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1 Introduction

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

patient registries.

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

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

The main functionalities provided by Viedoc are:

« Data handl

ing:

Subject screening

Online data entry (eSource compliant)
Automatic data transfer

Data signing

Commenting

Medical coding

File uploads

= Randomization and Trial Supply Management (RTSM)

= Output:

Randomization and advanced allocation
Viedoc Logistics

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

Automatic creation of empty and annotated CRFs
Audit trail

Data Quality Metrics

Study statistics

= Data review/Monitoring:

https://help.viedoc.net/c/c63e06/?prin

Source-Data Verification (SDV)
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= Clinical/Data Review & Lock

= Pre-query & Query Handling
= Other:

= Single point of login

= 24/7 technical support

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

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

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

= Clinical Data Interchange Standards Consortium (CDISC)

« Computerized Systems Used In Clinical Investigations (CSUCI)

= Health Insurance Portability and Accountability Act (HIPAA)

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

= General Data Protection Regulation (GDPR)

2 AstudyinViedoc

21 Study sites

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

2.2 Events and forms

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

https://help.viedoc.net/c/c63e06/?print=ready
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2.3 Subjects

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

3 System architecture

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

1. Viedoc - for site staff and project team members that need to have access to CRF data.
2.Viedoc - for parts of the study team to handle users, sites and updates in study designs. Viedoc
Admin is the interface where you initiate a new study, manage the study while it is running and finally

close the study.

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

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

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

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

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

8. Viedoc - for doing medical coding.

3.2 Viedoc Learning

Viedoc Learning is a collection of user guides designed to support users across all our products, roles, and
functionalities. The full list of user guides can be found in: Viedoc Learning Directory.

3.3 Organizations

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

https://help.viedoc.net/c/c63e06/?print=ready
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It is the responsibility of the organization administrator to make sure that all users within the
organization have received appropriate training for their respective tasks.

3.4 System environment

As a Viedoc client, you will be provided with access to two separate environments/instances: one for
test/development studies and one for production studies. The purpose of the test/development environment is to
allow the evaluation and use of Viedoc without the need of a contract for a specific ongoing study.

Any study that is to be taken in production is normally initiated on the test/development environment and later
moved to the production environment once it is “ready” to be shared with the Sponsor or other external party. Please
observe that a study in the production environment can be set to operate in demo mode by adding a site of the type
“training” to it.

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

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

Contact your organization administrator to get access to the respective area.

There is no guarantee that studies running on the test/development environment are completely and
continuously backed-up. This environment should therefore never be used for any production studies.

3.5 Licensing

All production studies need to have a valid license before they can be taken into production. The license is provided
by a Viedoc representative. The license fee for the study is based on several factors such as duration, number of
sites and patients, among others. The license fee is charged starting with the first patient added and for the duration
of the study; which means, until the study is locked in Viedoc. If the study is not deleted from the database within 2
months, a post-study access fee may apply.

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

W& A demo study Close Y& A demo study [z

Study settings Study settings

Here you can zet settings for stury. Here you can set semings for study.

Date & time format Medical Coding  Import ODM File APl configuration Date fr time format Medical Coding  Import ODM file  AP1.configuration

FPA2016-10-04 . h Tl Y
it @ Invalid licsnss ‘a| €@ Valid license ”

Study Lag

CRO Code RO Code

i 180 g width and 50 px

[ Reference ID Reference ID

1234567

Stusdy Type Sponsor Type Study Phase Study Type Sponsar Type Study Phase
Pharmaceutical - Clinical v Pharmaceutical Lcompany v Phase | " | Pharmaceutical - Clinics \ Pharmaceutical company - Phase Il
Therapeutic Area Expected number of subjects | Therapeutic Area Expected number of subjects

Immunology/infectous Diseases = 200 mimnclogy finfectious Dissases. N 200

Clinic ro Clinic roles to be administred by Site Manager

Maritar Data Manager Sponser Medical eoder Investigator cRE Codar Manitor Data Manager Sponsar Madical coder

Helpdesk team Helpdesk team

PCG Helpdesk Eritanica Helpdesk PCG Helpdesk Britanica Helpdesk

Alow remindars in ViedocMe to be sent as. Allow reminders in ViedocMe to be sent as

Email Text massage Email Text message

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

= Study settings in Viedoc Admin (2 in the image)
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» Studies list in Viedoc Admin
» Study status in Viedoc Admin (3 in the image)

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

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

4 Release Notes

Information about new and updated functionality and bug fixes can be found in the which can be
downloaded from the Viedoc website:

« https://www.iedoc.com/support/release-notes for the international website
= https:/www.iedoc.co.jp/support/release-notes/ for the Japanese website
« https:/www.viedoc.cn/support/release-notes/ for the Chinese website
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2

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

https://help.viedoc.net/c/c63e06/?print=ready 8/165
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1.3 Internet connection

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

1.4 Firewall policy

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

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

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

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

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

= Password expiration - the password expiration time depends on the settings for your study. However, the
default setting is 90 days. In addition to this, a history of the latest 10 passwords are kept to prevent
reusing old passwords.
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Managing your Viedoc account

Published by Viedoc System 2025-06-10

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
5.10 Rejecting_a study invitation
5.11 Postponing_the approval/rejection of a study invitation
6. Logging out

1 Viedoc user account management

All information 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/c63e06/?print=ready 10/165
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viedoc

User Settings User Settings

Change Password
A Ownership of

Security Settings

Authentication Log User name

This is used to log in to Viedo:
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.

Phone number formats are also supported with:

= Separators between number groups, for example spaces, hyphens, and dots.
« Parentheses around area codes or other number groups.
= An optional country code with a plus sign is also permitted.

= Extensions marked by "x" or "ext"

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.

https://help.viedoc.net/c/c63e06/?print=ready 11/165
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User Settings
A Ownership of @viedoc.com has not been verified!
@
A Ownership of has not been verified
User name
This is used to log in to Viedoc
DoctorDemo@viedoc.com
First name Last name
Doctor Demo
Display name ~—
This is your Viedoc user name
Doctor Demo
System language =
This language will be used when available
Select language v
Primary email address ™
DoctorDemo@viedoc.com Q
Secondary email addresses
Emails from Viedoc will also be sent to these addresses
@viedoc.com o Setasprimary [ Delete
@viedoc.com e Verify email address i Delete
o Add another email address -
—
Phone number &
—
+4612345678 o Verify phone number
o This phone can receive text messages
Contact information &
Please keep your contact information up to date
Street address City Postal code
Street address City Postal code
Country State
Select country + State
21 Adding a secondary email address
To add a new (secondary) email address to your account:
1 Select Add another email address link (2) next to the current primary email address.
2 Enter the email address in the new field under Secondary email addresses.

https://help.viedoc.net/c/c63e06/?print=ready 12/165
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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 window, you
will see a warning message saying that the newly entered email address is not verified (13).

2.2 Verifying a secondary email address

To verify a secondary email address:

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

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

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

2.3 Changing the primary email address

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

1 Select Set as primary (5) next to the secondary email address that is to be set as the primary email
address.
2 Select Save changes. A notification email will be sent to both email addresses to inform you about the

change. You will use the new primary email address the next time you log in to Viedoc.

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

2.4 Editing your phone number

To edit your phone number:

1 Enter the number in the Phone number field in the format +[CountryCodePhoneNumber] (for example:
+46123456789).
2 Select Save changes. A notification email will be sent to your primary email address to inform you

about the change.
2.5 Verifying your phone number
To verify your phone number:

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

2 Select the Verify phone number link. A six-digit code will be sent as a text message to your phone and
a Verify ownership window 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.

https://help.viedoc.net/c/c63e06/?print=ready
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Welcome back Doctor Demol! o

4 Access settings

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

41 Study membership
ﬂAccessSettilgs
@ _I__??gk:ie

1 roles in 1 studies

=

B =
= T ADemo Study
(]
Site name Role since (UTC)
Stockholm Site Manager 2018-05-04 11:45 'ﬁ

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

= Site name
» Role

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

(UTC)

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

information:
» Organization name
= Role
= Since (UTC) - the date and time when the membership was approved, in UTC

4.2 Deleting study access

To remove yourself from a certain role within a study:

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

2 roles in 2 studies

=
= =
= " ADemo Study
=
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 @j

A confirmation window is displayed.

https://help.viedoc.net/c/c63e06/?print=ready

14/165


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

12/2/25, 9:48 PM Viedoc User Guide for Monitors | Viedoc elLearning

2 Select Delete to confirm the deletion:

Confirm remove ‘ Close |

=8=  Remove role:
m Site Manager

Study site: Stockholm
Study: A Demo Study

Delete Cancel

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

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

To delete your Viedoc account:

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

B fooke

O roles in 0 studies

|]‘j]' Remove account from Viedoc

Click 'Remaove 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 [ cose |
-ﬁ Confirm with your password
Delete Cancel
3 Enter your password and select Delete. A confirmation message is displayed and a notification email

will be sent to your primary email address:

4

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

https://help.viedoc.net/c/c63e06/?print=ready 15/165
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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:

Demo user

Granted membership - 2 waiting for your approval

g access to the study | also approve that the organization handling my account can see my account

By confirmin
information.

A Demo Study
Reference Data Source Manager

A Demo Study
Al sites / Site Manager

5.1 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 window and postpone providing an answer to the study invitation.
To access the pending invitations again, the Pending invitations window 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:

Accoun

= 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.
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viedoc’ @ Dectordemo

[
User Settings User Settings @

. Doctor Demo
Changs Password

A Ownership of 46

Seourity Settings Logout

Authentication Log Username
doctordemogviedoccom
visdoc lsarring »
Firstname Lastname
Doctor Demo
Display name

Doctor Demo

English 4

Primary email address

doctordemoguiedoscom @

© Addanother emailadcress

Phone number
©asi2045678 © Verityphon number

@ Thiephons canrecoive toxi messoges

Contact information

Ploase keop your contact nformation up o doto
Street address city Postal code
Country state

Selectcountry n
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Overview of the landing page

Overview of the landing page

Published by Viedoc System 2025-06-10

1. Landing page
11 Summary information
111 Study slider

1 Landing page

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

Welcome back % D

Access Account Recent activities
ast login minuiss age Study Medical coding site Site 2 demo added to my studies 5.2
- e Last log 6 minutes ag: o ding site Site 2 demo added to my studi 6 day;

Number of logins 2 6.days.2s

6 days.as

@ @ & @
8 6 8 8

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

11 Summary information

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
= Lastlogin - 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

v
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Skill level Icon Description
Semi-pro 21-100 logins
-
o0
i
Pro 101-1000 logins
——
o0
et
Legend >1000 logins
L)
L

= 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.

111 Study slider

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

6 sites

7 sites

ArARRe

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.

Select a study logo to select a study to work with. The study start page is loaded on the lower half of the screen, for
more information, see Study start page.

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

Study start page

Published by Viedoc System 2025-09-24

1. Introduction
2. Study status
3. Messages

3.1 Alert messages
4. Data export
5. Metrics and Viedoc Reports
6. Roles

6.2 My roles

6.3 All roles and users for my site(s)

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

7. Reference data
8. Medical coding
9. Viedoc Logistics
10. Viedoc eTMF
11. Demo mode
12. Launch
13. eLearning / Documentation & Training
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 (1D
An open-label, multi center, dose escalation study investigating the safety, tolerability and...

0000
sh

= B

A demo study

&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
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« 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 O 265 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%L DM % SV %

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
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For resolved and open queries, this includes only manual and validation queries, not missing data queries. For
resolved queries, the following statuses are included: Resolved, Rejected, Approved, and Closed.

= 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. sign % - 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).

In the message window, a blue dot indicates a study-specific alert, a yellow dot indicates a form change requiring
approval, and a red dot indicates an expiring password.

bt 4 hours ags

(DEMO STUDY,

rious Adverse Event Reported
vent has been reported for the below mentioned subject.
Subject Number: SE-01-067

AE Sequence Number: 1

Please login to https://vd.viedoc.net for more details

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

Messages

Allsites Sweden United States Germany

c
p
o g0
2

Consider changing your password
© Your password will expire in 5 days.
To change password, select the account settings in upper right corner and
click Change password

pas
2

1212 ® Mark as unread

3.1 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.
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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 pop-up below where you can enter your password:

Password required

This document is password protected. Please enter a password.

Submit

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.

95 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)

6.1 Myroles

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

All sites Sweden

My roles

Investigator

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

Stockholm, Uppsala Jl,:]

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.

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) Hidelog ~
User/Site Access granted Access revoked Data edits/Sessions
Mihaela Pavel (362), 2018-04-05 12:22 UTC o
Group: All sites Doctor Demo o]
Dactor Demo (317), 2017-08-1112:37 UTC 143
Multiple sites Doctor Demo 77
1 Monitor(s) Showlog
1 Data Manager(s) Showlog

@ Download log of users and roles as a PDF file
f

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
6.21 Userlogs

For each study, you can download user logs in PDF and Excel format with information about all users and roles for
the sites you have access toThe generated file reflects the country/site selection in the language you have currently
set in Viedoc.

= InViedoc Clinic, both production sites and demo sites and roles/users for both production sites and
demo sites can be included in the user administration log, depending on which mode (Production/ Demo
mode) is enabled when the log is generated.

= System roles for a study (organization users are not included) are included in the user and administration
log. For example, site managers for demo sites are included when a log is generated for a production
site, as a site manager is a system role.
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You can generate the log for the country/site selection in your current Viedoc language by selecting Generate a
PDF file / Generate an Excel file at the bottom of the study start page:

? Log of users and roles User administration log
» - s c 1 £1

Jenerate an c

Once the user log is generated you can:

= Download the latest generated log for the country/site selection (stored on the server with a date and
time stamp) 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

6.2.1.1 Log of users and roles in PDF

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

1. - the summary of active/inactive roles, active/inactive users as well as data contributors,
grouped in one section per site.

= An Active role is the current distinct role all active users have for a site.

= An Inactive role is a role that was previously assigned but currently lacks any active user.

= An Active user is a user with at least one active role.

» An Inactive user is a user who had at least one role at a site, but all roles for the site have been revoked.

2. - a list of the permissions associated with each role and corresponding history, grouped in one
section per site.

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

4. - 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).

6.2.1.2 User administration log in Excel

The User administration log contains information about all users and roles for the sites you have access to, with the
following sheets:

1. - general information about when and by whom the log was generated, and some
information about the study status. The following more detailed information is contained:

= The Organization name

= The Study name

= Production study GUID

= Demo study GUID

= For PMS studies: Sponsor side Production study GUID
= For PMS studies: Sponsor side Demo study GUID

2. - a list with detailed information about user access, showing one row per site and role,
including clinic roles and system roles.
The access granted date/time is the date/time when a user accepts the invitation to a study.
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.
= Latest system login date/time - information about the latest login of each user (for end users only, not API
client users).
= Certified - indicates if the user is certified for the role. Possible values are Yes, No, or an empty cell for roles
that don't have mandatory training sections to read.
= Ifthe user has signed the certification associated to their role, the column will display:
Certified:Yes.
= Ifthe user has selected Read & Understood but not signed the associated certification, the
column will display: Certified: No.

= User type - indicates the type of user. Possible values are End User or API Client, to indicate if the user is an
end user that can log in to the system or a Web API Client that can access the API with a role.

3. - a list with information about pending invitations and rejected invitations, including
clinic roles and special roles.
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When an invitation has been accepted the user will no longer be included in the invitation log, but in
the User Access Log.
Some columns in this sheet are further explained here:

= Role - role of the invited user.

= Email Address - Email address of each invited user.

= Existing User - indicates whether the invited user already has another role in the study, or is a new user.
Possible values are Yes, No.

= Initial Invitation Sent date/time - information about the first invitation of each user

= Initial Invitation Sent By ID - the numeric user ID for the user

= Initial Invitation Sent By Display Name - initial invitation sent with the display name usedin Viedoc to identify
the user.

= Initial Invitation Sent By Email Address - Email address of the initial invitation sent to the invited user.

= Invitation Resend Count - the number of times an invitation has been resent.

= Latest Invitation Sent date/time - information about the latest invitation of each user.

= Status - invitation status, possible values are Pending, Rejected.

= Invitation Rejected date/time - information about a rejected invitation for each user.

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

5. - 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.
6. - a list with all user accounts setting changes with user ID, change log, user name,

and date/time.

7 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.

11 Demo mode
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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 (ﬁ',
!“_D EMO \_| The study is currently set to operate in demenstration & training mode. Do not input any real data. !“_D EMO \_|

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 =

Espaiiol (Espafia) -

Francais (France)
B#FE (BF)
Polski (Polska)
Svenska (Sverige)

FXEEARSE,

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.

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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Documentation and Training

Documentation & Training

Published by Viedoc System 2020-06-04

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 w“« B . & 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 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

/ 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
A AN 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.
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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
0 =~

(UTC) will be shown in the Read & Understood at column:
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

E b @ 0

certificate of your completed training. Enjoy your triall

Mandatory sections Optional sections

Read & Understood at

v 2019-04-1114:44 UTC

Read & Understood

Section

? Study Protocol
»
70 Latest version of the study protocol

CRF Completien Guidelines
7 Study-specific instructions for CRF completion

? Informed Consent Form
»
7

The latest version of the Informed Consent
Form. dated 2019-03-14

& Viedoc User Guide for Monitors
Text based eLearning for monitors

2 Repeat step 1 for 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

Study Protocol
B! -
[ Latest version of the study protocol

CRF Completion Guidelines

Read & Understood at

" 2019-04-1114:44 UTC

+ 2019-04-1114:55UTC

; Study-specific instructions for CRF completion

Confirm ‘Read & Understood’

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

]é Documentation & Training

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 password

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

Section

Study Protocol
[ Latest version of the study protocol

CRF Completion Guidelines

Read & Understood at

v 2019-04-11 14:44 UTC

+ 2019-04-11 14:55 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.

3 Downloading your user certificate
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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"
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Selection page

Selection page

Published by Viedoc System 2025-04-24

1. Introduction
11 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 8= Show all sites * | Sortbyadded 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

O s Age Status Age O sou Age Status Age
&4 Screened 512 Screened 27.9 @ld 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
Status Age O sou Age O sou Age O sou Age

&a Screened 371 @&l Screened 291 @ld Screened 306 @lB Screened 388
L —

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

ad 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 v Sort by added date b

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:
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Selectionr cCards -

Search v FOUND 11 CARDS.

