed. The number of tasks to be completed is displayed
in the orange task icon:

Patient Info 2 v | sHow HisTorY ) (D
€D Gender - -; Male (®) Female Transgender
Date of Bifth i A
€0 el g % 05Aug1984 @@ €D Age
¥ * _ .
Clinical review SDV Lock £ FormHistory [ Add note

The orange task icon disappears when the checkboxes for clinical review and SDV are selected and the tasks are
completed.


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

Patient Info P SHOW HISTORY @ o)

Gender Male (®) Female Transgender
Da f Birth A
re o v 05Augl1984 @ ae 33
+” | Clinical review | SDV Lock

If a user with edit permission is editing the subject card, you can still perform the clinical review and the SDV.
And vice versa, the clinical review and SDV will not lock the subject for users who need to edit it.

2 Clinical review
The purpose of clinical review is to give the Monitor the possibility to mark forms as reviewed.
Marking a form as clinical reviewed can be performed in one of the following ways:
= At the bottom of each form, by checking the Clinical review checkbox.

= Batch-wise through the review console. Read more about the review console below.

Marking a form as reviewed does not mean that you are on-site having access to source data. It means that you
have done a clinical review off-site of the content in the forms, and that you are prepared for your upcoming
monitoring visit.

If a form is edited after you have marked it as clinical reviewed, the review status breaks and the form must be
reviewed again. The review task appears again in the orange task box icon.

3 Ssbhv

Source data verification is normally the most time-consuming activity for the Clinical Research Associate (CRA), as
it requires access to source notes. All forms that require SDV are highlighted with task(s).

SDV can be performed in one of the following ways:

= Onitem level, by clicking on the SDV flag for the item in the form.
= On form level, by selecting SDV at the bottom of the form.
If there are items in the form that require SDV and are hidden due to data visibility conditions in the
study design, you will not be able to apply SDV on form level.
« Batch-wise through the review console. Read more about the review console below.

If a form is edited after you have marked it as SDV, the SDV status is reset, and the form has to be SDV'ed
again. The SDV task appears again in the orange task box icon. However, only the fields that were changed on the
form are required to be SDV'ed again. These fields are clearly indicated with the red SDV icon.

31 SDVonitem level

If the study has the setting for item-level SDV enabled, SDV can be performed for individual items in a form.

If the study design specifies that an item requires SDV, there will be an SDV icon next to the item in the form. The red
icon indicates that SDV has not been performed. To perform SDV, simply click on the red icon. The icon then turns
into a green SDV icon.


https://help.viedoc.net/l/a559c4/en/#CRA
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-

)lf Form i in read-only mode

Demographics = % v sHow HisTor @ (D
Date of Informed Consent B Gex
*  OF Jul 2023 ] Female (@ Male
Date of birth £ Age
11 Jul 1984 =] 39.0
PEATT
EE0 Race B3 Ethnicity

X Hisparic or Lating
American Indian or Alaska Mative

&) Mot Hispanic or Lating
" | Asian
Black or African American

Mative Hawaiian or Other Pacific Islander

White

" | Clinical review sDV Lock Q B

When all visible items that require SDV have been SDV'ed, the SDV checkbox at the bottom of the form will be
automatically selected. And vice versaq, if you select the SDV checkbox at the bottom of the form, all visible items that
require SDV will be indicated with a green SDV icon.

« If the form contains items that require SDV but are not visible to you, you will not be able to change the
SDV status for the entire form.

« If anitem is edited after the SDV has been performed, the SDV status is reset, and the item has to be
SDV'ed again.

« When a study event form is SDV'ed, the event date form is automatically SDV'ed.

4 Lock

41 Locking a form

Locking data in a form can be performed in one of the following ways:
« At the bottom of every form, by selecting Lock.
« Batch-wise using the review console. Read more about the review console below.

Locking a form should only be performed if there are no more expected changes to that form, that is, if the data is
clean.