Gender D Status Age
9 SE-KI-004 Screened 51
a SE-KI-003 Screened 279
2 FI-HU-005 Screened 26.9
9 SE-UU-002 Screened 58.2
9 FI-HU-004 Screened 371
oA FI-HU-003 Screened 291
oA FI-HU-002 Screened 306
2 SE-UU-001 Screened 38.8
a FI-HU-001 35.0
a SE-KI-002 Screened 50.9
9 SE-KI-001 Screened 36.7

= 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).

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-004 All data

The system will return the subjects with the information sought that has been entered in the Case Report Form
(CRE).

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.

« Alldata 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
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Icon Description

Complete - all initiated events have been completely filled in
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 \Views of the Selection page

Depending_ on the study setup, the Selection page looks a bit different.

= [fthe 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_K|_004 ViedocMe
KAROQLINSKA INSTITUTE STOCKHOLM
Status Age Events

&a Screened 512

= Ifthe 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.
2.1 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:
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B SE-01-018 B AE-423-0(

STATUS  AGE gA:]U;Oing

I —
B SE-01-017 Lina-001

8 420 *  FOUND 29 CARDS. EE=

. | -5
5 SE-01-015 ongeing

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
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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

STOCKHOLM

™ 51 010ct19
ald

= 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 Theissues view

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

Selection * lIssues ~

Search v FOUND 9 ISSUES Show all sites v | Alopenissues

1Dt REFERENCE i1 1SSUE DETAIL 41 CONFIRMATION 41 STATE

& frHU-002 _
& frHu-002 1 Mesng o
& fHu-002 1 ising

Click any row to open the form where the issue was raised:
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FA FHu-002 -~ #1-Term: - Start Date: ~

7 Formisinview mode. Click Edit to make it editable

¥ This form contains § required field(

Prior and Concomitant Medications A sHowisTor @ (D

Sequence number Name of drug / medication / therapy

1

Reason for administration
(®) Medical history
() Adverse event

() Other

Dose Unit

==

@

Frequency

Choose one. L

Start date Ongoing?

O O

Dose form

Route

()

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:

Show all sites

CONFIRMATION 1t

3.

v All open issues

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

= Byissue type/status:
= Allissues:
a. Missing data
b. All queries, regardless

of status

c. Form upgrade pending
d. Pending reference data upgrade

= Allopenissues:
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
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= 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 - N

Search v | FOUND 11CARDS.

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

-KI- 2 o, 1 o,
8 B0 e 50% 100%
8 SEKI-003 1 0% 2 100%
a fHu-oos ! - 0%
g SEUU-002 0 - 0%
g  fl-HU-004 14 100% 100%
s [fLHU-003 0 - 0%
o FI-HU-002 19
e Helsinki University Hospital
o SE-UU-001 1
-“ Uppsala University Hospital
5 FI-HU-001 14
e Helsinki University Hospital

cc v nnn 10 S 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. The number in red is the number of missed assessments, and the number in
grey is the total number of pending assessments. An assessment is counted as the number of pending
activities within each event.
= 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 ~

i date

Search " FOUND 11 CARDS.

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

O SE-KI-004
8 SE-KI-003
& Fl-HU-005
SE-UU-002
FI-HU-004 a

o (o o

FI-HU-003

B & Fi-Hu-002 1]
& SE-UU-001

& Fl-HU-001

8 SE-KI-002

8 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:
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Details

003 S PR -

STITUTE STOCKHOWM

Screening Baseline

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

Screening «=a e U
not set

| Event date Zermlte
not et

| check uestions Event date

01un 2022

| Physical Examination

| Vital Signs

| Body measurement s

| 12-Lead Electrocardiogram

nnnnnn

| aboratory resutts

I T I I <

[ VoumsEcarinaion

[ 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

Note! 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.
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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
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Metrics

Published by Viedoc System 2025-04-24

1. Metrics overview

2.

1.1 Viedoc Reports
ueries

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

3. Performance

3.11 Review status
3.12 Subjects

3.13 Queries

3.14 Missing data
3.15 Other

3.16 Save and export

4. Missing data

1

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.

Mor

4.17 Top 5 events
418 Top 5 forms
419 Top 5 items

Viedoc User Guide for Monitors | Viedoc elLearning

4.20 Subijects with confirmed missing data

4.21 Subjects with unconfirmed missing data

4.22 Save and export

Metrics overview

As a Viedoc Clinic user, you need a special permission to view the metrics.

OPEN QUERIES

26

*100%

UNCONFIRMED
MISSING DATA

27

+33%

re 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,

https://help.viedoc.net/c/c63e06/?print=ready
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TOTAL
27

QUERY RATE

0.18

~100%

Sweden (SE)

United States (US)
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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:

= Allsites (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:

Charite University ...

TOTAL

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
oTAL DE-CUB-001
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.
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The number of open queries differs between the Queries page and the Performance page. The Performance
page also includes queries with the state Removed.

11 Viedoc Reports

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

0
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 * || Al subjects v || Alttime v m

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

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

« Queries

« Query state

= Topb5events

« Topb5forms

« Topbitems

« 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)
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Queries

TYPE
VALIDATION . ... ... .. ... 448 | 67.2%
TOTAL MAMUAL ... 219/ 32 8%
6 6 7 Raised on
ITEM . .. ... 503 / BB9¥
EVENTDATE. ... ... .. ....... 74/ 11.1%

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:

Cluery state

RAISED ... ... ... ...... 102 / 15.3%
RESOLVED ..._.............. 135/ 20.2%
APPROVED ... _....... . ... .. M7 [ 32 5%
REJECTED. ... _.............. 95/ 14.2%
CLOSED . ... . ... ... ...... 118 [ 17.7%

= 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.
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2.4 Top 5events

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 VvisITL. 522 (78.3%
VISITZ2. .. T57112%
VISIT3 . .. 44 / 6.6%
ADDSUBJECT. ... ... ... ... ... 20/ 3%
ADVERSEEVENTS . ... ... ... ... 3/04%

2.5 Top 5 forms

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

8O0

600

400

200

o
B VITALSIGNS ...................... 427 | 64%
EVENTDATEFORM ... ... ... _. 74/11.1%
BODY MEASUREMENTS .. ... . ... 64/ 9.6%
PHYSICAL EXAMINATION __ ... _ ... .. 27 [ 4%
DEMOGRAPHICS ... . _ ... .. _..... 20/ 3%
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2.6 Top5items

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 SYSTOLCBP....... .. .. ... .. .. ... 304 [ 456%
HEART RATE ... ... ... ....... 85/127%
EVENTDATE ... ... ... ....... T4 /111%
BMI L. 45/ 6.7%
DIASTOUCBP. ... ... ... ... .. 33/49%

2.7 Top 5 check 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]

o 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 5.4 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_0_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.
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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
= Aparticular site in the selected country

Queries Performance Missing data

Show | All countries ) All sites ¥ Compare with Entire study ¥ m

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 29% DM 10% SDV 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 SJIUKHUSET 70 ENTIRE STUDY 400

SCREENED ENROLLED COMPLETED WITHDRAWN
89% 95% 31% 6.5%
]

62 /89% 351/ 88% 59 /95% 281/ 80% 19/31% 88/ 25% 4/6.5% 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
= 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
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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
- in the 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 7DAYS 14 DAYS 21DAYS
16 16 16

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.
= Queryrate - 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/ 82.76%
348 /100%

MISSING DATA RATE # UNCONFIRMED MISSING DATA OPEN MORE THAN
[# missing data / # subjects]
288/73 348 /116
0 0 7DAYS 14 DAYS 21DAYS
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.

= 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
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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 1# 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 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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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 v All sites v All subjects v All time 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 graphs will show statistics about:

« Topb5events

« Topb5forms

« TopSitems

= Subijects 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
VISITY . ... 241 / 33.6%
ADDSUBJIECT . ... ... .. ... 224 | 312%
ADVERSEEVENTS . .. .. ... ... ... ..... 214 7 298%
VISIT 2. ... 34 14T7%
VISIT3 . .. ... 3 704%

4.2 Top 5forms

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.
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Top 5 forms

400

300

200

100
B STUDYSTATUS ... .. ... ... .. .. 214 / 29.8%
ADVERSEEVENT ... ... ... ... ... ... 173 1 24.1%
PHYSICAL EXAMINATION ... ... ..... 132 /18.4%
SERIOUS ADVERSE EVENT .. ........_ .... 41/57%
LABORATORY RESULTS. . ... . ... .. ..... B /52%

4.3 Top5items

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 [/ 29 8%
OUTCOME OF ADVERSE EVENT .. ........ 28/ 3.9%
ACTION TAKEN WITH STUDY TREAT... .... 27/ 3.7%
CAUSALITY .. ... 2713 7%
SEVERITY/INTENSITY ... ... ......... 25/ 34%

4.4 Subijects 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.
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Subjects with confirmed missing data

®:2

. 2

18

41

41

41

41

41

100

SUBJECT ID

SE-01-332

SE-01-284

SE-01-316

SE-01-166

SE-01-110

In total

Viedoc User Guide for Monitors | Viedoc elLearning

PROGRESS

SITE NAME

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

4.5 Subjects with unconfirmed missing data

LATEST MISSING ITEM (date, visit, form, item)
12 Mar 2018 15:33, Visit 1, Body measurements, We

25 Jan 2018 08:43, Ly

/. Visit 1, Safety Laboratory Parameters, Pleas.

24 Jan 2018 10:53, , Visit 1, 12-Lead ECG, Performed.

07 Feb 2017 14:05, . Visit 1, Physical Examination, Lymph ...

30 Mar 2016 11:58

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

o4

. 24
22

19

16

669

4.6 Save and export

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

62

35

32

28

23

100

SUBJECTID
SE-01-320
SE-01-344
SE-01-331
SE-01-249
SE-01-281

In total

PROGRESS

SITE NAME

Haralinska Un

Haralinska Un

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

LATEST MISSING ITEM (date, visit, form, item)

12 Feb 2018 10:59. Adverse Events, Serious Ad
19 Mar 2018 11:05. Adverse Events, Serious Adverse E
08 Mar 2018 16:35, . Adverse Events, Adverse Event, ...
18 Aug 2017 09:52, . Adverse Events, Adverse Event, ...
28 Sep 2017 09:07 Visit 1. Laboratory results, Crea..

= 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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Issues and tasks

Issues and tasks

Published by Viedoc System 2025-04-24

1. Introduction
2.lssues
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 upper-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 to identify where actions are
needed.

issues

SE-Uppsala-005

UPPSALA
tasks

a 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 when present they help you identify where action is needed.

Note! The issue list will not be visible for sites that have more than 1000 subjects.

2 Issues

It is possible to switch between the views showing Cards/Issues/Viedoc Me/Events by selecting the dropdown list
next to Selection.
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\/|edOC Viedoc Me study

Selection » | cards *

Card g—
Search ares FOUND 13 CARDS.
Issues
SE-UU-003 SE-KI-006 a
UPPSALA UNIVERSITY HOSPITAL Viedoc Me KAROLINSKA INSTITUTE STOCKHOLM
ﬁ Status  Age 0 Status  Age
ala 408 Events aa 387
I ) T
FI-HU-005 SE-UU-002
HELSINKI UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL
D stws Age Status Age
“ Screened 26.9 el Screened 58.2
— ]

The ISSUES view displays the list of existing issues.

Viedocrsé‘ A demo study Demo User =D O
Selection
o SE-02-006 Visit1 1 Missing data issii
&2 yppsala Lab u.-ngd.m
o SE-02-007 Vet 1 Missing data
@ Leb
Uppsala Collzction Date and Time
[v] SE-02-006 Lf:llrl Is the date correct? Please verify!
) b
Upessla Collection Date and Time
o SE-02-007 Vel 1 Missing data
@ Lab
Uppsala
Leukocytes
o SE-02-007 Vit 1 Missing data
Uppsala
Leukocytes

Select any row to open the form where the issue has been raised. If you close the form, you will return to this issue
list again.

The list of issues can be filtered by using the dropdown lists on the upper-right 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
= Allopenissues (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

https://help.viedoc.net/c/c63e06/?print=ready 55/165



12/2/25, 9:48 PM Viedoc User Guide for Monitors | Viedoc elLearning

« 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 e 2
SE-20-003 ot = -
UPPSALA UNIVERSITY HOSPITAL . >
Screening.-~
™  swws AGE Screewg,/
@&l Withdrawn 70.1 507 2020

P
11 [ B
m Screening Protocol date
o=* not set

Screening
tasks pending Scheduled date ®
Event date e not set

Common events T v
) Event date .
Medical / Surgical History (3) Check Questions 3007 2020

B

Prior and Concomitant Medications (0) e

As soon as a task is completed, it will disappear from the views.

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.

https://help.viedoc.net/c/c63e06/?print=ready 56/165


https://help.viedoc.net/l/e20323/en/

12/2/25, 9:48 PM Viedoc User Guide for Monitors | Viedoc elLearning

<

Clinical review, SDV, and Lock

Clinical review, SDV, and Lock

Published by Viedoc System 2023-10-09

1. Introduction
2. Clinical review
3.Sbv
31SDV on item level
4. Lock
4.2 Locking a form
4.3 Unlocking_a form
4.4 Locking/unlocking_a subject-submitted (Viedoc Me) form
5. Data review console
6. Study status and metrics

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
EZ0 Date of:[ﬁrth P05 Aug1984 | @ D Age -
¥ ¥ ; ,
Clinical review SDV Lock L FormHistory (4 Add note

The orange task icon disappears when the checkboxes for clinical review and SDV are selected and the tasks are
completed.
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Patient Info P SHOW HISTORY @ o)
Gender Male (®) Female Transgender
Date of Birth + | 05 Aug 1984 o Age 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 SDV

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.

3.1 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.
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-

)lf Form i in read-only mode

Demographics = % | swow wistory @ (ID
Date of Informed Consent B Gex
*  OF Jul 2023 ] Female (@ Male
Date of birth £ Age
11 Jul 1984 [iss| 39.0
years
EE0 Race B9 Ethnicity

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 D 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.
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Important! Updates to the electronic Case Report Form (€CRF) 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).

;fq Form is in read-only mode

Vital Signs - B sHow HisTorY € (IO
@
Were Vital Signs measured? Date and time
a2 ™\
(@) Yes () No v |09Jan20190 &
@
Heart rate Body temperature
65 372
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] spv | [ ] Lock £ FormHistory [ Addnote

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.
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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).

SE-AHU-081 =  Home Admin123 Jan 2019 ~

x Formis in read-only mode

Viedoc User Guide for Monitors | Viedoc eLearning

Home administration & = < > a @

Did you take the dose? When did you take the dose?

=\ ™
(®) Yes () No

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

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.

A se-stockholm-002

Show all forms ¥

-

-

Add Patient

Patient Info

Visit 1

Event date: 10 May 2021

Lab

https://help.viedoc.net/c/c63e06/?print=ready
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Data Review Console

sHow HisTorY (@ (D

How many tablets did you take?

p Form History

o
@
B

]

o
L=}
=

<

E‘; Add note

3 forms.

1 forms.

=

2 forms.
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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 [ Canecet |
Show all forms ™ 31’@15
~ Add Patient 1 forms.
I Patient Info g = Q
~ Visitl 2 forms.
Event date: 10 May 2021 B & w ®
I Lab oM CRA SOV o
= 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‘R; S‘D)f 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.

FA sE-Stockholm-002  Data Review Console [ Caneet |
Show all forms ¥ 3 forms
- Add Patient 1forms.

I Patient Info T Y ¥ a @ b
~ Visit1 2 forms.
Event date: 10 May 2021 noElYma =

I Lab DM CRA s‘nfv a a
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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 ¥

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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4

Queries overview

Queries overview

Published by Viedoc System 2025-11-04

1. Introduction
2. Role-based queries
3. Manuadlly raised queries
3.1 Pre-queries
3.1.1 Pre-query states
3.2 Queries
4, Validation queries

5. Query states
6. Queries in export output
6.3 Queries in ODM export
6.4 Queries in Excel export
7. Related topics

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.

= An eventis 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.
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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
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For all new studies started after release 4.80, the default setting Enable role-based queries is
selected.
For studies started before release 4.80, 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.

3.1 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 aresult, 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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Pre-query raised by user
with add pre-queries
permission, typically the

Pre-query removed, for
Data Manager

example if it was invalid or

created by mistake.
(Pre-query becomes visible for the role
with promote pre-queries permission,
who can either Promote or Reject the

e pre-query.)

Pre-query Raised

Awaits promotion

Pre-query rejected by role Pre-query promoted by role
with promote pre-queries with promote pre-queries
permission. permission.

Pre-query Promoted

Pre-query Rejected Ready for release

Pre-query rejected by

\J
S0 role with promote
TOP pre-queries

permission.

Pre-query released by role with
add queries permission.

(Pre-query is released and
becomes a query, visible to
the site for the user with
permission to add/update
query answers.)

Query Raised

Awaits answer

n
'g_m
Exd
z >
-]

<$
o

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) PrequeryPromoted (Ready
promotion for release)

Reject pre-query (by Monitor) PrequeryRejected (Rejected)
Ready for PrequeryPromoted = Release pre-query (by Monitor) QueryRaised (Awaits
release answer)

Reject pre-query (by Monitor) PrequeryRejected (Rejected)
Rejected PrequeryRejected N/A. No action can be performed N/A. Final state

on a rejected pre-query.
Removed PrequeryRemoved N/A. No action can be performed N/A. Final state

on a removed pre-query.
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3.2 Queries

The query process involves two different roles with different permissions in handling queries:

= One role with permissions to raise and approve queries, typically the
» One role with permission to resolve queries, typically the Investigator.

A query is raised in Viedoc either when a query is manually added or when a pre-query is released.

An unlimited number of queries can be added on the same item at the same time.

The following image illustrates the main actions that can be performed on a query and all the states it goes through:

A query is raised through one of the following:

a. Manually added query by a user with permission

b. When a pre-query is released. See pre-queries section above.

c. When a validation query was resolved by confirming data as correct, and then rejected. See Validation
queries section later on.

A raised query can be removed, for example if it is invalid or added by mistake.

3.a. The user with permission to add/update subject/event/form data and query answers, typically the
Investigator, resolves the query by one of the following:

« Editing the data
= Confirming the data is correct and providing an explanation

3.b. When confirming data as missing, typically by the Investigator, this becomes a resolved query that awaits
approval. This type of query can only be approved at step 4 below.

The user with permission to can:

= Approve the resolved query.
= Reject the resolved query. The old query becomes Rejected and a new query is raised.
An exception is a query raised as a result of confirming data as missing by the site user (see 3.b.
above). This type of query can only be approved.

See also Query states.