Important! Updates to the electronic Case Report Form (eCRF) are not applied to locked forms. If you are aware
of any upcoming changes to the eCRF that potentially affect already saved and locked forms, make sure that
these are unlocked before the new design version is published to the site.

If all forms in all events for a subject have been locked, the subject card on the Selection page will be displayed with
alock icon, indicating all data is locked:

SE-111-0

SITEL

3 STATUS  COHOR

4.2 Unlocking a form

Regular clinic forms can be unlocked by clearing the Lock checkbox at the bottom of a form. Unlocking a form
opens it up for editing by users with edit data permission (for example the Investigator).

x Form is in read-only mode.

Vital Sighs Grey stow HisTorY ) (D
Were Vital Signs measured? Date and time
a2 ™\
(@) Yes () No v |09Jan20190 | f
I
Heart rate Body temperature
65 T
bpm °C
Blood pressure
Systolic ﬂ Diastolic ﬂ
120 65
mmHg mmHg

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

[v] clinicatreview o] sDv | [ ] Lock £ FormHistory 4 Add note

4.3 Locking/unlocking a subject-submitted (Viedoc Me) form

Subject-submitted (Viedoc Me) forms that are filled in by the subject are locked by default.


https://help.viedoc.net/l/a559c4/en/#ECRF
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You may have the possibility to unlock a subject-submitted form if this option is activated for your study. In this case,
the Lock checkbox appears at the bottom of the subject-submitted form. The form can be locked or unlocked by
selecting or clearing the checkbox respectively. Unlocking a form opens it up for editing by users with edit data
permission (for example the Investigator).

x Formis in read-only mode

Home administration & % > a @ stowrisTorY (@ (D
Did you take the dose? When did you take the dose? How many tablets did you take?
(@) Yes () No v | 23 Jan 2019 15:39 i 1

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

49

Have you experienced any adverse reactions?

™ =
() Yes (®) No

Have you taken any other medication apart from the study medication?

) Y
() Yes (8) No

|7‘ Clinical review p Form History E‘; Add note

5 Data review console

You can perform clinical review, SDV, and/or lock of the forms batch-wise, by using the data review console. To open
the data review console, click the icon in the top right corner of the Details page.

The data review console displays an overview of all forms of a subject that require data review, SDV, or lock. It shows
which forms have been reviewed, SDV'ed, or locked. The green and grey eye icons help you identifying forms that
you have not previously visited: the green eye icon marks the forms that you have already visited, the grey eye icon
marks the forms that you have not visited yet.


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

FA sE-Stockholm-002  Data Review Console

Show all forms ¥ T
-~ Add Patient 1 forms.
I Patient Infa DM E‘R,-n -ssy a >
v Visitl 2 forms.
Fom cra sov [
Event date: 10 May 2021 M CRA  SDV @

ILab DM CRA  SDV o

To review and/or lock the forms:

1 Select the form(s) to be reviewed in one of the following ways:

= Select all forms by clicking the nforms link on the top of the page:

FA SE-Stockholm-002  Data Review Console [ Cancel |
Show all forms * i % {j‘%‘s_-
~ Add Patient 1forms
I Patient Info B = ﬂ
~  Visitl 2 forms.
Event date: 10 May 2021 BOE Lus
I Lab DM CRA SOV o
= Select all forms within an event, by clicking the nforms link to the right of the respective
event:
[ SE-Stockholm-002  Data Review Console [ cancel |
Show all forms ™ 3 forms.
-~ Add Patient 1 forms.
I Patient Info " Y ¥ oa Lo
- Visit1 SN
Event date: 10 May 2021 TIERE ®
I Lab DM CRA SOV oS

= Individually, check the review and/or lock icon for each individual form. Step 2 is not
applicable in this case.

FA SE-Stockholm-002 Data Review Console [ Cancel |
Show all forms ¥ 3 forms

- Add Patient Lforms.