Pre-query Released

(Pre-query is released and
becomes a query, visible in
Viedoc Clinic for the user with
permission ro add/update

query answers.) ( stoP )
o J/
uery Approved
Query Query App
Removed
(" stop
( A
_ Query Raised Query Resolved .
Awaitsanswer  —__  Awaitsapproval ____ QueryRejected —
Resolve by data edit.
; Resolve by confirming data
as correct and providing an
! . When a query is rejected, this
explanation.
! is regarded as a final state for
! the original query and a new
| query is raised again
| automatically by the system
1
1
! Confirm data as missing
1
1
1
1
B Query Closed
« The item becomes hidden
« The form is reset -
= The event is deleted ( sToP \\
= The study event date is cleared L yi
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4 Validation queries

The following image illustrates the main actions that can be performed on a validation query and all the states it
goes through:

1. A query is raised as a result of a validation performed by the system.

2. The user with permission to add/update subject/event/form data and query answers, typically the Investigator,
resolves the query by one of the following:

a. Editing the data. As a result, the query is closed.
b. Confirming the data is correct and providing an explanation. The query is now resolved and waiting for
approval.

The user with permission to can:

a. Approve the resolved query.

b. Reject the resolved query. The old query becomes Rejected and a new query is raised and becomes a
manual query. So from here it will follow the path of a manual query from the Query Raised state, as
described earlier in Manual queries > Queries.

See also Query states.

Validation triggers a query

(Query is raised and visible in
Viedoc Clinic for the user with Query Approved
permission ro add/update
query answers.) A
Reject
Query Raised Query Resolved
Awaits answer Awaits approval  ———os Query Rejected ~
-
Resolve by confirming ‘
- data as correct and |
| providing an explanation. I
Resolve by 1
data edit. : |
| I
I I
| |
| |
, |
| I
1 The item becomes hidden I
I * The form is_ reset v
» The event is deleted - - -
I+ The study event date is cleared When a query is rejected, this
is regarded as a final state for
the original query and a new
Query Closed query is raised again as a
manual query (it goes to

A4

Query Raised state of a
manual query)

5 Query states

The table below summarizes the different states of a query in Viedoc Clinic, in the export output (Excel/ODM, as well
as the possible actions that can be performed on a query and the state this will transition to.

All the related queries are automatically closed, when:
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« The item becomes hidden

= The form s reset
= The event is deleted
= The study event date is cleared (only queries raised on the study event date are closed)

In Viedoc
Clinic

Rejected

Approved

Closed

Removed

In export output

QueryRaised

QueryResolved

QueryRejected

QueryApproved

QueryClosed

QueryRemoved

Viedoc User Guide for Monitors | Viedoc elLearning

Through...

Remove query (by Monitor)

Edit query (by Monitor)

Resolve query (by Investigator)

Approve query (by Monitor)

Reject query (by Monitor)

N/A. No action can be performed on a rejected
query.

When a query is rejected, this is regarded as
a final state for the original query and a new query
is raised again automatically by the system.

N/A. No action can be performed on an approved
query.

N/A. No action can be performed on a closed
query.

N/A. No action can be performed on a removed
query.

6 Queries in export output

In order to include the query information in the exported file, you need to select Queries under the Type of data in

Becomes...

QueryRemoved
(Removed)

QueryRaised
( )

QueryResolved

( )

QueryApproved
(Approved)

QueryRejected
(Rejected)

N/A. Final state

N/A. Final state

N/A. Final state

N/A. Final state

the Data export page. When selecting to include Queries, the Query history option becomes available.

The queries can be exported to the following export output formats:

= Microsoft Excel - Office Open Extensible Markup Language (XML)

= Comma-Separated Values (CSV)

= Operational Data Model (ODM) - in this case, the Query history is not optional, but will be included
regardless. For this reason it is not displayed as an option.
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Data Export

Allsites  Sweden

Subjects to include ( 21)

Al subjects

Events and time period

All events

Forms and items

All forms

Type of data
Signed data Not Signed data SDV performed or NA SDV pending Queries Query history
v| Signed data v| Not Signed data
| SDV performed or NA | SDV pending

In addition to data. also include the following in the export (will not be included in Preview data)
] Queries | Query history
Review status Medical coding
Event dates Edit status

Uploaded files

For more details and instructions on how to perform an export, see Exporting data.

6.1 Queries in ODM export

For details on how queries look in the ODM export see Queries in ODM export.

6.2 Queries in Excel export

For details on how queries look in the Excel/CSV exported file see Queries in Excel export.

7/ Related topics

« Role-based queries

« Raising_ and promoting pre-queries

« Raising/Approving/Rejecting queries
« Queries in ODM export

« Queries in Excel export

« Role-based queries

= Metrics

« Video tutorial Issues: Resolve a query
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Raising and promoting pre-queries

Published by Viedoc System 2024-10-10

1. Raising a pre-query
2. Promoting/Rejecting a pre-query,
3. Releasing/Rejecting a pre-query,

For an overview of the entire query process see Queries overview.

1 Raising a pre-query
To be able to raise a pre-query you must have the permission to add pre-queries, typically the Data Manager (DM).

To add a pre-query:

1 Open the form that contains the field the pre-query will be raised on.

2 Click the + icon in the top-right corner of the group that contains the respective field. The Add new
action pop-up is displayed:
= Select the field the pre-query will be added to from the drop down list.
= Choose the type of action - Add a pre-query.
= Enter the pre-query text.
Add new action

Select a field

Result

Choose type of action

Add a private note §&

® Add a pre-query
Add pre-query text here

Is this the correct result? (grg-query)

Ready Cancel

3 Click Ready. The pre-query is created and needs to be promoted and released by the user with
permission to promote pre-queries (typically the Monitor), in order to be visible as a query for the site
staff.

The pre-query can be edited or removed (if invalid or created by mistake) by clicking the Edit or
Remove links:

Result

Is this the correct result? (pre-query)

Edit Remove

A Removed state is a final state for a pre-query.

A pre-query is always marked by this icon:
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Once a pre-query has been promoted and released, it becomes a query and it is marked by this icon:

2 Promoting/Rejecting a pre-query

To be able to promote/reject a pre-query you must have the permission to promote pre-queries, typically the
Monitor.

If there are any pre-queries that await promotion, these are marked as tasks. For details about tasks, see |ssues and
tasks.

To promote a pre-query:

1 Browse to the task and open the respective pre-query that is marked with state A
pop-up is displayed where you can either Promote or Reject the pre-query:

Result

Is this the correct result? (pre-query)

Promote Reject

2 = To promote the pre-query, select Promote and click Save query. The pre-query will enter
the state.

= To reject the pre-query, select Reject and click Save query. The pre-query state will be
Rejected. This is a final state for a pre-query.

3 Releasing/Rejecting a pre-query
A pre-query can be released after it has been promoted, that is, a pre-query in state.
A pre-query waiting to be released is marked as a task. For details about tasks, see Issues and tasks.

After releasing a pre-query, this will become a raised query visible to the site staff. This is why, releasing a pre-query
can be performed by a user with permission to add queries.

To release a pre-query:
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1 Browse to the task and open the pre-query that is .A pop-up is displayed where you
can either Release or Reject the pre-query:

Result

Is this the correct result? (pre-query)

Pre-query promoted!

@ Release Reject
Please rephrase your query

Is this the correct result?

Save query

2 = Torelease the pre-query, select Release, rephrase the query text if needed and click Save
query. The pre-query will be released as a query to the site, with state
= Toreject the pre-query, select Reject and click Save query. The pre-query state will be
Rejected. This is a final state for a pre-query.

When role-based queries is enabled for your study, when a pre-query is released, (typically by
the Monitor):

= The new query visible for the site staff is considered as being raised by the same role that
released the pre-query.

= Only that same role will be able to approve/reject the query resolution, for more
information, see Role-based queries.

For more information on pre-queries, see Queries overview.
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Raising/Approving/Rejecting queries

Published by Viedoc System 2024-10-10

1.Adding_a query

2. Editing a query

3. Removing a query

4. Approving/Rejecting a query
4.1 Approving_a query,
4.2 Rejecting_a query

For an overview of the entire query process see Queries overview.
A query can be added/edited/removed/approved by the user with permission to add/change queries.

When the role-based queries option is enabled for your study, all of the above actions are restricted to the
same role as the role who raised the query. For more information, see Role-based queries.

1 Adding a query

To raise a query:

1 Open the form that contains the field the query will be raised on.

2 Clickthe + icon in the top-right corner of the group that contains the respective field. The Add new
action pop-up is displayed.
= Select the field the query will be added to from the drop down list.
= Choose the type of action - Add query.
= Enter the query text.

Add new action

Choose type of action

e Addaquery

Add query text here

Is the event date correct?

Ready Cancel
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3 Click Ready. The query was raised and it is now visible for the site and ready to be resolved, with state
Awaits answer:

EE5) sE-88-011  Home adm. [20 Jun 2022]

x Form is in read-only mode.

Home adm. i | sHow HisTorY ) (D

Protocol date

12 Jun 2022- 19 Jun 2022 12 Jun 2022(-0/+7)
Event date
20 Jun 2022
? Eventdate Correct date? | (199) 27 May 2024 14:38 CEST L
Clinical review Lock D Form History

After the query has been raised it can be:

= Resolved by the site (Investigator).

= Edited by any user with permission to add/change queries.

= Removed by any user with permission to add/change queries (in case the query was invalid or added by
mistake).

2 Editing a query
The text of a raised query can be edited as long as the query was not resolved (Awaits answer).

To edit a query:

1 Open the query (from the respective form) and click Edit:

Event date

’? Is this date correct?
- By I » (199) 27 May 2024 15:12 CEST
2 Monitor

Edit Remove

Close

Note! The avatar icon and the user role who raised the query is only visible if role-based queries is
enabled for the study. For more information, see Role-based queries.
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2 Edit the text and click Save query:

Gender

? Please check this

Save query

The query text is now updated.

3 Removing a query

A query can be removed, for example if invalid or added by mistake, as long as the query was not resolved (Awaits
answer).

To remove a query:

1 Open the query (from the respective form) and click Remove:

Event date

? Is this date correct? Please check.
- By o0 D00 (199) 27 May 2024 1517 CEST
2 Monitor

Edit | Remove

Close

Note! The avatar icon and the user role who raised the query is only visible if role-based queries is
enabled for the study. For more information, see Role-based queries.
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2 Click Save query to confirm:

Event date

Is this date correct? Please check.
By (199) 27 May 2024 15:17 CEST
2 Monitor

Save query Close

The query state is Removed. This is a final state for a query.

4 Approving/Rejecting a query

After the query was resolved by the site (typically the Investigator), it is marked as a task, it is in
state and can be either approved or rejected.

An exception is a query raised as a result of confirming data as missing by the site user. This type of query can
only be approved.

| % 1queries to be approved |

x Form is in read-only mode,

Screenlng sHow HisTorY @) (D
Event date
29 Nov 2021
Eventdate Yes thisis correct. | (199) 27 May 2024 15:39 CEST 2
Clinical review sbv Lock p Form History

41 Approving a query

To approve a query:
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1 Open the query. The query pop-up opens displaying the list of the query history:

Event date

7 Is the event date correct?
b4 By 17 Sep 2021 11:11 CEST
4~ Data confirmed as correct!
Yes, the event date is correct.
By 17 Sep 2021 13:05 CEST

Approve Reject
Close
2 Select Approve and click Save query:
Event date

7 Is the event date correct?
By 17 Sep 2021 11:11 CEST

& Data confirmed as correct!
Yes, the event date is correct.
By 17 Sep 2021 13:05 CEST

® Approve Reject

Save query Close

The query is now Approved. This is a final state for a query:

Event date

7 Is the event date correct?
By 17 Sep 2021 11:11 CEST

# Data confirmed as correct!
Yes, the event date is correct.
By 17 Sep 2021 13:05 CEST

4~ Answer approved!
By 17 Sep 2021 13:19 CEST

Close

4.2 Rejecting a query

To reject a query:
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1 Open the query. The query pop-up opens displaying the list of the query history:

Event date

9 Is this date correct? Please check.
- By (199) 27 May 2024 15:17 CEST
2 Monitor

4. Data confirmed as correct!
Yes this is correct.

By (199) 27 May 2024 15:39 CEST
! Approve | Reject
Close

Note! The avatar icon and the user role who raised the query is only visible if role-based queries is
enabled for the study. For more information, see Role-based queries.

2 Select Reject, optionally rephrase the query and click Save query:

Event date

9 Is this date correct? Please check.
H By (199) 27 May 2024 15:17 CEST
- Monitor

4. Data confirmed as correct!
Yes this is correct.
By (199) 27 May 2024 15:39 CEST

Awaits approval

' Approve (@ Reject
Please rephrase your query

Is this date correct? Please check.

Save query Close

The old query is closed with state Rejected and a new query is raised that Awaits answer:

8 Event date » 21072021 Eventinitiated | By 22 Jul 202115:41 C
? Eventdate Please check once morel | 17 Sep 2021 13:30 CEST
? Event date = Yes, the event date is correct. | 17 Sep 2021 13:28 CEST
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Exporting data

Exporting data

Published by Viedoc System 2025-12-02

1. Introduction
2. Filtering the data to be previewed/exported
21 Filtering_data by country and site
2.2 Including subjects
2.3 Events and time period
2.3.1 Selecting events
2.3.2 Selecting a time period
2.4 Forms and items
2.5 Type of data
2.5.3 Filter data by review status
2.5.4 Additional information
2.5.41 Booklet status
2.5.4.2 Queries and Query history
2.5.4.3 Review status
2.5.4.4 Event dates
2.5.4.5 Uploaded files
2.5.4.6 Pending forms
2.5.4.7 Medical coding
2.5.4.8 Edit status
2.5.4.9 Subject status
3. Export output formats
3.6 Microsoft Excel / CSV
3.7C8V
3.8 PDF
3.9 CDISC ODM
4. Export compatibility with previous Viedoc versions
4.10 Output versions

6. Previewing data
6.11 Data table
6.11.5 Column menu
6.11.510 Column display options
6.11.5.11 Column filter
6.11.512 Column selection options
6.11.6 Data table context menu
6.12 Pie chart
6.13 Column chart
6.4 Line chart
7. Data export templates
715 Saving export settings as a template
716 Applying_a data export template
717 Editing a data export template
718 Deleting_a data export template
8. Exporting data
8.19 Latest exports
9. Exporting Data FAQ

1 Introduction

The Data Export page can be accessed by selecting the Data Exporticon in the study start page:
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A Demo Study

Data Export

The Data Export page enables you to preview and download study data:
= Preview - Using the preview feature, you can review the data directly on the screen, and generate
different types of graphs from the data. It is also possible to directly access the underlying electronic
Case Report Form (eCRF) pages.
« Export - You can export the data to an external file for further analysis or archiving. Viedoc supports
export of data to the following formats:
= Excel
= PDF
= Comma-Separated Values (CSV)
= Statistical Analysis System (SAS)
= Operational Data Model (ODM)

2 Filtering the data to be previewed/exported

You can filter the data that you want to preview/export, as described in the following sections.

21 Filtering data by country and site
If you have access to multiple sites, you can filter the data for a specific country or site.

To filter data for a specific country, select the name of the country. The selected country appears in blue letters
besides the Data Export header, while the site(s) for the selected country are listed below:

A Demo Study

Data Export | swear

All sites  Stockholm Uppsala
For a specific country, you can choose to export the data for:

= All sites (default)
= A specific site that you select. The current selection is highlighted in blue text.
Only one site can be selected at a time.

To undo the selection of the site, select All sites.
To undo the selection of a country, select the cross x icon beside the name of that country.

While filtering for country or site, the number of subjects depicted in between brackets in the Subjects to include
field is updated accordingly.

2.2 Including subjects
You can choose to include all subjects in the data preview or export, or include a selection of subjects.

To select which subjects to include:

1 Select Include single subject(s).
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2 Select the + icon and select from the drop-down list the subject you want to add. The selected
subject appears in the Subjects to include field:

SE-Stockholm-001 €

(®) Include single subject(s): SE-Stockholm-001

SE-Stockholm-001 @

Repeat this step for each subject you want to include in the data preview/export.

To undo the selection of certain subjects, selectthe - icon, or select the cross x icon next to the subject ID:

SE-Stockholm-00 1

SE-Stockholm-001 A @

2.3 Events and time period

You can choose to include all the data or only for certain events. You can also filter the data added or edited during a
certain time period.

Note! The available events are the ones existing in the latest design version applied on the first of the selected sites
to be included in the export. If there are multiple design versions running for different of the selected sites, you have
to select one site at a time in order to get the available events for the respective site.

2.31 Selecting events
You can choose to:

= Include all events (default)
= Include Single events. See below the instructions for selecting single events.

To select which events to include:

1 Select Single event(s).

2 Selectthe + icon and select from the drop-down list the event you want to add. The selected event
appears in the Events and time period field:

Visit1 @ | | Lab Visit @

(o Single event(s): Visit 1 * @ | LabVisit

Repeat this step for each event you want to include in the data preview/export.
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To undo the selection of certain events, select the - icon, or select the cross x icon next to the event:

2.3.2 Selecting a time period

To include data from a specific time period:

1 Select the Time period checkbox:

|« | Time period: = Edited (UTC) * | between v

* 01 Jan 2018 00:00 [ and .+ dd MMM yyyy HH:mm &

Current date & time @

Yesterday

2 Select one of the following options from the first drop-down list:
= Edited (UTC) - to include data based on the date they were added or last edited.
Note! This feature includes data based on Coordinated Universal Time (UTC), not on the
local time a user has added or edited data. Note that also the time period should be
specified in UTC.
=« Event date - to include data based on the event date.

3 Select whether to define the time period until a certain date, from a certain date, or between two
dates.
4 Select the date(s).

Tip! Filtering for data that were added or edited since a specific date is especially useful if you want to see all new
and changed data since for example your last monitoring visit.

To undo the selection of a certain time period, select the cross x icon next to it:

until 16 May 2018 00:00
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24 Formsanditems

You can choose which forms and items to be included in the export output:
» Include all forms and items (default)

= Include single forms and items - see the instructions below on how to select forms and items.

Note! Only data belonging to forms and items that exist in the latest effective design applied to the first of the
selected sites will be included in the export. Also note that the forms and fields available to choose from are
determined by the visibility settings for your user role.