I Patient Info = :\n/n ;\D/v a = ﬂ

> Visitl 2 forms.
Event date: 10 May 2021 moelYna @

ILab DM CRA 53/ a ap



2 In the dialog that opens, select Clinical review, SDV, Lock as needed, and click Ready:
All forms, Visit 1
Verify SDV 0

®) All forms (2)

Only visited forms (2)

Verify CRA 0
®) All forms (2)

Only visited forms (2)

Lock 0
#) All forms (2)

Only visited forms (2)

Ready Cancel

The status of the selected forms is updated according to the selected actions.

Show all forms ¥ % forms.

Add Patient 1 forms.
Patient Info ~/ ‘/ ﬂ

Visit 1
Event date: 10 May 2021 Y v
Lab V ‘/

If any of the marked forms have not been visited by you before, you will be asked whether you want to continue with
the action or not. If you choose to continue, the forms will be marked according to your selections, that is, the system
will not prevent you from marking unvisited forms as reviewed, SDV'ed, or locked.

If the study has the setting for item-level SDV enabled, and a form contains items that require SDV but are not
visible to you, you will not be able to change the SDV status for the entire form.

6 Study status and metrics

The current workload can be checked on the Study status or the Metrics pages.
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1 Introduction

The requirements on data review and source data verification vary between studies. This lesson describes what is
possible in Viedoc.

If applicable for your study, data review is a task to be completed. The number of tasks to be completed is displayed
in the orange task icon:

Patient Info 1] v | sHow HisTorY ) (D
-
.'I-
v
o
.!'
Gender ;' Male (®) Female Transgender
Date of Birth +* A
ateotBirth , v 22Feb1965 @@ 9 54
‘0
4-.
*
>
Data review Lock p Form History E’; Add note

The orange task icon disappears when the checkboxes for clinical review and Source Data Verification (SDV) are
selected and the task is completed.


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

Patient Info

y

SHOW HISTORY (@ o]

Gender Male (@) Female Transgender
Da f Birth A

eoren v | 22Feb1965 | @ 98 54
+" | Data review Lock

If a user with edit permission is editing the subject card, you can still perform the clinical review and the SDV.
And vice versa, the clinical review and the SDV will not lock the subject for users who need to edit it.

2 Data review
The purpose of data review is to give the Data Manager the possibility to mark forms as reviewed.
Marking a form as data reviewed can be performed in one of the following ways:

» At the bottom of each form, by checking the Data review checkbox.
= Batch-wise through the review console. Read more about the review console below.

If a form is edited after you have marked it as data reviewed, the review status breaks and the form must be
reviewed again. The review task appears again in the orange task box icon.

3 Lock

31 Locking a form

Locking data in a form can be performed in one of the following ways:

= At the bottom of every form, by checking the Lock checkbox.
= Batch-wise using the review console. Read more about the review console below.

Locking a form should only be performed if there are no more expected changes to that form; that is, if the data is
clean.

Updates to the electronic Case Report Form (eCRF) are not applied to locked forms. If you are aware
of any upcoming changes to the eCRF that potentially affect already saved and locked forms, make sure that
these are unlocked before the new design version is published to the site.

If all forms in all events for a subject have been locked, the subject card on the Selection page will be displayed with
alockicon, indicating all data is locked:


https://help.viedoc.net/l/a559c4/en/#ECRF
https://help.viedoc.net/l/1a7594/en/

SE-111-0

SITEL

& STATUS  COHOR

3.2 Unlocking a form

Regular clinic forms can be unlocked by clearing the Lock checkbox at the bottom of a form. Unlocking a form
opens it up for editing by users with edit data permission (for example the Investigator).

;0: Form is in read-only mode.

Vital Signs &g oo sy sHow HisTorY € (D
Were Vital Signs measured? Date and time
a2 ™\
(®) Yes () No v 09Jan20190 M@
e
Heart rate Body temperature
63 372
bpm *C
Blood pressure
Systolic Diastolic
120 65
mmHg mmHg

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

p Form History E‘; Add note

[v] ctinicatreview  [v] sDV

3.3 Locking/unlocking a subject-submitted (Viedoc Me) form

Subject-submitted (Viedoc Me) forms that are filled in by the subject are locked by default.