To include data from specific form(s):

1 Select Include single forms and items.

2 Select the forms and items to be included, in one of the following ways:
= Select the checkbox corresponding to a form in the list displayed, to include the respective
form with all the items contained. The selected/total number of items will be highlighted in
green:

|+ Adverse Events

= Select the field [..]/[..] items next to the form name, and select/deselect specific items. You
can also use Select all / Deselect all for selecting/deselecting all the items in the form at
once. If selecting only some of the items in the form, the selected/total number of items will

be highlighted in orange:

|« Concomitant Medications

Selectall Deselectall

[w] CMId: [] Drug/Medictaion/T...
[w| Indication [ ] Dose

[« Unit

To undo the selection of a certain form, select the cross x icon next to it:
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2.5 Type of data

2.5.1 Filter data by review status
You can filter the data to be included in the export by the review status, as follows:

= Signed data (selected by default) - data that has been signed in Viedoc Clinic (typically by the
Investigator). For information on how data is signed see Signing_ data.

= Not signed data (selected by default) - unsigned data.

= SDV performed or N/A (selected by default) - data on which the Source Data Verification (SDV) was
performed (marked by the SDV flag in Viedoc Clinic) and data that does not require SDV.

= SDV pending (selected by default) - data that requires SDV that was not performed (not yet marked by
the SDV flag in Viedoc Clinic).

2.5.2 Additional information

You can select to include additional information, depending on the export output format, as described in the
following sections.

2.5.2.1 Booklet status

For PMS studies, there is an option to include booklet status and booklet status history in the export.
When selecting to include Booklet status, the Booklet status history option becomes available.
Depending on if the booklet status is included in the export or not, the export contains the following information:

= Without Booklet history - there is one row for each booklet, providing information about the current
status of the booklet.

« With Booklet history - there is one row for each change in the booklet status, that is, there can be many
rows for one and the same booklet.

Booklets in submitted status are not included in exports triggered by users on the sponsor side. The booklets are
included to those users when they are received.

Note! Clinic actions to submit/recall back and forth are not available on the sponsor side. Only the latest submit of
the booklet that was received by the sponsor is included.

If the Booklet Status is selected and the following options: Require Responsible Investigator for booklet
submission, and Require Contract for booklet submission, are enabled for the study, two columns are added to the
export.

= Contract number - of the selected contract for the specific booklet.
= Responsible Investigator - user name (internal ID) of the user selected as Responsible Investigator for
the specific booklet.

If Booklet history is selected at export, the historically selected Contract and Responsible Investigator are included
in the respective booklet status. The most recent contract information shall be shown, regardless of the booklet
status.

Note! If the contract linked to a booklet is edited, the contract information is updated in the existing row for that
booklet in the export performed after the information was updated.

The booklet status can be exported to the following export output formats:
= Microsoft Excel - Office Open XML

« CSV
« ODM - in this case, the Booklet history is not available.
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Column name

Site sequence

Description

A counter that identifies the site globally within the study

number
Site name The site name, as set in Viedoc Admin
Site code The site code, as set in Viedoc Admin

Subject sequence
number

Subject Id

Booklet sequence
number

Booklet Id

Booklet name

Booklet status
Booklet activity
Date & time (UTC)

User name (ID)

A counter that identifies the subject within the site

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

A counter that identifies the booklet within the sequence of booklets for the same subject

The booklet ID, as set in the study design (in Viedoc Designer)

The booklet name, as set in the study design (in Viedoc Designer) and displayed in
Viedoc Clinic

One of Not initiated, Initiated, Submitted, Received, Returned, or Frozen
Initiated, Submitted, Recalled, Received, Frozen, Unfrozen, or Returned
The date and time of the status change

The name (ID) of the user who changed the booklet status

Contract number The number of the selected contract for the specific booklet.
This column is present in the export only if the option to link the booklet to a
contract is enabled for the study.
Responsible User name (internal userID ) of the user selected as Responsible Investigator for the

Investigator

specific booklet.
This column is present in the export only if the option to link the booklet to a
contract is enabled for the study.

2.5.2.2 Queries and Query history

When selecting to include Queries, the Query history option becomes available.

The Queries can be exported to the following export output formats:

= Microsoft Excel - Office Open Extensible Markup Language (XML)

= CSV

= Operational Data Model ODM - in this case, the Query history is not optional, but will be included
regardless. For this reason it is not displayed as an option.

= Queries in ODM export

« Queries in Excel export

2.5.2.3

Review status

The review status can be exported to the following export output formats:

= Microsoft Excel - Office Open XML - when selecting one row per item as Layout, the review status is not
included in the export.
» CSV -when selecting one row per item as Layout, the review status is not included in the export.
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= PDF - PDF Archive (PDF/A) - only the signature information is included (not SDV, lock status, or CRA
review status).

ODM

« Review status in ODM export

« Review status in Excel export

2.5.2.4 Eventdates

The event dates can be exported to the following export output formats:

= Microsoft Excel - Office Open XML

« CSV
« ODM

When selecting to include Event dates in the Excel export, a separate Event dates sheet is created that lists all the

events with the following information:

Column name

Site sequence
number

Site name
Site code

Subject
sequence
number

Subject Id

Event Id

Event name

Event repeat key

Event status

Event date

Planned date

Proposed date

Window start
date

Window end
date

Initiated by

Initiated date
(UTC)

Description

A counter that identifies the site globally within the study

The site name, as set in Viedoc Admin
The site code, as set in Viedoc Admin

A counter that identifies the subject within the site

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

The event ID, as set in the study design (in Viedoc Designer)

The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic

For recurring events, the counter that identifies different occurrences of the same event
(identified by the Event ID). Available for output versions Viedoc 4.39 and onward.

The current status of the event. It can be one of the following:
= Initiated
= Proposed
= Not Initiated
» Planned

The event date, as set in Viedoc Clinic when the event is initiated
The event planned date, as set in Viedoc Clinic when the event is planned
The proposed date for the event, if set in the study design

The event time window start date, if set in the study design.

The event time window end date, if set in the study design

The name and ID of the user who initiated the event

The date and time (UTC) when the event was initiated
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Column name Description
Last edited by The name and ID of the user who last edited the event

Last edited date The date and time (UTC) when the event was last edited
(UTC)

Design version The design version/revision that is active for the event

2.5.2.5 Uploaded files

When selecting the Uploaded files option, the uploaded file together with the thumbnail (if it exists) are part of the
Excel, CSV and PDF export output:

= Excel - the export file (xIs) together with all the referenced file uploads are included in a zip file.

= CSV, PDF - A folder with all the referenced file uploads is included in the export zip file.

= When you select Include history (available only for one row per item), the current version of the
uploaded file will be included as usual, and the previous versions of the files will be stored in subfolders
named as the Edit sequence number.

The folder structure obtained when you unzip the file is as follows:
- SponsorCode_YYYYMMDD_HHmmss (date and time in UTC format)
- FileData
- StudySite (SiteCode)
- SubjectKey
- StudyEventOID
- EventRepeatKey
- ActivityOID
- ActivityRepeatKey
- FormOID
- FormRepeatKey (if any)
- ItemGroupOID
- ltemGroupRepeatKey (if any)
- ltemDefOID
- FileName.extension (original filename)

- FileName_tn.extension (thumbnail filename)

The export output (Excel, PDF, CSV, ODM) as well as the Data preview provides the following information about
uploaded files:

« File Name

= File Size (in bytes)

= File Hash

» Path to where the actual file is located in the exported zip file

The following information on the uploaded file is available in the full history:

= Who has uploaded the file

« Upload date

= Initial/Updated (first file uploaded/update of an existing file)
= File Name

= File Size (in bytes)
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» File Hash (MD5)

= Linkto file

2.5.2.6 Pending forms

The pending forms can be exported to the following export output formats:

= Microsoft Excel - Office Open XML

« CSV

Forms are considered pending when they are uninitiated in initiated events. This applies to all types of events,
including subject-initiated events. For repeating forms, if the first instance of the form is uninitiated, the form is
considered pending. Resetting a form results in that form being pending.

When selecting to include Pending forms in the Excel export, a separate Pending forms sheet is created that lists all
the forms with the following information:

Column name

Site sequence
number

Site name
Site code

Subject
sequence
number

Subject Id

Event sequence
number

EventId

Event name

Event repeat key

Activity Id

Activity name

FormId

Form name

Event date

Pending since

Description

A counter that identifies the site globally within the study

The site name, as set in Viedoc Admin
The site code, as set in Viedoc Admin

A counter that identifies the subject within the site

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

A counter that identifies the event within the sequence of events for the same subject

The event ID, as set in the study design (in Viedoc Designer)

The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic

For recurring events, the counter that identifies different occurrences of the same event
(identified by the Event ID). Available for output versions Viedoc 4.39 and onward.

The activity ID, as set in the study design (in Viedoc Designer)

The activity name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic

The form ID, as set in the study design (in Viedoc Designer)

The form name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic

The event date, as set in Viedoc Clinic when the event is initiated

The date and time since when the form has been pending

This is not always the date when the event was initiated. For a form that has been hidden
due to a visibility condition, the pending since date is the date when the form is made
available.

2.5.2.7 Medical coding

The medical coding can be exported to the following export output formats:
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» Microsoft Excel - Office Open XML. For details, see Medical coding_in Excel export.

= CSV - similar output information as in Excel.
= ODM - for details, see Medical coding in ODM export.

2.5.2.8 Edit status

The edit status can be exported to the following export output formats:

» Microsoft Excel - Office Open XML
= CSV

= PDF-PDF/A

= ODM

2.5.2.9 Subject status

The subject status can be exported to the following export output formats:

= Microsoft Excel - Office Open XML
« CSV
- ODM

The sheet Calculated subject status contains the following columns:

« Site sequence number

= Site name

= Site code

« Subject sequence number

« Subject Id

= Screened state

= Screened on date/datetime (site local)
« Enrolled state

» Enrolled on date/datetime (site local)

« Completed state

= Completed on date/datetime (site local)
« Withdrawn state

« Withdrawn on date/datetime (site local)

3 Export output formats

Select the export output format of the data under Output format > Output to:

Outputto’  picrosoft Excel - Office Open XML

Microsoft Excel - Office Open XML

U

C5V - Comma-separated values
PDF - Pdf Archive

CDISC ODM - XML

You can export the data to one of the following formats:
1. Microsoft Excel - Office Open XML

2.C8V

3.PDF - PDF/A

4.0DM
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3.1 Microsoft Excel / CSV

Viedoc uses Microsoft Excel Open XML format which is compatible with Excel version 2007 and later.

For details about the Excel export options and the format/structure of the output file, see Excel export.

3.2 CSsv

The output of the CSV export is similar to the Excel export output. The CSV export output consists of a zip archive
containing one CSV file that corresponds to each sheet from the Excel export. For details about the Excel export
options and the format/structure of the output file, see Excel export.

For the CSV export and one row per activity selected layout, there is also the option to Include corresponding SAS
script. For details, see Exporting for SAS.

The export to CSV fails if the same OID was used in Viedoc Designer in different design versions withdifferent
casing (for example, an OID defi ned 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 singleform is
selected for export.

3.3 PDF

For details about the PDF export and the format/structure of the output file, see PDF export output.

3.4 CDISC ODM

The Clinical Data Interchange Standards Consortium (CDISC) Operational Data Model (ODM) is a vendor neutral,
platform independent format for interchange and archive of clinical trials data. The format includes the clinical data
along with its associated metadata, administrative data, reference data and audit information. All of the information
that needs to be shared among different software systems during the setup, operation, analysis, submission or for
long-term retention as part of an archive is included in the model.

This is used for exporting the data to an ODM file, with or without Viedoc extensions. To include the Viedoc
extensions in the exported file, select the Include extensions checkbox. Viedoc extensions are Viedoc-specific
settings that cannot be described as part of the CDISC standards. If the exported file is to be imported to Viedoc at a
future time, the checkbox should be selected.

Select SAS compliant XML to automatically populate the SAS field name and the SAS dataset name.
The ODM export file is built up as follows:

= The Study tag contains the information on the study settings, study design, workflow.

« The AdminData contains data about the user and site settings.

« The ClinicalData tag contains the data that was filled in in Viedoc Clinic.

« The Association tag contains information about the performed actions such as SDV, raising and
approving queries, medical coding, lock, CRA and DM reviews.

« Queries in ODM export

= Medical coding.in ODM export

= Review status in ODM export

« Excel export (See for more information on how to export Audit trail history.)

4 Export compatibility with previous Viedoc versions

It is possible to select the Viedoc version that the exported file should be compatible with. This option enables you to
export files that have the same format as files exported from previous Viedoc versions.

This functionality is optional and set in the study settings in Viedoc Admin. It might not be activated for your
study.

If activated for your study, you can select the Viedoc version that you wish the exported file to be compatible with
under Output format and export, from the Output version drop-down menu. If you wish to create an export file
according to the latest Viedoc version, select Latest Viedoc version:
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Data Export

Allsites Sweden Finland

Latest exports

o? o} Export templates

The Viedoc version used for data export is listed in the Latest exports area on the right side of the export page.

The exported file contains information about which Viedoc version was used to create it. You can find information
about the Viedoc version in the following places:

= For Excel, the Viedoc version used is displayed in the README sheet.

= For CSV, the Viedoc version used is displayed in the README text file.

« For PDF, the Viedoc version used is displayed on every page in the footer or side bar.
« For ODM, the Viedoc version used is displayed in the Export version extension.

41 Output versions

The Viedoc versions available in the Output version dropdown menu are only those versions in which changes to
the data structure were introduced.

As of Viedoc release 4.79, the following output versions are available:

Output Changes in data structure

version

Latest When choosing Latest Viedoc version, the exported data will automatically follow the structure
Viedoc of the latest Viedoc release in which changes to the data structure were introduced.

version

Viedoc 4.79 Introduction of a number of changes to the ODM data export. See the table below for details.

Viedoc 4.77 For studies where item-level SDV is enabled, when exporting review status, the SDV sheet in the
CSV and Excel data exports will include only the items that require SDV and are visible to the
user. On the Review status sheet, items that do not require SDV are indicated with N/A.

Viedoc 4.68 Introduction of pdf archive export system check which splits the archive into one pdf file per
subject and stores resultant PDF in a zip file.

Viedoc 4.67 Introduction of two new columns for approving medical coding: "approved by" and "approved on
date".
Viedoc 4.51 Introduction of three new form repeat keys and the table of contents in the PDF export, see the

table below for details
Viedoc 4.39 Introduction of repeating forms and recurring events, see the table below for details.

Viedoc 4.38 Original output format (Viedoc versions 4.38 or older).

In Viedoc 4.79, the following changes to the export output were introduced:
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Changes in the export output format

Introduction of support for partial datetime, date, and time. This is now the default type when exporting
designs and data in ODM format. Partial dates as per the ISO 6801 standard are written up to the
most detailed value available.

This makes the export compliant with CDISC ODM.

When exporting a design to ODM, multi-selection code lists are handled as follows:
Checkbox item definitions are split by code list items.

« During metadata export, checkbox ItemDef is replaced with one for each code list item.
= For clinical data export, the comma-separated values are replaced for the checkbox with
ltemData for each respective value.

For example, when splitting a checkbox ItemDef with OID="CHK" and code list IDs "Yes" and "No", the
split checkbox ItemDefs will have the OIDs "__CHK__Yes" and "__CHK__No", respectively. That is, the
original OIDs and the code list IDs are prefixed with two underscore characters and separated by two
underscore characters.

In Viedoc Designer, checkbox items are exported as multiple temDefs - one for each selection value.
In Viedoc Clinic and the Viedoc API: In the latest export version, checkboxes are exported as separate
items for metadata and clinical data. In previous export versions, checkboxes are exported as one
item.

This has been introduced to be compliant with CDISC ODM.

Bug fix: In the ODM data export, the content of the Question element for study event items and booklet
forms was not complete. According to the CDISC standard, the element should include one of the
TranslatedText attributes. This is now solved, and the Question element is populated with a string
related to the corresponding OID.

This is applied to all export versions.

Bug fix: In the ODM data export, the MeasuremetUnit.Name contained HTML code, making it non-

compliant with the CDISC standard. This is now solved, and the HTML code is removed from the name.

This is applied to all export versions.

Bug fix: In the ODM data export, the translated text was missing for
meta.Protocol.Description.TranslatedText. This is now solved, and the body is populated with the
protocol name, as visible on the design overview page.

This is applied to all export versions.

Bug fix: In the ODM data export, the Length attribute was incorrect, making it non-compliant with the
CDISC standard. This is now solved, and Length is populated as per the ItemDef data type.

This is applied to all export versions.

Bug fix: In the ODM data export, there was a mismatch between the item data type and the code list
data type for checkboxes. This is now solved, and the checkbox data is split into different items, in the
same way as for CSV and Excel exports.

This is implemented in a new export version, version 4.79.
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Changes in the export output format

Bug fix: In the ODM data export, the study OID and ClinicalData didn't respect the Production/Demo
mode for sites. This is now solved, and the study OID and ClinicalData are populated based on the
Production/Demo mode of the exported study.

This is applied without a new export version.
Bug fix: In the ODM data export, non-repeating forms included a repeat key, making the ODM data
export non-compliant with the CDISC standard. This is now solved.

This is implemented in a new export version, version 4.79.

Bug fix: In the ODM data export, the KeySet elements had an unregistered value for the ItemOID
attribute, making the ODM data export non-compliant with the CDISC standard. This is now solved,
and the KeySet elements reference items within the same MetaDataVersion.

This is implemented in a new export version, version 4.79.

Bug fix: In the ODM data export, the attribute OrderNumber of the element StudyEventRef was not
valid with respect to its type, integer. This is now solved, and StudyEventRef elements have unique and
non-empty consecutive order numbers.

This is applied to all export versions.

Bug fix: In the ODM data export, there was a data type mismatch between CodeList and ltemDef,
making the ODM data export non-compliant with the CDISC standard. This is now solved by always
having a matching data type between ItemDef and CodelList.

This is applied to all export versions.

Bug fix: In the ODM data export, the element MeasurementUnitRef had an unregistered value for the

MeasurementUnitOID attribute, making the ODM data export non-compliant with the CDISC standard.

This is now solved, and measurement units not referenced in any MetaDataVersion are not included in
the ODM data export.

This is applied to all export versions.

Bug fix: In the ODM data export, the Alias names were not correctly populated. This is now solved, and
any code list item aliases with empty names are removed at import and export - and the Alias names
are populated with the context values.

This is applied to all export versions.

Bug fix: In the ODM data export, the SAS field name and the SAS dataset name were not populated.
This is now solved, and the SAS field name is populated based on the ltemDef OID, and the SAS
dataset name is populated based on the FormDefOID, which means that the OIDs are SAS-compliant.
There is an option for this in the data export.

This is applied to all export versions.

Bug fix: In the ODM data export, revisions linked to study events and revisions linked to forms
requiring approval of the new design revision were not included. This is now solved.

This is applied to all export versions.
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File Changes in the export output format
type

ODM Bug fix: In the ODM data export, alerts had repeating order numbers. This is now solved, and the order
numbers for all study settings alerts in Viedoc Designer are removed.

This is applied to all export versions.

ODM Bug fix: In the ODM data export, the item group containing the reference data items was not added to
the MetaDataVersion. This is now solved.

This is applied to all export versions.

In Viedoc 4.51, the following changes to the export output were introduced:

File Changes in the export output format
type
Excel Addition of three columns for the new form sequence numbers introduced:

= SubjectFormSegNo - Counter that uniquely identifies the instance of a specific form on
a subject level, that is, it starts with 1 and is incremented each time a new instance of the
form is created for that subject.

» OriginSubjectFormSegNo - For a copied form instance, it identifies the form instance
from which data was copied for the first time. For the first instance of the form (that is, not
copied) it gets the value of the SubjectFormSeqgNo .

= SourceSubjectFormSegNo - For a copied form instance, a counter that identifies the
source of a copied form instance (the form instance the data was copied from). It gets the
value of the SubjectFormSegNo from which the form instance was copied. For the first
instance of the form (that is, not copied) it is empty.

ODM Three new form sequence numbers were introduced, as Viedoc extensions: v4:SubjectFormSegqNo
v4:0riginSubjectFormSegNo and v4:SourceSubjectFormSegNo ,withinthe FormData ,right
after the FormRepeatKey .

PDF A table of contents was added to the PDF archive, starting on page 2 of the file.

In Viedoc 4.39, the following changes to the export output were introduced:

File Changes in the export output format

type

Excel Addition of a column for Form sequence number ( FormSeq ) that contains the FormRepeatKey .
ODM The FormRepeatKey now contains the activity ID as well, in the following format:

FormRepeatKey$ActivityId . The ExportVersion attribute has been added to the ODM.

PDF The summary formats are used to display the event and form names.

9 How study design impacts data export

When exporting data from Viedoc, the system determines the available events, forms, and data points based on the
study design version applied to the first selected site. Understanding how this works is important when a study
includes sites with different study designs or multiple design versions.

What happens when study designs differ?

If a study contains multiple study designs or different versions across sites, the exported data is structured based on
the design of the first selected site. This means:

« The available events in the export are those that exist in the latest design version applied to the first site
selected.

https://help.viedoc.net/c/c63e06/?print=ready 96/165



12/2/25, 9:48 PM Viedoc User Guide for Monitors | Viedoc elLearning

« The forms and items included in the export are those that exist in the latest effective design applied to
the first selected site.

= The columns (data points) in CSV/Excel exports reflect the latest effective design used by the first
selected site.

What does "first selected site” mean?
The first selected site is the first site in the study that is chosen for export. The exact determination depends on:

= The order in which sites appear in the selection list.
= The default site selected when multiple sites are chosen.
= The system logic (which may use the site with the lowest ID or first site in a country, if applicable).

Example: If a study has sites in Germany, Sweden, United States, and Japan, and Germany is the first selected site,

the export will be based on the latest design version applied to the first site in Germany.
Selecting multiple sites with different study designs
If multiple sites are selected and they have different design versions, users must:

= Select one site at a time to get events and forms applicable to that site’s specific design.
= Be aware that selecting multiple sites with different designs may result in missing or misaligned data.
= Verify design versions with an Admin if unsure which design applies to a site.

Best practices to ensure accurate exports:
= Checkin Viedoc Admin if all sites have the same current effect design version before exporting data.

= If all sites are on the same design version, then it is fine to export all sites at the same time.
= If sites have different design versions, perform individual exports for each design version.

» Review exported data against the annotated CRF or complete configuration report of the design version

to ensure completeness and consistency.

User visibility settings affect data exports. If an item is missing, check that your user role has the necessary
permissions, and that the item exists in the latest design version applied to the first selected site.

Example scenario: How study design affects data export
Scenario: A study has Site A using Design Version 1.0, and Site B using Design Version 2.0. When exporting data:

= |f Site Ais selected first, the export includes only forms and events from Design 1.0.

= |f Site B is selected first, the export includes only forms and events from Design 2.0.

« If both sites are selected together, the system may only include data compatible with the first selected
site’s design.

6 Previewing data
The Preview data button is only available when you have selected or as output format for the export.

The preview is not available when you have selected 1 row per item.

6.1 Data table

On the data tab, you can preview the data in table format:
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Export Data Preview / AutoRecurring Close X

Included forms o Filter 9 e
Screening Diary / SCRD * | search 9 e

Sitename = Sitecode = Subjectld = Event name = Eventdate = Activity name Completion period =
v v v v v v v

AutoRecurl ARL é AR1-50001 Screening - Visit 1a 2018-01-15 Prior to or during the BPS

AutoRecurl ARL AR1-50002 Screening - Visit 1a 2018-01-17 After the BPS e

AutoRecurl ARL AR1-50003 Screening - Visit 1a 2018-01-17 After the BPS

AutoRecurl ARL AR1-50004 Screening - Visit 1a 2018-01-17 Prior to or during the BPS

AutoRecurl ARL AR1-50005 Screening - Visit 1a 2018-01-17 Prior to or during the BPS

AutoRecurl ARL AR1-50006 Screening - Visit 1a 2018-01-17 After the BPS

AutoRecurl ARL AR1-50008 Screening - Visit 1a 2018-01-17 After the BPS

AutoRecurl ARL AR1-50009 Screening - Visit 1a 2018-01-17 Prior to or during the BPS

AutoRecurl ARL AR1-50010 Screening - Visit 1a 2018-01-17 Prior to or during the BPS

AutoRecurl ARL AR1-50013 Screening - Visit 1a 2018-01-17 Prior to or during the BPS

AutcRecurl ARL AR1-50014 Screening - Visit 1a 2018-01-17 After the BPS

AutcRecurl ARL AR1-50015 Screening - Visit 1a 2018-01-17 Prior to or duringthe BPS ~ +

»
Rows: 1,009

O cross-check e

1. If you have selected Group data by form, you can select the form for which you want to display data.

2. Use the Filter text box to filter the preview data by any text in any field. The preview is filtered on all words in this
field.

3. Toggle between spacious view and compact view.

4. Select a column header to sort the data in ascending order. Select again to sort in descending order. Selecting a
third time removes the column sort order. To rearrange the order of the columns in the table, simply select a column
header and drag the column sideways.

5. Select to open the column menu. For more information, see Column menu.
6. Select to access the column filter. For more information, see Column filter.
7. Select any hyperlink data point in the table to view the underlying form in read-only mode.

8. Select Cross-check to display a second data table. This lets you cross-check data between the two tables. Form
selection and the filtering and sorting of data in the second table are independent of the settings in the first table.

6.11 Column menu

The column menu contains:

= column display options
= column filter

= column selection options

For more information, see the following sub-sections.

6.1.11 Column display options
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= - -
% Pin Column > Pin Left
Autosize This Column Pin Right
~  NoPin

Autosize All Columns

Reset Columns

Pin Left/Right makes a column remain visible in the leftmost or rightmost position when you scroll sideways. Select
No Pin to unpin the column.

Autosize adjusts the column width to the width of the text in the column.
Reset Columns resets the pinning, sizing, and order of columns to the initial state.

6.1.1.2 Columnfilter

Use the column filters to narrow down the selection of preview data.

W
~ Text Filter
Contains v
1
() AND (8 OR
Contains v
2

| Clear |
[Select All)
1 = Mild
2 = Moderate

| Reset |

1. Depending on the type of item in the column, you can specify one of these types of filters:

= Text filter with the following filter operators:
= Contains
= Not contains
« Equals
= Not equal
= Starts with
=« Endswith

Form items that are radio buttons, drop-down menus, checkboxes, dates, or date/time items are treated as
text.

The text filters are case-insensitive.

« Number filter with the following filter operators:
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« Equals

= Not equal

= Lessthan

= Lessthan or equals

= Greater than

= Greater than or equals
= Inrange

2.0nce you have specified a filter, you can specify another one for the same column, either as an AND filter or an
OR filter.

3. Predefined filter options based on the data available in the column.

6.1.1.3 Column selection options

Select the columns to be displayed in the preview table.

= v m
B Search

> System data
Site name
Site code
Subject Id
Event name
Event date

Activity name

[SHCH NN N NS

Completion period

Use the Search field to search for columns.

By default, system data is excluded from the table. To include system data, select the column(s) to include from the
System data category. Note that some system data columns are only available when you have selected 1 row per
activity. For more information, see Excel export.

6.1.2 Data table context menu

When you right-click in a cell in the data table, this context menu is displayed:

O Copy Cirl+C

O Copy with Headers

4 Excel Export (xl5x)

Copy: Copies the cell value to your clipboard.
Copy with Headers: Copies the cell value and its column header to your clipboard.

Excel Export: Exports the preview data on the data tab. The resulting Excel file will have the same sorting and
filtering of data and order of columns as the preview.

6.2 Pie chart

Select the data set you wish to plot in a chart, and select Draw:
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Export Data Preview / A demo study Close

»

Series/Categories

o . m

Site name

Academic Hospital Uppsala: 11 %
King's College Hospital London: 7 % ~ WU Medical Center Amsterc
iversity College Hospital London: 7 % —

A
University of Brescia: 4 % 7 K

Iniversity Medical Center Freiburg: 7 %

Charite University Hospital B
Helsinki University Hospital: 7 %

If you have selected Group data by form, you can only choose data sets from the form you have selected on the
data table tab.

Select any data point to view its details.

The pie chart has access to the same data as the data tab. That means that if you applied filters on the data
tab, only the filtered data will be available in the pie chart.

6.3 Column chart
Select which data you would like to plot on the X-axis and Y-axis, which series should be created, and select Draw:

Export Data Preview / A demo study Close X

X-axis Y-axis Series/Categories

Count

697 226 196 16.4 null mns 6.2 42 240 92 222 10.2
VU Medical Center Amsterdam Il Charite University Hospital Berlin Helsinki University Hospital
Innsbruck Medical University B University Medical Center Freiburg B University Medical Center Groningen
University of Brescia Il University College Hospital London Ml King's College Hospital London Academic Hospital Uppsala

If you have selected Group data by form, you can only choose data sets from the form you have selected on the
data table tab.

Select any column to view details of the data.

The column chart has access to the same data as the data tab. That means that if you applied filters on the
data tab, only the filtered data will be available in the column chart.

6.4 Line chart

Select which data you would like to plot on the X-axis and Y-axis, which series should be created, and select Draw:
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,sé‘ Export Data Preview / A demo study Close X
(i} IEY*_‘
X-axis Y-axis Series/Categories

Count

10 13 18 21 2 25 28 29 46 a8 64 68 98 987 null

VU Medical Center =+ Charite Uni ity Hospital Berlin Helsinki University Hospital
Medical Uni it <% Uni ity Medical Center Freiburg  -# University Medical Center Groningen
University of Brescia - University College Hospital London - King's College Hospital London Academic Hospital Uppsala

If you have selected Group data by form, you can only choose data sets from the form you have selected on the
data table tab.

The line chart has access to the same data as the data tab. That means that if you applied filters on the data
tab, only the filtered data will be available in the line chart.

7/ Data export templates

When you have made settings for an export, you can save them as a template. Then you, and optionally others, can
use the template to easily make new exports with the same settings.

71 Saving export settings as a template

To save your settings as a template:

1 Select Save settings as a new export template.

L Save settings as a new export template

2 In the pop-up that is displayed, enter a name for the template and select whether it should be private
or shared.

If you select Shared, you are prompted to also select the roles that will be able to use the template. The

roles available in the drop-down list are the ones with export permissions for the latest effective design
of the study in question.

# New export template
Name
CDISC ODM template
Private (@ Shared

Selectrole(s) |
Investigator

Study Coordinator

by Monitor
rall

lMgy Proiect Manager

Data Manager

Sponsor
Medical Coder
||| Medical Coding Reviewer

a1
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3 Select Save. Now the Export templates list is displayed, with your newly created template at the top of
the list:
EXpOrt templates Show | All templates v
O s Oysor s s urc VA |
O et o e o € /i
o EaAsxs e::ezo}rltMar 2P2014:04 UTC by € /7 i
O st 0852 UTC by € /i
o f:ta::i:gli}wtrzozo 08:51 UTC by ‘ i ﬁ
7.2 Applying a data export template
To apply a data export template:
1 Select View all templates in the Export templates area of the Data export page.

2 Select the apply icon for the template that you want to apply.

3 Select Export data to perform an export with the settings in the template.

Tip! Alternatively, you can use the quick access apply, available in the Export templates area:

Export templates

& CDISC ODM template
£+ | APPY loordinator export
£} SAS export

7.3 Editing a data export template

To edit a data export template:
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1 Select View all templates in the Export templates area of the Data export page.

2 The Export templates list is displayed. Select the edit icon for the template that you want to edit.

3 In the pop-up that is displayed, you can edit the name of the export template and the settings for
Private/Shared.

Note! You can only edit a template that you created yourself.

74 Deleting a data export template

To delete a data export template:

1 Select View all templates in the Export templates area of the Data export page.

2 The Export templates list is displayed. Select the trash can icon for the template that you want to
delete.

Delete
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3 In the pop-up that is displayed, select Delete.

Confirm remove

=E-  Remove template:
CDISC ODM template

Delete Cancel

You can only delete a data export template that you created yourself.

8 Exporting data

To perform a data export:

1 Filter the data to be exported. See Filtering_the data to be exported.

2 Select the Output format.

3 Optionally, select the Output version.

4 Optionally, preview the data to be exported.

5 Select Export data. The status of the export is displayed in the Latest exports areaq, on the top of the

list. When the export is completed, you can download the exported file:

Latest exports

31 Mar 2020 08:24 UTC [Ready
DISC ODM - XML [2496KE]

Viedoc 4512

31 Mar 2020
Viedoc 4.51, 2 subj el - Office Open XML, 1 row per activity, [78K8]

The exported file is downloaded locally. The filename is generated as follows:
SponsorCode_CountryCode_SiteCode_Date_Time, where:

= SponsorCode - the sponsor code, as set in Viedoc Admin, under Study Settings.

= CountryCode - the code of the country selected in Viedoc Admin, under Site Settings.
= SiteCode - the site code, as set in Viedoc Admin, under Study Settings.

= Date - the date when the export was requested, in format yyyymmdd.

= Time - the time (UTC) when the export was requested, in format hAmmess.

If any of the characters that are invalid for a filename in Windows are used within any of the
SponsorCode or SiteCode, these characters will be automatically replaced with - within the exported
filename.

81 Latest exports

You can see a log of the requested exports in the Latest exports area, where you can download the exported files or
delete the logs.

The list of the latest exports is user-specific, that is, you can only see the exports made by yourself.

The latest five exports are shown in the list. To get the complete list of the initiated exports, select the View all
exports link at the bottom of the list.
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o — o —

%1 Mar 2020 08:23 UTC

Viedoc 4.51 , 2 subjects, Microsoft Excel - Office Open XML, 1 row per activity, [78KB]

Each log entry provides the following information:
.The date and time when the export was initiated.
. The export status:

= In Queue - the export request is in queue, waiting to be processed.

= InProgress - the exported started and is in progress.

. - the file was successfully exported and is ready for download.
« Error - an error was encountered and the export was not performed.

.Viedoc output version - see Output versions.
. The number of exported subjects.

. The format of the output file.

.The selected layout, if applicable.

.File size

If data has been masked after an export was made, it is not possible to download that export because it 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]

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

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

2012-09-1115:27
Viedoc 4.51, 31 subjects [OKB|

2012-89-11-15:27
Removed due to data anonymization

View all exports

9 Exporting Data FAQ

The following are some frequently asked questions and answers about exporting data in Viedoc:
How do | export the audit trail (history)?

A: Any PDF data export will include the audit trail (history) by default. You can also get an Excel or CSV version by
changing the layout to one row per item and including the history. See the Include history section in the Excel Export
lesson for more information.

Is there a size limit to exports?
A: No, there are no size limits to exports.
Can | schedule exports automatically?

A: Yes, you can configure customized automatic exports using Viedoc's web API. Please see the Exporting data via
Viedoc's web API for more information.

How is missing data handled?
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A:Viedoc's approach to missing data is to leave it blank. The system does not use "N/A" or "missing." Both
unconfirmed and confirmed missing data are included when exporting queries and query history.

Why does the export seem stuck at a certain percent?

A. Sometimes exports (especially PDF exports of large studies) can take a take a longer time to complete and
appear "stuck". If you log out, the export will continue in the background. Please do not make multiple requests for
the same export. If the export fails with an error message, please contact Viedoc for assistance.

Back to top of page
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Excel export

Excel export

Published by Viedoc System 2025-04-24

1. Introduction
2. File structure
21 Header rows
3. Data filtering - Type of data
4. Data grouping
4.2 Group data by form
4.3 Do not group data
5. Layout
5.4 One row per subject
5.5 One row per activity
5.51 Checkboxes
5.511 Structure
5.51.2 Output columns
5.6 One row per item
5.6.2 Include history
5.6.3 Checkboxes
5.6.3.3 Structure
5.6.3.4 Inclusion
5.6.3.5 Labeling
5.6.3.6 Output columns
5.6.3.7 Sort order
5.6.4 Reference ranges
6. Form link items in the export output
6.7 One row per activity
6.8 One row per item
6.9 One row per subject
7. Recurring_ events in the export output

9. Forms initiated by copying data from previous event
10. Tracking form instances using form sequence numbers

1 Introduction

Viedoc uses Microsoft Excel Open Extensible Markup Language (XML) format which is compatible with Excel version
2007 and later.

When selecting Microsoft Excel as Output format in the Data export page, you have different options for grouping
data and for the layout, as described in the following sections.

For general information about data export in Viedoc, see Exporting data.

Since the maximum number of rows supported for Excel is 1048576, in case data in a sheet exceeds this
number, data will be split into multiple sheets.

2 File structure
The Excel export contains the following sheets:

= README - always the first sheet in the Excel export output, with general information about:
= the Viedoc output version (for details see Exporting data)
= the time zones used for date/time fields
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= the meaning of the signature, only if the Review status was selected to be included in the
export
= Depending on the selected Data grouping:
= If Group data by form is selected, there is one separate sheet for each form, as described
below in Group data by form.
= If Do not group data is selected, there is one sheet called Data that contains all exported
data. See Do not group data.

= ltems - after the data sheet(s), there is the Items sheet, that lists all the existing items in the exported data
with the following information (columns):
This sheet is not included when selecting the one row per item layout.