You may have the possibility to unlock a subject-submitted form if this option is activated for your study. In this case,
the Lock checkbox appears at the bottom of the subject-submitted form. The form can be locked or unlocked by
selecting or clearing the checkbox respectively. Unlocking a form opens it up for editing by users with edit data
permission (for example the Investigator).



x Formis in read-only mode

Home administration #% = = @ @a svowkisTory @ (DD
Did you take the dose? When did you take the dose? How many tablets did you take?
(@) Yes () No v | 23 Jan 2019 15:39 i 1

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

49

Have you experienced any adverse reactions?

™ =y
() Yes (®) No

Have you taken any other medication apart from the study medication?

) Y
() Yes (8) No

|7‘ Clinical review p Form History 8 Add note

4 Data review console

You can perform data review and lock of the forms batch-wise, by using the data review console. To open the data
review console, click the icon in the top right corner of the Details page.

The data review console displays an overview of all forms of a subject that require data review, SDV or lock. It shows
which forms have been reviewed, SDV'ed or locked. The green and grey eye icons help you identify which forms you
have visited (the most recent version of the form): the green eye icon means that you have visited the last version of
the form, the grey eye icon means that you have not visited the latest version of the form.

SE-Uppsala2-015 G B [ Cancet |
Show all forms * % forms.
-/ Add Patient 1 forms.
I Patient Info IR @@
- Visitl 2 forms.
Event date: 10 May 2021 & W @
I CBC LAB Results (Hematology) I‘.P"' ®

To review and/or lock the forms:


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

Select the form(s) to be reviewed in one of the following ways:

= Select all forms by clicking the nforms link on the top of the page:

FA SE-Stockholm-002  Data Review Console [ Cancel |
Show all forms ™ 3 fC@‘IS.‘
~ Add Patient 1 forms
I Patient Infa o C&“‘ 535' Lo ﬂ
- Visit1 2 forms.
Event date: 10 May 2021 o ®
I Lab oM CRA SOV ®
= Select all forms within an event, by clicking the nforms link to the right of the respective
event:
FA SE-Stockholm-002 | Data Review Console [ cancet |
Show all forms ™ 3 forms.
- Add Patient 1 forms.
I Patient Info oM C\l;ﬂg S‘D)I a a
- Visit1 Z%ms.
Event date: 10 May 2021 EOE R T
I Lab DM CRA SOV oS

= Individually, check the review and/or lock icon for each individual form. Step 2 is not
applicable in this case.

F]SE-Uppsala2-015  Data Review Console =
Show all forms ¥ 3 forms
- Add Patient Lforms
I Patient Info g T a Lo
- Visit1 2forms.

Event date: 10 May 2021 Il %] @

ICBC LAB Results (Hematology) TR @



2 In the pop-up that opens, mark with Data review and/or Lock as needed, and click Ready:

All forms, Visit 1

Verify DM 0
o All forms (2)

Only visited forms (2)

Lock 0
®) All forms (2)

Only visited forms (2)

Ready Cancel

The status of the selected forms is updated according to the selected actions.

SE-Uppsala:2-015  Data Review Console Cancel

Show all forms ¥ 3 forms.
~ Add Patient 1 forms.
Patient Info & u o
- Visitl 2 forms.
Event date: 10 May 2021 ) a u a>
CBC LAB Results (Hematology) & a u Lo

If any of the marked forms have not been visited by you before, you will be asked whether you want to continue with
the action or not. If you choose to continue, the forms will be marked according to your selections, that is, the system
will not prevent you from marking unvisited forms as reviewed or locked.

Note! If the study has the setting for item-level SDV enabled, and a form contains items that require SDV but are not
visible to you, you will not be able to change the SDV status for the entire form.

5 Study status and metrics

The current workload can be checked on the Study status or the Metrics pages.
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1 Introduction
A query is a question about data. In Viedoc, queries can be raised:

= Manually, by a user that has permissions for raising queries/pre-queries, after the form has been saved.
= Automatically (validation queries), by the system during data entry, for example when entered data are
outside specified limits and an edit check fires.

All the related queries are automatically closed, when:
= Aform field becomes hidden.
= Aformisreset.

= Aneventis deleted.
= Astudy event date is cleared (only queries raised on the study event date are closed).

In case of a validation query, when this is resolved by data edit, it is automatically closed. See Validation queries.

Resolving a query always breaks the form signature, even if there are no data changes involved.

A summary of the number of queries is displayed on the study start page, as illustrated below.
This is a summary of the whole study and it does not take into consideration the role visibility conditions.



Issues

Resolved queries Open queries

13 21

A query is raised in a form field. After a query is raised, the respective form is marked with the red issue icon 1i :

Visit 2

|r n
17 Sep 2021 n

I Event date
g 1»,,.

n 1forms with issue(s)

? 1 queries to be resolved

Visit 2 H>» &2 SHOW HISTORY [@0)

Protocol date

16 Sep 2021- 30 Sep 2021 23 Sep 2021(-7/+7)
Event date
17 Sep 2021 &

? Event date  Is this the correct visit date? | Sophia Stonestream (826) 17 Sep 2021 11 r

2 Role-based queries



For all new studies started after release 4.80, the default setting Enable role-based queries is
selected.
For studies started before release xxx, the default setting Enable role-based queries is cleared. For studies
started before Viedoc release 4.80, all query actions will still work as usual until role-based queries is enabled.

When the role-based queries option is enabled for your study, it restricts, at study level, the approval of the query
resolution to the same user role who raised the query.

= Enabling role-based queries applies to manually raised queries and pre-queries only.
= This does not apply to validation queries or to data confirmed as missing. All user roles with permisson to
add/change queries are still able to approve/reject/edit validation queries.

For more information, see the eLearning lesson on Role-based queries.

3 Manually raised queries
Viedoc Clinic users with permission to raise queries/pre-queries, can manually add a query to any field value.
Manually raised queries can be:

= Pre-query - needs to be promoted and released before it is visible to the site as a normal query.
= Query - visible to the site as soon as either a query was manually raised or a pre-query was released.

31 Pre-queries

Viedoc offers support for query review, that is, to review a query before it is released to the site. This is done through
pre-queries.

The pre-query process can involve either two or three roles, as follows:

= Two roles: one role with permission to add pre-queries, typically the Data Manager, and one role with
permission to promote pre-queries and add queries, typically the

= Three roles: one role with permission to add pre-queries, for example the Data Manager, one role with
permission to promote the pre-query, for example the Sponsor, and one role with permission to add
queries, for example the

An unlimited number of pre-queries can be added on the same field at the same time.

The following image illustrates the main actions that can be performed on a pre-query and all the states the pre-
query goes through before it is released as a query:

1. The pre-query is added by the user with permission to add pre-queries, typically the Data Manager.
As a result, a pre-query is raised, becoming visible for the Viedoc Clinic user with permission to
, typically the

2. The raised pre-query can be removed, for example if it is invalid or added by mistake.

The raised pre-query is promoted or rejected by the Viedoc Clinic user with permission to ,
typically the

The promoted pre-query is released by the Viedoc Clinic user with permission to (typically the
), becoming a raised query that is visible for the Viedoc Clinic user with permission to add/update query
answers (typically the Investigator), who will be responsible for resolving the query, as described in Queries.
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311 Pre-query states

The table below summarizes the different states of a pre-query in Viedoc Clinic, in the export output
(Excel/Operational Data Model (ODM), as well as the possible actions that can be performed on a pre-query and the
state this will transition to.

In Viedoc In export output through... becomes...
Clinic
Awaits PrequeryRaised Promote pre-query (by Monitor) PrequeryPromote