= ID - the item ID, as set in the study design

= Label - the field label, as set in the study design

= Data type - the type of data, as set for the respective item in the study design. Can be one of

the following:

= integer
= double
» text
= string
= date
« time
» datetime
= base64Binary (for File upload items)

= Mandatory:
= True - if the item was set as mandatory in the study design
« False - if the item was not set as mandatory in the study design

= Decimals - the number of allowed decimals in the data content.

= Min Length - the minimum required length for the respective field, if set in Viedoc Designer.
For checkbox items, this is the minimum number of checkboxes required to be set, a set in
Viedoc Designer.

= Max Length - the maximum number of characters that can be entered, if set on item level in
Viedoc Designer.

= Format Name - the format name, if set in Viedoc Designer (under Outputs and Validation >
Formats). For the codes of the checkbox or radio button items, a default value is generated
even if no format name is set in Viedoc Designer.

= Content Length - the maximum number of characters of the data content. That is, this is set
by the length of the content

= Codelists - the last sheet in the export, containing all the code list items in the exported data with the
following information:
This sheet is not included when selecting the one row per item layout.
= Format Name
« Data Type
= Code Value
= Code Text

If the Output IDs (OID) and Output labels have been defined in the study design, these are shown in the
Excel/CSV/SAS export. If the Output IDs (OID) and Output labels are left undefined (blank) in the study design, then
the configured Item ID and label is used. For more information about the item settings in the study design, see
Outputs and Validation.

The table below lists which sheets are included in the Excel file, depending on the selected Grouping and Layout:

Group data by form Do not group data

one row per subject « README « README

= one separate sheet for each form « Data

-« ltems = ltems

« Codelists « Codelists
one row per activity « README « README

= one separate sheet for each form « Data

« [tems « [tems

« Codelists « Codelists
one row per item « README « README

= one separate sheet for each form « Data
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21 Header rows

The headers are always represented by the first two rows in a sheet, as illustrated in the following image:
1. Human-readable format

2. Machine-readable format

Site sequence Subject sequence Event sequence o
number Site name Site code number Su_biect Id number Eventld  Event name Event date |
SiteSeq SiteName SiteCode SubjectSeq Subjectld EwventSeq Eventld  EventMame EventDate e
1 Karolinska 01 1 SE-01-001 1 SCR Add subject 2014-10-02

1 Karolinska 01 3 SE-01-003 1 SCR Add subject 2014-11-14

1 Karalinska 01 4 SE-01-004 1 SCR Add subject 2014-11-25

1 Karolinska 01 3 SE-01-005 1 SCR Add subject 2014-12-05

An item that was changed within a new/revised study design version will have a "__n" suffix added, where nis
incremented for each study design version where the respective item was changed:

ace 2 Race_ 2- Code

MRACE_ 2 DMRACE_ 2CD
Mative Hawaiian 4

Mative Hawaiian 14
Black 1

3 Data filtering - Type of data

Under Type of data, you can filter the data to be exported. If you filter data for Signed data, Not signed data, SDV
performed or NA, or SDV pending, certain cells in the data sheets in the exported Excel file may appear empty. The
data rows that contain empty cells due to the filtering are marked by an “X” in the last column of the data sheets that
is named Empty cells on row may be due to export filter.

For example, let's say that we have an Add Patient event, and the Date of Birth is one of the data entered during this
event. For a particular subject, this data was entered, signed by the Investigator, and afterwards modified, but not
signed after the change. We perform an export that includes only the signed data, as illustrated in the image below:

Type of data
Signed data €3 5DV performed or NA ) SDV pending €
+ Signed data Not Signed data
+ SDV performed or NA | SDV pending

The value of the Date of birth field that was recently changed and not signed is not included in the export (the cell
appears empty). The data row containing the empty cell is marked by a "X" the Empty cells on row may be due to
export filter, as shown below:

Empty
cellson

row may
be due to

export

filter
HAS_FILTERED_VALUES|

Add Patien 2019-01-16 APA

Uppsala  Uppsala:2 24

SE:Uppsala 1
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4 Data grouping

You can select whether the data should be grouped by form or not, from the Data grouping dropdown list.

The data grouping is available only for the Excel/Comma-Separated Values (CSV) output.

41 Group data by form

When grouping the data by form, a separate sheet is created for each form. The sheet name is the Form ID, as set in

the study design (in Viedoc Designer).

In each form sheet, the first columns (to the left) are the same for all the forms and provide information about the
site, subject, event, activity and design version:

Column

Site Sequence
number

Site name
Site code

Subject
sequence
number

Subject Id

Event sequence
number

Event Id

Event name

Event date
Activity Id

Activity name

Form sequence
number

Subject form
sequence
number

Origin Subject
form sequence
number

Description

Counter that identifies the site globally within the study.

The site name, as set in Viedoc Admin.
The site code, as set in Viedoc Admin.

Counter that identifies the subject within the site.

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

Counter that identifies the event within the sequence of events for the same subject.

The event ID, as set in the study design (in Viedoc Designer).

The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

The event date, as set in Viedoc Clinic when the event is initiated.
The activity ID, as set in the study design (in Viedoc Designer).

The activity name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Counter that identifies the instance of the respective form within the respective activity.
This is mostly used for repeating forms.

For non-repeating forms, this is "1". If a form is reset and then saved again the new form
has sequence number "2", and so on.

Form sequence number increases one step every time reset/initiate occurs.

Counter that uniquely identifies the instance of a specific form on a subject level, that is, it
starts with 1 and it is incremented each time a new instance of the form is created for that
subject.

For a copied form instance, it identifies the form instance from which data was copied for
the first time. For the first instance of the form (that is, not copied) it gets the value of the
SubjectFormSeqNo .
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Column Description

Source Subject For a copied form instance, a counter that identifies the source of a copied form instance
form sequence (the form instance the data was copied from). It gets the value of the

number SubjectFormSegNo from which the form instance was copied. For the first instance of

the form (not copied) it is empty (null).

Design version The design version used at the time of data edit for the respective form.

The example in the image below shows an export with the default settings for the Layout, that is, 1 row per activity.

The following columns are specific to each form, one column for each item in the respective form. Each column has
the </tem name>, as set in the study design (in Viedoc Designer) as column header.

4.2 Do not group data

If you choose not to group the data, then all data from all forms will be exported in the same sheet (Data) of the
output file.

The example in the image below shows an export with the default settings for the Layout, that is, 1 row per activity.

In the Data sheet, the first columns (to the left, marked in green) are the common for all the forms and provide
information about the site, subject, event and activity.

The following columns (to the right, marked in ) contain form-specific information for all the forms within the
event. For each of the forms, the following columns are added:

= <FormName>_Design Version - the form name, as set in the study design (in Viedoc Designer) and
displayed in Clinic. In the example in the image, the form name is Demographics.

« <FormName>(<Form Repeat Key>)_<ltemName> - for each item in the respective form. The form name
and item name, as set in the study design (in Viedoc Designer) and displayed in Clinic. The Form Repeat
Key identifies the instance of the form (for repeating forms). For non-repeating forms, the Form Repeat
Keyis always 1.

A 8 c D 3 3 G H ! ) K L ™ N o P Q R s T u v w
Isite Sitename Sitecode Subject Subjectid Event  Eventld Event  Eventdate  Activityld Activity |Demograp Demographics(l Demograp Demograp Demographics(1 Demograp Demograp Demograp Demograp Demograp Demograp Demo|
sequence sequence sequence name name | hics- )-Date/Timeof hics(1)- hics(1)]- )-Date/Timeof hics(1)- hics(1)}- hies{1)- hics(1)- hics(1)}- hies(1)- hics(1]
number number number Design  Informed Gender  Gender- Birth Age cHB cHB Reason  Reason  Race Race -
version  Consent Code Result  Result- forNo  forNo code
4 Code CcHR CHR-
2 |siteseq _siteName siteCode SubjectsecSubjectid Eventseq Eventid  EventNar Activityld_ActivityNal DesignVers1.DMIC 1.DMSEX_1.DMSEXCL1.OMDOB 1DMAGE _1.DMCBP__ 1.DMCBRCI 1.DMCBPRI L.DMCBPRELDMRACE 1.DMR
3l Academict AHU It SEAHU-00TT 4 scR Addsubjec2016-10-04  SCR Add subjec3.0 20160704 Male 1 19640611 521 white 5|
afl Academict AHU 1 SE-AHU-001 : vi Visit1  2016-10-04 vi
51 Academict AHU 2 SE-AHU-00T1 : SCR Add subjec 2016-10-04 ScR Add subjec3.0 2016-10-02 Female 2 1975-05-28 37.3 Yes 1 Asian 3
61 Academict AHU 2 SE-AHU-00T © vi Visitl 20161004 V1
7h Academict AHU 3 SE-AHU-00(1 : SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-09-04 Male A 1968-08-04 281 White 5
81 Academict AHU ] SE-AHU-00T1 : vi Visitl 20162002 V1
91 Academict AHU 4 SE-AHU-00T1 } SCR Addsubjec2016-10-04  SCR Add subjec3.0 2016-06-05 male 1 1952-10-01 63.7 Black 1
101 Academict AHU %5 se-AHU-00T1 £ SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-08-07 Female 72 1959-04-06 573 No ) Postmenof1 white 5
11 Academict AHU 5 SE-AHU-00T1 } vi Visitl  2016-10-02 Vi
127 Charite Uni cuB 1 DE-CUB00T1 SCR Addsubjec2016-10-04  SCR Add subjec3.0 20160807  Male 1 1980-02-22 36.5 white 5
132 Charite Uni cUB 1 DE-CUB-001 : vi Visitl  2016-10-02 V1
12 Charite Uni CUB 2 DE-CuB-0071 : SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-03-02 Male 1 1960-11-02 553 white 5
152 Charite Uni CUB ] DE-CUB-0071 vi Visitl  2016-10-04 vi
b 2 TR PO T e Fo PPy — v, — - FP—
README | Data | items | Codelists ® ] 3

v
standard info for all forms

5 Layout
In the Layout section, you can select whether the data should be organized in the output file as:

= one row per subject
= one row per activity (default)
= One row peritem
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1 row per subject

® ' 1 row per activity

1 row per item

5.1 One row per subject

The output in this case will look as shown in the below image. The example shows an export performed with all the
default settings except for the Layout which is set to 1 row per subject.

[

B | c E F G H | 1 J K | L M | N | O P Q
Add
Add Add subject(1)-
Add Add add subject(1)- subject(1)- Add Add
subject(1)- Add subject(1)- Add subject(1)- Add subject(1)- Add Add subject-  Add subject(1)-
Add Add subject- subject(1)- Add Add subject(1)- subject(1)- Add subject- subject- (1)Reason subject(1)- Add
Subject subject-  (1)Date/Time of Add subject-  Addsubject-  Add subject- (1)CHB  (1)Reason forNo  Add subject-
sequence Design Informed subject-  (1)Gender (1)Date/Time of subject-  (1)CHB Result-  forNo CHB- subject-  (1)Race-
. |Site name Site code number  Subject1d version Consent (1)Gender - Code Birth (1)Age Result Code CHB Code {1)Race Code

W

SiteName_SiteCode SubjectSec Subjectid
1 2

]ECR[I] .SCR SCRI1].SCR[1].D} SCR[1].SCR SCR[1].SCR SCRI1].SCR[1].D} SCRI1].SCR SCR[1].SCR SCR[1].SCR SCR[1].SCR SCRI1].SCR SCR[1].SCR SCR[1].SCF
Iy

| ic | AHU 1 SE-AHU-001 2.0 2016-07-04 Male 1 19640611 521 White 5
4 | Academic t AHU ] SE-AHU-002 3.0 2016-10-02 Female 2 1979-05-28 37.3 Yes 1 Asian 3
5 |Academic t AHU ] SE-AHU-003 3.0 2016-09-04 Male 1 1968-08-04 8.1 white 5
6 |Academict AHU 2 SE-AHU-004 3.0 2016-06-05 Male 1 1952-10-01 63.7 Black 1
7 |academict AHU 5 SE-AHU-005 3.0 2016-08-07 Female 2 1959-04-06 57.3 No o Postmenop1 white 5
8 |Charite UnicuB 1 DE-CUB-001 3.0 2016-08-07 Male 1 1980-02-22 36.5 white 5
9 |Charite Unicus 3 DE-CUB-002 3.0 2016-03-02 Male 1 1960-11-02 553 White 5
10 VU Medica VUA 1 NL-VUA-001 30 2016-10-02 Male 1 19610731 552 white 5
11| VU Medica VUA 2 NL-VUA-002 3.0 2016-08-07 Male 1 19731221 426 white 5
12 | Academic F AHU 3 SE-AHU-006 H 120 2016-10-02 Female :2 i 19760201 20.7 Yes 1 White :5

» README || DM ||ss | vs | RanD i cq | PE | EC | BM | 18 | IE | STAT | cc | wagi| MH | HA | C.. ® [«
T : :

v v
Standard info for all forms Form specific info (items)

There is one sheet for each form, as the default setting is to Group data by form.

There is one row per subject, that is, one row for each SubjectID (that uniquely identifies the subject).

The first columns provide information on the site and subject:

Column
Site name
Site code

Subject
sequence
number

Subject Iid

Description
The site name, as set in Viedoc Admin.
The site code, as set in Viedoc Admin.

Counter that identifies the subject within the site.

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

The following columns are the item-specific values, one set as described below for each item in the exported data.
The order of the items is by event, as set in the study workflow.

= In case Do not group data is selected under Data grouping (see Do not group data):
<Event name>(<Event Repeat Key>) - <Activity name> <Form name> <ltem name> <Code list value>,

where:

<Event name> - the event name, as set in the study design and displayed in Clinic.

<Event Repeat Key> - the event repeat key, applicable only for the unscheduled/common
events.

<Activity name> - the activity name, as set in the study design

<Form name> - the form name, as set in the study design and displayed in Clinic.

<ltem name> - the item label, as set in the study design and displayed in Clinic.
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= <Code list value> - applicable only for the checkbox items. This is the code list value set in
Viedoc Designer for each choice of the respective checkbox item
= In case Group data by form was selected under Data grouping (see Group data by form), the columns
are named similar as for the not grouped data above, without the <Form name>, as the form is identified
by the sheet name.

The columns Event sequence number, Event Id, Activity Id, Form sequence number, Subject form sequence
number, Origin Subject form sequence number, and Source Subject form sequence number are not included when
you have selected 1row per subject.

5.2 One row per activity

The output in this case will look as shown in the below image. The example shows an export performed with all the
default settings except for the Layout which is set to 1 row per activity.

There is one sheet for each form, as the default setting is to Group data by form.

The data is grouped so that, for each subject (1), there is one row for each activity (2).

A B = D E F G H 1 i K L M N 0]
Physical  Physical
Examinati Examinati

i

Site Subject Event Form on on [

sequence sequence sequence Event Activity sequence Design performe performe |

1 \number Sitename Sitecode number Subjectid number Eventld name Event date Activity Id name number version d d-Code

2 |SiteSeq  SiteName SiteCode SubjectSecSubjectld EventSeq Eventld EventName¢EventDate Activityld ActivityNar FormSeq DesignVer: PEYN PEYNCD ||
31 Academic FAHU 11 SE-AHU-D11 h vl visitl  2017-10-20 vl 1 32.0 ves 1
afl Academic F AHU "4 SE-AHU-014 1 %1 visitl  2017-11-10 %1 1 330 No ()
5 Academic  AHU a SE-AHU-D14 n UNS_1  Unscheduli2017-11-13 UNS_1 1 34.0 Yes 1
61 Academic t AHU "8 SE-AHU-018 1 %1 visitlT  2017-11-14 %1 1 36.0 Yes 1
71 Academic FAHU 22 SE-AHU-022 i Vi visitl  2017-11-14 Vi 1 39.0 Yes 1
s 1 Academic FAHU 3 SE-AHU-023 il % visitl  2017-10-16 % 1 27.0 ves 1
a fi Academic  AHU 73 SE-AHU-023 1 v3 visita  2017-10-27 va i 33.0 Yes 1
10[1 Academic FAHU Ty SE-AHU-024 ) 1 V1 VisitlT | 2017-11-01 Vi ) 1 33.0 Yes 1
1f1 Academic FAHU 2 SE-AHU-024 1 V3 Visit3  |2017-11-14 va 1 39.0 Yes 1
121 Academic FAHU 32 SE-AHU-032 A Vi Visitl  2017-11-21 Vi A 44.0 Yes 1
131 Academic FAHU B4 SE-AHU-034 n % visitl  2017-11-21 % 1 6.0 ves 1
11 Academic FAHU "6 SE-AHU-036 i Vi Visitl  2017-11-20 Vi 1 440 Yes 1
151 Academic FAHU T3 SE-AHU-043 h vl Visitl  2018-01-01 vl 1 510 ves 1
161 Academic F AHU " SE-AHU-044 1 %1 visitl  2018-01-02 %1 1 510 Yes 1
17h Academic F AHU S0 SE-AHU-050 n Vi Visitl  2018-01-06 Vi 1 55.0 ves 1
181 Academic t AHU 73 SE-AHU-073 1 %1 visitl  2018-03-20 %1 1 57.0 Yes 1
191 Academic FAHU 75 SE-AHU-075 h Vi Visitl  2018-08-13 Vi 1 59.0 Yes 1

v README | DM | ss | vs | RanD | ca | PE | EC | BM | LB | IE | sTAT ... @ 1 v

5.21 Checkboxes

5.211 Structure
All checkbox responses for an activity are exported within a single row, with each code list option occupying distinct
columns. The items that have a code list assigned are output to an additional row with the ID suffixed with "CD", for
the code.

5.21.2 Output columns

For each code list option, two columns are included: one for the label and one for the code value. Column headers
use the item's OID and Export Label, each suffixed with a 1-based index (for example, CHECKBOXOID_LABEL{,
CHECKBOXOID_LABELICD). Only the selected code list values are populated in the corresponding columns.
Unselected options are left empty.

5.3 One row peritem

The output in this case will look as shown in the below image. The example shows an export performed with all the
default settings except for the Layout which is set to 1 row per item.

There is one sheet for each form, as the default setting is to Group data by form.

The data is grouped so that there is one row for each item (2) within an activity (2) for a subject (1).
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E F G H | 4 K M N o P Q R

1 |Subjectid Eventsequen Eventld Eventname Eventdate Activityld Activity name Formid Form name Form sequence number Item group Id Item group sequ Item Id Item export label
2 |Subjectld EventSeq Eventld EventName EventDate Activityld ActivityName Formld FormName FormSeq ItemGroupld ItemGroupSeq Itemid ItemExportLabel
3 [SE-AHU-011 [1 Vi Visit1 2017-10-20 V1 PE Physical Examination fL IG_ 10217 1 fL PEYN Physical Examination performed
4 [se-anu-o11 1 Vi Visit1 2017-10-20 V1 PE Physical Examination i IG_ 10217 1 i PEDT Date/Time of Examination
5 [se-anu-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination L PEG2 L PEHERES  HEENT - result
6 [se-anu-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination 1 PEG3 1 PESKRES  Skin - result
7 [se-anu-om1 1 Vi Visit1 2017-10-20 V1 . PE Physical Examination [ PEG4 [ PETHRES  Thyroid - result
8 |sE-aHu-011 1 ) V1 Visit1 2017-10-20 V1 ) PE Physical Examination L PEGS L PENERES  Neurological - result
9 [se-anu-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination i PEGE i PERERES  |Respiratory - result
10|sE-AHU-011 1 V1 Visit1 2017-10-20 V1 PE Physical Examination i PEG7 i PECARES  Cardiovascular - result
11 |sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination i PEG8 i PEABRES  Abdomen - result
12 |sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination i PEGY i PELYRES Lymph nodes - result
13 [SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination L PEG10 L PEEXRES  Extremities - result
14 |sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination [ PEG11 [ PEOTHRES  Other - result
15 |SE-AHU-014 1 V1 Visit 1 2017-11-10 V1 PE Physical Examination 1 16_10217 1 1 PEYN Physical Examination performed
16 |SE-AHU-014 1 V1 Visit1 2017-11-10 V1 PE Physical Examination 1 IG_ 10217 1 1 PENDREA  Examination not performed reas¢
17 |SE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 IG_10217.1 1 PEYN Physical Examination performed
18 |SE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 IG__10217 1 1 PEDT Date/Time of Examination
19 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination il PEG2 il PEHERES  HEENT - result
20 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination il PEG3 il PESKRES  Skin - result
21 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination i1 PEG4 i1 PETHRES  Thyroid - result
22 |SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination i1 PEGS i1 PENERES  Neurological - result
22 lsE auiinia INS 1 Unscheduled 2017.11-12  11NS 1 DE Dhysical Examination 1 DERR i DERERES _ Resniraton:- result

4 3 RAND 58 DM Vs LB EC cQ PE BM IE STAT LAB cc MH ExampleForm ... \-E-‘ Kl >

The data is sorted by: site, subject, event date, event repeat key, form repeat key, form ID, item group ID, item ID.
If the Include history option is selected (see following section), the data is ordered from the oldest to the current item
data (that is, by the Edit sequence number).

5.31 Include history

When selecting 1 row per item, the option to Include history becomes available. If selected, the edit history
information (audit trail) will be included in the exported output (that is, the information shown in Viedoc Clinic on form
level when selecting Show history).

The following information (columns) is added for each entry in the output file:

= Edit sequence number - a counter for each change per item.
= Edit reason - reason for change (initial or given reason at data edit). The edit reasons are the following:

= Initial data entry

= Function execution

= Transcription error

= Confirmed as missing!

= Automatically updated due to dependency change

= Removed due to data dependency

= Revision applied

= Query resolution

=« Form reset: Transcription error

= Form reset: Query resolution

= Import

= Other (the text the user enters as the reason)

= Edit by - the user who performed the changes (user name and user id in parentheses).
» Edit date/time (UTC) - edit date/time (Coordinated Universal Time (UTC)).

The items belonging to a reset or deleted form/event/subject are included as well in the export, together with a full
history that gives the reason for resetting or deleting the form/event/subject.

5.3.2 Checkboxes
5.3.21 Structure

Checkbox items are output as one row per code list item. The items that have a code list assigned are output to an
additional row with the ID suffixed with "CD", for the code.

5.3.2.2 Inclusion

All code list items are included in the output, regardless of whether they were selected or not.

5.3.2.3 Labeling
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The Item Id column contains the item's Object Identifier (OID) with a 1-based index appended, as illustrated in the
following image:

ltem OID .index

Item Id -

itemld & ¢
checkboxesl
checkboxes2
checkboxes3
checkboxesd

checkboxess
checkboxest

The Item Export Label column similarly includes the Export Label with the same 1-based index.

5.3.2.4 Output columns

Two columns are generated per code list item: one for the code label and one for the code value. If a code list value
is selected, its corresponding value appears in these columns. Otherwise, they may remain empty.

5.3.2.5 Sortorder

If the option to Include history is selected, then the code list items are ordered by the time of data entry (that is, by
the Edit sequence number).

5.3.3 Reference ranges

When reference ranges are used for a laboratory form, the laboratory name and the laboratory code are included
and the following two columns are added:
SCOPE_XXX and SCOPE_XXXCD (where XXX is the numeric value)

6 Form linkitems in the export output
Form link items can be organized in the Output format as:

= One row per activity (default)
= One row per item
= One row per subject

6.1 One row per activity

Selecting 1row per activity generates the output as shown in the image below. The exported file contains two
columns per linked form instance, the Data column and the Identifier column, (the header is labelled Identifier).

In the example below:

« Each linked form instance shows its display value (as displayed in Clinic) and the Identifier.
= The medication Paracetamol in this example is linked to two different entries in the Adverse Event log.
= The format for the identifier: Eventld-EventSeq-Activtyld-Formld-FormSeq.

Reason for Adverse event link 1- Adverse event link 2-
Name of drug / medication / therapy administration Adverse event link 1 Identifier Adverse event link 2 Identifier
CMTRT CMINDC CM31 CM31CD Cm32 CM32CD
Paracetamol Adverse event 1- Headache - 14 Mar 2022 COMMON_AE-1-LOG_AE-AE-1 2 - Migraine - 13 Mar 2022 COMMON_AE-2-LOG_AE-AE-1

There are also two header rows in the output:

Header rows, one row per activity
Row 1: Data column Item Label, Counter of the selected link starting at one
Row 1: Identifier column Item Label, Counter of the selected link starting at one, Identifier
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Header rows, one row per activity
Row 2: Data column

Row 2: Identifier column

6.2 One row peritem
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Item ID, Counter of the selected link starting at one

Item ID, Counter of the selected link starting at one, ID

Selecting 1row per item generates the output as shown in the image below. The exported file contains two
additional columns with the headers Item value and ltem code, and one row per linked form instance.

tem value Item code
Item‘u"a lue ItemCode
3
Alvedon
Adverse event ¢

16 Dec 2021 - Headache
250
Milligram
Capsule
Twice daily
Oral
2021-12-16
01:20
Mo
2021-12-16
01:25
2
Alvedon
Adverse event
16 Dec 2021 - Headache
500
Milligram
Tablet
Cnce daily
Oral
2021-12-16
0900
Mo
2021-12-16
End time not available

COMMON_AE-1-LOG_AE-AE-1

=Y ko o g™

COMMOMN_AE-1-LOG_AE-AE-1

[ I R

a9

In the export preview the form identifier column is excluded by default. The order the form link item was added

(time of data entry) is followed in the export.

6.3 One row per subject

Selecting 1 row per subject generates the output as shown in the image below. The exported file adds two columns
per linked form instance to the exported file, the Data column and the Identifier column:

Prior and Concomitant Medications(1)-
(1}Medical history link(s} 1

Prior and Concomitant Medications(1)-
{1)Medical history link(s) 1 - Identifier

COMMON_CM[1].LOG_CM[1].Cn41
Headache - 07 Jan 2022

There are also two header in the output:
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Header rows, one row per subject

Row 1: Data column Event Label (event counter), Activity label (activity counter), ltem label
(counter of the selected link.)

Row 1: Identifier column Event Label (event counter), Activity label (activity counter), ltem label
(counter of the selected link), Identifier

Row 2: Data column Event ID (event counter), Activity ID (activity counter), Iltem ID (counter of
the selected link.)

Row 2: Identifier column Event ID (event counter), Activity ID (activity counter), Iltem ID, (counter of
the selected link), ID

7/ Recurring events in the export output
Recurring events are identified in the export output by the StudyEventRepeatKey .
The image illustrates the form Vital Signs in the Excel export output. The form is used in three events (Visit 1, Visit 2

and Visit 3), of which Visit 3 is a recurring event. The four instances of Visit 3 are identified by the
StudyEventRepeatKey thatis listed in the Event sequence number (EventSeq) column:

A ] < ] £ F G H J K L M N [ [ a R s T u v

site Subject Event Form vital Signs Not Body

sequence sequence sequence sequence Vital Signs  done? - measured temperat Systolic  Diastolic
1 number Site name Sitecode number  Sublectid |number [Eventid [Eventmame |Eventdate Activityld Activityname number  Designversion done? Code  DatefTime reasan  Heartrate ure 8 80
2 siteseq  SiteName SiteCode Subjectseq Sublectid  |Eventseq [Eventid [EventName [EventDate  Activityld ActivityName FormSeq  DesignVersion VSYN  VS_YNCD VS_DATE VS_NDrea VS_HR  VS_TEMP VS_SYS  VS_DIA
31 Academic Hospital Uppsala  AHU 48 SE-AHU-048 |1 |78 Visit 1 20180001 V1 1 550 Yes 1 2018-01-01 00:00 61 37.0 120 65
al1 Academic Hospital Uppsala  AHU a8 SE-AHU-048 |1 M2 Visit 2 20180105 w2 1 550 Yes 1 2018-01-05 00:00 62 37.1 125 70
51 Academic Hospital Uppsala  AHU a8 SE-AHU-048 |1 Vi visit 3 20130105 ACT2 1 55.0 Yes 1 2018-01-06 00:00 62 372 130 65
61 Academic Hospital Uppsala  AHU 48 SE-AHU-048 |2 M3 Visit 3 20180107 ACT2 1 550 ves 1 2018-01-07 00:00 64 374 125 70
71 Academic Hospital Uppsala  AHU 4 SE-AHU-048 |3 %) Visit 3 20130108 ACT2 1 550 Yes 1 2018-01-08 00:00 65 375 125 s
81 Academic Hospital Uppsala  AHU 48 SE-AHU-048 |2 %] Visit 3 20130109 ACT_2 1 550 Yes 1 2018-01-09.00:00 66 376 125 7
]
1
a1
a

reaoMe | o | ss| vs [Jca | pE | Ec | 8w | 1B | I | STAT | RAND | cC | La8 | MH | HA | oM | AE | nems | Codetists

Support for recurring events has been added in Viedoc release 4.39. That means that if you would like to
export recurring events, you should select Viedoc version 4.39 or later in the Output version dropdown menu under
Output format.

8 Repeating forms in the export output
Repeating forms are identified in the export output by the FormRepeatKey .

The image illustrates the repeating form Lab in the export to Excel. The instances of the form are identified by the
FormRepeatKey thatis listed in the Form sequence number (FormSeq) column:

A B ¢ D 3 F G H J K L M N o [ a R

site Subject Event Form

sequence sequence sequence sequence Collection Date and Low High
1 |number _Isite name Sitecode number  Subjectld number Eventld Eventname Eventdate Activityld Activityname number |Designversion Time Result  Normal  Normal
2 siteseq SiteName SiteCode SubjectSeq Subjectid EventSeq Eventld EventName EventDate Activityld ActivityName|FormSeq |DesignVersion LAB_DATE LAB_WBC_ LAB_WBC_LAB_WBC_ LAB_NEUT_LAB_
31 Academic Hospital Uppsala AHU £ SE-AHU-044 1 v2 Visit 2 2018-01-08 v2 1 51.0 2018-01-08 00:00 4589 4000 8000 1235 1100
41 Academic Hospital Uppsala AHU a SE-AHU-044 1 v2 Visit2 2018-01-08 V2 2 51.0 2018-01-09 13:26 6987 5500 11000 3569 1200
501 Academic Hospital Uppsala  AHU a SE-AHU-044 1 vz Visit2 2018-01-08 V2 3 5.0 2018-01-0800:00 5877 5500 11000 1658 1200
A ; - p ¢ L, r » ’ 4
a2
43

README 13 cQ Vs EC STAT MH LAB Items Codelists 4

Support for repeating forms has been added in Viedoc release 4.39. That means that if you would like to
export repeating forms, you should select Viedoc version 4.39 or later in the Output version dropdown menu under
Output format.

9 Forms initiated by copying data from previous event

10 Tracking form instances using form sequence numbers
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The following form sequence numbers are used to make it easier to track different form instances at subject level,
which are useful especially for the form instances initiated by copying the data from previous event.

= FormRepeatKey : Counter that identifies the specific instance of a repeating form within a specific
activity. This is available in the export output for Viedoc output version 4.39 and onwards.

= SubjectFormSegNo : Counter that uniquely identifies the instance of a specific form on a subject level,
that is, it starts with 1 and it is incremented each time a new instance of the form is created for that
subject. This is available in the export output for Viedoc output version 4.51 and onwards.

= OriginSubjectFormSeqgNo : For a copied form instance, it identifies the form instance from which data
was copied for the first time. For the first instance of the form (that is, not copied) it gets the value of the

SubjectFormSegNo . This is available in the export output for Viedoc output version 4.51 and onwards.

= SourceSubjectFormSeqgNo : For a copied form instance, a counter that identifies the source of a copied
form instance (the form instance the data was copied from). It gets the value of the SubjectFormSegNo
from which the form instance was copied. For the first instance of the form (that is, not copied) it is empty,
that is, null. This is available in the export output for Viedoc output version 4.51 and onwards.

The example below illustrates how the values for these sequence numbers are assigned. The demo form used is set
as repeatable and copyable and is included in Visit 1, Visit 2 and Visit 3.

We perform the following actions in Viedoc Clinic:

1 Initiate Visit 1 and fill in three instances of the Demo form, these instances will get the sequence
numbers as illustrated below:

Demo: FormRepeatKey 1, SubjectFormSeqNo 1,
OriginSubjectFormSegNo 1, SourceSubjectFormSeqNo

Demo: FormRepeatKey 2, SubjectFormSeqNe 2,
OriginSubjectFormSegNo 2, SourceSubjectFormSegNo

Demo: FormRepeatKey 3, SubjectFormSeqNo 3,
OriginSubjectFormSegNo 3, SourceSubjectFormSegNo

Demo form

2 Initiate Visit 2. Demo form will be available to be initiated by copying data from one of the previously
filled-in form instances within Visit 1, so all the three instances will be shown as ghost forms:

Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSegNo

Demo: FormRepeatiey 2, SubjectFormSegNo 2, OriginSubjectFormSeqgio 2,
SourceSubjectFormSegNo

Demo: FormRepeatKey 3, SubjectFormSegNo 3, OriginSubjectFormSeqNo 3
SourceSubjectFormSegqNo

Demo form
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3 Create an instance of Demo form within Visit 2 by copying the data from the third instance of the form
filled in within Visit 1. This will result in the new form instance getting the sequence numbers as

illustrated below:

Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSegNo

Demo: FormRepeatKey 2, SubjectFormSegNo 2, OriginSubjectFormSeqNo 2,
SourceSubjectFormSegNo

Demo: FormRepeatKey 3, SubjectFormSegNo 3 OriginSubjectFormSeqNoj3,
SourceSubjectFormSegNo R @

Demo form
5

+1 B

Demo: FormRepeatKey 1, Subj ectFormSeqNQI Or\ngubJectFormSeqNo 1
SourceSubjectFormSeqNo K
Demo: FormRepeatKey 2, SubjectFom’\SeqNo 2, OriginSubjectFormSeqNo 2,
SourceSubjectFormSeqNo K

£2 *

Demo: FormRepeatKey 1, Suhj,et.tFormSeqNo 4,
OriginSubjectFormSeqNo| 3| SourceSubjectFormSeqNo 3

Demo form

Initiate Visit 3. Demo form will be available to be initiated by copying data from one of the previously

4
filled-in form instances within Visit 1 and Visit 2, as below:

Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSegNo

Demo: FormRepeatKey 2, SubjectFarmSegNo 2, OriginSubjectFormSegNo 2,
SourceSubjectFormSegNo

Demo: FormRepeatKey 1, SubjectFormSegNo 4, OriginSubjectFormSeqNo 3,
SourceSubjectFormSegNo 3

Demo form
5 Create an instance of Demo form within Visit 3 by copying the data from the form filled in within Visit 2.

This will result in the new form instance getting the sequence numbers as illustrated below:

Demo: FormRepeatKey 1, SubjectFormSeqNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSegNo

Demo: FormRepeatKey 2, SubjectFormSegNo 2, OriginSubjectFormSeqgNo 2,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 1, SubjectFormSeqNo 4, OrlglnSubjechormSeqNoj
SourceSubjectFormSegNo 3 5 @

Demo form y
o

+1 -

Demo: FormRepeatKey 1, SubjectFormSeqNQ»l OnglnSubJectFormSeqNol
SourceSubjectFormSeqNo .

o

Demo: FormRepeatKey 2, SubjectFQfmSeqNo 2, OnngthectFormSeqNo 2,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 1, S@éctFormSeqNo 5,
OriginSubjectFormSegNo 3, SourceSubjectFormSeqNo 4

Demo form

These sequence numbers are available to be used within expressions only to get the value of the sequence number
for a specific form instance, that is, by using {SubjectFormSeqNo}, {OriginFormSeqNo}, {SourceFormSeqNo}.

In the above example, the form Summary format was configured by using these sequence numbers as below:
Form Repeat Key {FormRepeatKey}, SubjectFormSegNo {SubjectFormSegNo}, OriginFormSeqNo

{OriginFormSeqNo}, SourceFormSeqNo {SourceFormSeqNo}
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= Only the FormRepeatKey is used to identify a specific instance of the form in data mapping for data
import,as well as in the item identifier used in JavaScript (for example
EventID.FormID$ ActivitylD[ FormRepeatKey).ltemiD).

= When resetting a form, the sequence numbers are still allocated to it, and the next available ones are
used for the new instances.

In the excel export output, these form sequence numbers allows to track, for the form instances that were initiated
by copying data from previous events, where the data originates from, as below:

Origin Source
Subject  Subject  Subject
Form form form form

sequence sequence sequence sequence Design

number number number  number  version
FormSeq SubjectFor OriginSubj SourceSubj DesignVer:
1 1 1 2.1
2 2 2 2.1
3 3terrann,,, 2.1
1 qe "*-___.:_3: ....... 321
1 5 3 ttkan1

Analyzing the values of the form sequence numbers, only the form instances that were initiated by copying the data
from previous visits have values populated in the Source Subject form sequence number column, that is, the last two
rows in the example. The data was copied from the form instance having the same Subject form sequence number
value, highlighted in green in the above image. The form instance that the data was copied for the first time is
identified by the value of the Origin Subject form sequence number, that is, "3" in our example.
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2

PDF export output

PDF export output

Published by Viedoc System 2025-04-24

1. Introduction
2. Output file(s)
3. PDF file structure/content
3.1 First page
3.2 Site summary page
3.3 Subject summary page
3.4 Event summary page
3.41The sort order of the forms

1 Introduction
When choosing PDF as output format, you have the following options:

= Exclude deleted subjects / events / forms - if checked, the deleted subjects, events and forms will be
excluded from the PDF export.

= Create PDF/A compliant archive - if checked, the PDF export output will be in a Portable Document
Format Archive (PDF/A) compliant format. The PDF/A is a standardized format specialized for long-term
preservation of electronic documents.

« Embed complete fonts (no subsets) - if checked, this will force embedding the complete fonts (not only
subsets) into an archive and all the font subsets embedded in the PDF file will be replaced with fully
embedded fonts.

Please note that this will lead to significantly larger file sizes.

« FDA submission format (eCTD) - if checked, the PDF export output will be structured according to the
electronic Common Technical Document (eCTD) format specified by the Food and Drug Administration
(EDA). The eCTD format provides a structure where the Case Report Forms (CRFEs) are listed twice,
ordered by event/workflow and ordered by domain.

= For non-production data, the number of subjects in the PDF archive are limited to improve performance.

The most recently added subjects are included according to the date the subject card was created. An
information message is displayed: For this mode the PDF Archive is limited to a sample of [X] subjects.

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

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

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

2 Output file(s)

One .zip file is downloaded for each PDF export performed.

3 PDF file structure/content

This section describes the structure of the exported PDF file.
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Bookmarks
= B

~ u A demo study

~ [] AHU Academic Hospital Uppsala £

The file is structured as follows:
. A study summary on the first page.
. A site summary page.

. One separate sub-section for each subject in the respective site.

v~ [ SE-AHU-001

~ [] Add subject [04 Oct 2016]
v [] Add subject
u Demographics J
? [] Visit 1[04 Oct 2016] a4

> [ SE-AHU-002
> [] SE-AHU-003
> [ SE-AHU-004
> [] SE-AHU-005

—
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X

. For each subject, one sub-section for each event.

. For each event, one sub-section for each activity.

. For each activity, one sub-section for each form. The latest version of the form PDFs are included here. See also

Audit trail and Form History section in Entering/editing data.

The meaning of the signature in Viedoc is included on the last page.

stores them in a zip file.

= One separate PDF file is generated for each site and all the PDFs are archived in a .zip file.
The PDF file names reflect the site code and site name, as set in Viedoc Admin, under site settings.

» ThisPC » Downloads » _20180903_094044

Narme

NN N N IR EN GNP AN IR N

= For the FDA submission format (eCTD), there is one folder for each site, and each folder contains one
separate PDF file for each subject (file name is the same as the subject ID):

~

AHU Academic Hospital Uppsala

- CUB Charite University Hospital Berlin
HUH Helsinki University Hospital

IMU Innsbruck Medical University

KCH King's College Hospital Lendon

KIS Karolinska Institute Stockholm

UBR University of Brescia

UCH University College Hospital Lendon
UMF University Medical Center Freiburg
UMG University Medical Center Groningen
- VUA VU Medical Center Amsterdam
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If the number of forms for a site exceeds 1000, the system splits the archive into one PDF file per subject and

v Type

Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document

Adobe Acrobat Document
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» ThisPC » Downloads » _20180310_104845 » AHU Academic Hospital Uppsala

Mame Type Compressed size

= SE-AHU-001 Adobe Acrobat Document 95 KB
= SE-AHU-002 Adobe Acrobat Document 100 KB
"L SE-AHU-003 Adobe Acrobat Document 98 KB
= SE-AHU-004 Adobe Acrobat Document 86 KB
= SE-AHU-005 Adobe Acrobat Document 100 KB
=L SE-AHU-006 Adobe Acrobat Document 115K
"L SE-AHU-007 Adobe Acrobat Document 97 KB
= SE-AHU-008 Adobe Acrobat Document 100 KB
= SE-AHU-009 Adobe Acrobat Document 85KB
=L SE-AHU-010 Adobe Acrobat Document 108 KB
= SE-AHU-0T1 Adobe Acrobat Document 198 KB
= SE-AHU-012 Adobe Acrobat Document B84KB
= SE-AHU-013 Adobe Acrobat Document T12KB

3.1 First page

The first page provides a short summary, as illustrated in the image and explained below:

2 A demo study

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

FPA: 04 Oct 2016  LPA: 27 Aug 2018
Sites: Inthis archive: 1 Study total: 20
Subjects: Inthis archive:/1  Study total: 115

—

.The study logo image, if any, as set in Viedoc Admin, under Study Settings.
. Study name, as set in Viedoc Admin, under Study Settings.

. Study description, as set in Viedoc Designer.

.The dates for:

. The number of sites:

. The number of subjects:

3.2 Site summary page

The site summary page provides a summary of the site, as illustrated in the image and explained below:
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Academic Hospital Uppsala ("

Site code Country
AHU Sweden
Time zone

(UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna

FPA LPA
04 Oct 2016 27 Aug 2018

Subjects (in this archiveltotal)
7171
. The study name, as set in Viedoc Admin.
. The site name, as set in Viedoc Admin.
.The site code, as set in Viedoc Admin.
. The country for the respective site, as set in Viedoc Admin.
. The site time zone, as set in Viedoc Admin.
. Date of First Patient Added (FPA) to the site, in the site timezone.
. Date of Last Patient Added (LPA) to the site, in the site timezone.

. Number of subjects from the site included in the export / total number of subjects in the site (this
number will exclude deleted subjects if Exclude deleted subjects/events/formsis checked).

Following the site summary page, comes a Contents list of the subjects included in the export for the

respective site, with the Subject ID and corresponding pages. After that, comes one sub-section for each
subject, described in the next topic.

3.3 Subject summary page

The subject summary page provides the following information:

Subject added Forms (in this archive/total)
=17 Nov 2017 11:11 CET 23124
—

Contents

Add subject [17 Nov 2017] 5-6
Visit 1 [16 Oct 2017] Initiated 7-19
Visit 2 [23 Oct 2017) Initiated 20-28
Visit 3 Initiated 29-39

. The study name and site name, as set in Viedoc Admin.
. Subject ID in the format set in Viedoc Designer.

.The date and time the subject was added.
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.The number of Forms filled in / the total number of forms for that subject.

.Atable of Contents with a list of all the events that contain data for the respective subject, the event
status and the page numbers where the data related to the respective event can be found.

3.4 Event summary page

The event summary page provides the following information:

A demo study f Academic Hospital Uppsala

SE-AHU-023 / Visit 1 ﬁﬁ Oct 2017](2

Contents

Visit 116 Oct 2017] Awaite Signing -
Check Questions Awaits signing 9
Physical Examination Awaits signing 10-11
Vital Signs Awaits signing 12
12-Lead ECG Awaits signing 13
Body measurements Awaits signing 14
Safety Laboratory Parameters Awaits signing 15
Eligibility Awaits signing 16
Visit status Awaits signing 17
Clinical chemistry Awaits signing 18-19

.The study name and site name, as set in Viedoc Admin.

. Subject ID in the format set in Viedoc Designer and the event name together with the date when it was
initiated.

.Atable of Contents with a list of all the forms within the respective event for Scheduled and
Unscheduled events, providing the following information:

For Common Events, each entry will have its own Event summary page.

For each form, the form PDF is included, in the same format as for the form history pdf file. For details,
see Form history PDF in Entering/editing data.

3.41 The sort order of the forms
The forms in the PDF are sorted by these characteristics:
The following exampile illustrates the sort order.

Suppose the study design looks like this:

=.D New Study Design [7.0] Close

Study workflow

EO1: EO1 L5

Form A @|X|H FormB  (#)(X)

formC  (#)(X]

E02: E02 # T

Form A @@H Form B @@l lFurmC @@H Form D |?|@l [FcrmE ®X

For the event EO1, all forms belong to the same activity. This means that the order of the forms in the PDF
will always be like this:
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For the event EO2, there are three activities. This means that if any form from A02 gets saved first, then
any form from AO1 gets saved second, and then any form from AO3 gets saved third, the order of the
forms will be:

In other words, the order of forms for event EO2 for this specific example will be like this:

o

First Patient Added (FPA) in the study

Last Patient Added (LPA) in the study

In this archive - the number of sites selected to be included in the export.

Study total - the total number of sites in the study.

In this archive - the number of subjects selected to be included in the export.

Study total - the total number of subjects in the study.

Form name (4)

Status (5) - one of the following, depending on if the form was signed by the site:
« Awaits signing
= Signed, followed by the name of the user who has signed and the timestamp (in

site timezone).

Page numbers (6) where the respective form can be found.

Subject key, in ascending order

Event type (scheduled, unscheduled, common)

Date - the date of the first form save of the activity
The order of the forms according to the study design

Form A
Form B
Form C

. All forms from AO2 according to the design

All forms from AO1 according to the design

. All forms from AO3 according to the design

Form C
Form D
Form A
Form B
FormE
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2

Queries in Excel export

Queries in Excel export

Published by Viedoc System 2024-10-10

The Queries can be exported to the following export output formats:

= Microsoft Excel - Office Open Extensible Markup Language (XML)
= Comma-separated values (CSV)
= Operational Data Model (ODM)

To include the query information in the exported file, you need to select Queries under Type of data in the Data
export page. When selecting to include Queries, the Query history option becomes available.

Data Export

All sites  Sweden

Subjects to include

All subjects

Events and time period

All events

Forms and items

All forms

Type of data \i—"
Signed data Not Signed data SDV perfermed or NA SDV pending Queries Query histary
«| Signed data +| Not Signed data
«| SDV performed or NA + | SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

«| Queries + Query history
Review status Medical coding
Event dates Edit status

Uploaded files

Depending on if the Query history is included in the export or not, the information in the export output file is grouped
as follows:

= Without Query history - there is one row for each query, providing information on the current state of the
query.

= With Query history - there is one row for each change in a query state, that is, there can be many rows
for one and the same query.

In the Excel export output, considering as an example the default settings under Output format:
= Output to Excel

= Group data by form
« 1row per activity

..the query information is grouped in a separate sheet of the excel file, called Queries.

The columns provide information on the item that the query was raised on, followed by the query specific
information, as illustrated in the image (the image shows the query-specific information only) and listed in the
following table:
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R 5 T u A W X
1 |Query item sequence number Raised on  Query type Range check OID Query text Query state Query resolution
2 |QueryltemSegNo RaisedOn  QueryType RangeCheckOID QueryText QueryState QueryResolution
a02f1 Item Validation RC DMAGE 1 0 1 Age is not within the expected range (19-65), defined per j Query Raised
a3l Item Validation RC_DMAGE_1_0_1 Age is not within the expected range (19-65), defined per jQuery Closed  Closed due to data edit
a0af2 Eventdate Manual Visit date is not within the protocol visit window Query Raised
4051 Item Validation RC_VSSYS 0 0 1 Value is outside of normal range. Please verify. Query Raised
a06/1 Item Validation RC_VSSYS 0_0_1 Value is outside of normal range. Please verify. Query Resolved Correct
2071 Item Validation RC_VSPULSE_0_0_1  Value is outside of normal range. Please verify. Query Raised
a08[1 Item Validation RC_VSPULSE 0 0 1  Value is outside of normal range. Please verify. Query Resolved Correct
4091 Item Validation RC_VSSYS 0 0 1 Value is outside of normal range. Please verify. Query Raised
a101 Item Validation RC_VSSYS_0_0_1 Value is outside of normal range. Please verify. Query Resolved Correct
4111 Item Validation RC_VSPULSE_0_0_1  Value is outside of normal range. Please verify. Query Raised
4121 Item Validation RC_VSPULSE 0 0_1  Value is outside of normal range. Please verify. Query Resolved Correct
4131 Item Validation RC_VSSYS 0 0 1 Value is outside of normal range. Please verify. Query Raised
aall Item Validation RC_VSPULSE_0_0_1  Value is outside of normal range. Please verify. Query Raised
asf Item Validation RC_VSPULSE_0_0_1  Value is outside of normal range. Please verify. Query Raised
a16[1 Eventdate Validation Visit date is not within the protocol visit window Query Raised
a7l Eventdate Validation Visit date is not within the protocol visit window Query Raised
nsf1 Item Manual Is data correct? Query Raised
a9f1 Item Manual Is data correct? Query Resolved Data correct
420:1 Item Validation RC_VSPULSE 0 0_1  Value is outside of normal range. Please verify. Query Raised
4 @z LAB MH HA | CM | AE ExampleForm Items Codelists Queries ® 4
Column name Description

Query study
sequence
number

Site sequence
number

Site name
Site code

Subject
sequence
number

Subject Id

Event sequence
number

Event Id

Event name

Event date
Activity Id

Activity name

FormId

Form name

Form sequence
number

ItemId

Counter that identifies the query globally within the whole study.

This field is empty for the Unconfirmed missing data.

Columns that identify the item

Counter that identifies the site globally within the study.

The site name, as set in Viedoc Admin.
The site code, as set in Viedoc Admin.

Counter that identifies the subject within the site.

The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

Counter that identifies the event within the sequence of events for the same subject.

The event ID, as set in the study design (in Viedoc Designer).

The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

The event date, as set in Viedoc Clinic when the event is initiated.
The activity ID, as set in the study design (in Viedoc Designer).

The activity name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

The form ID, as set in the study design (in Viedoc Designer).

The form name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Counter that identifies the instance of the respective form within the respective activity.
This is used for the repeating forms. For non-repeating forms, this is always "1".

The item ID, as set in the study design (in Viedoc Designer).
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Column name

Item Name

Query item
sequence
number

Raised on

Query type

Range check OID

Query text

Query state

Query resolution

User name

Date & time (UTC)

User role

Query raised by
role
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Description

The item name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Query specific information

Counter that identifies the query within a sequence of queries for the same item.

Specifies if the query was raised on an item or on the event date:

=« Jtem
= Eventdate

Specifies the query type, depending on how it was raised:

=  Manual - for manually raised queries.

« Missing data - data confirmed as missing

= Pending form upgrade - forms pending upgrade as a result of applying a
revision of the study design

= Unconfirmed missing data

« Validation - for automatically raised queries, as a result of validation.

Only for automatically raised item queries (i.e. Query type = Validation and Raised on =

Item). The unique Object Identifier (OID) of the edit check that generated the query, as set

in Viedoc Designer.
The text of the query.

Can be one of the following (see also Query overview):

= Query Raised

= Query Resolved
« Query Approved
= Query Rejected
= Query Closed

= Query Removed

The queries that were automatically closed due to form reset/delete (with status
Query Closed) are not included in the export.

The resolution text entered when resolving (answering) the query. Not applicable for
those changes performed by the system (i.e. User name = System (0))

The name of the user who performed the changes, followed by the user ID in
parentheses.

For those changes performed by the system (such as validation queries, that are
automatically raised by the system) the User name = System (0).

The date and time when the change was performed.

The role of the user who performed the action on the query

The role of the user who raised the query
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Review status in Excel export

Review status in Excel export

Published by Viedoc System 2023-10-09

1. Review status
2.SDhV

This lesson describes how the review status information is structured within an Excel file exported from Viedoc.

For general details about data export, see Exporting data.

1 Review status
When selecting one row per item as Layout, the review status is not included in the export.

In the Excel export output file, there is one separate sheet for the Review status:

Reviewed item Clinical review by Clinical review date (UTC) Datareview by Data review date (UTC) SDV by SDV date (UTC) signed by Signed date (UTC) Lock by Lock date (UTC)
Reviewedltem CrBy CrDate DmBy DmDate SdvBy SdvDate SignBy SignDate LockBy LockDate

Event date Demo User (317) 2018-03-1008:01 Demo User (317) 2018-09-10 08:01

Event date Demo User (317)  2018-08-10 08:00 Demo User (317) 2018-09-10 08:00

Event date Demo User (317)  2018-05-10 08:00 Demo User (317)  2018-09-10 08:00 Demo User (317) 2018-09-10 08:00
Event date

Event date

Event date

Event date

Event date Demo User (317) 2018-07-31 11:45

Event date

Event date

Event date

Event date Demo User (317)  2018-03-07 11:44 Demo User (317) 2018-09-07 11:44 Demo User (317) 2018-09-07 11:45
Event date Demo User (317)  2018-09-10 08:00 Demo User (317)  2018-09-10 08:00 Demo User (317) 2018-09-10 08:00
Form

4 o || [H LAB PainLevel LABR Items Codelists Review status SDV. 'i’.‘ Ll »

The first columns provide information for identifying the form that was reviewed, followed by the review information,
as listed in the following table:

Column name Description
Columns that identify the form
Site sequence Counter that identifies the site globally within the study.
number
Site name The site name, as set in Viedoc Admin.
Site code The site code, as set in Viedoc Admin.
Subject Counter that identifies the subject within the site.
sequence
number
Subject Id The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject

identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

Event Counter that identifies the event within the sequence of events for the same subject.
sequence
number
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Column name
Event Id

Event name

Event date
Activity Id

Activity name

Form Id

Form name

Form
sequence
number

Reviewed item

Clinical review
by

Clinical review
date (UTC)

Data review by

Data review
date (UTC)

SDV by

SDV date
(UTC)

Signed by

Signed date
(UTC)

Lock by

Lock date
(UTC)
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Description
The event ID, as set in the study design (in Viedoc Designer).

The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

The event date, as set in Viedoc Clinic when the event is initiated.
The activity ID, as set in the study design (in Viedoc Designer).

The activity name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

The form ID, as set in the study design (in Viedoc Designer).

The form name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Counter that identifies the instance of the respective form within the respective activity. This
is mostly used for repeating forms.

For non-repeating forms, this is 1. If a form is reset and then saved again the new form has
sequence number 2, and so on.

Form sequence number increases one step every time reset/initiate occurs.

Review status information

Can be one of the following:

= Event date - if the review action was performed on the event date.
= Form- if the review action was performed at form level.

User name and user ID of the user that performed the clinical review.

The date and time in Coordinated Universal Time (UTC) when the clinical review was
performed

User name and user ID of the user that performed the data review (marked by the DM
review flag).

The date and time (UTC) when the data review was performed.

User name and user ID of the user that performed the Source Data Verification (SDV)
(marked by the SDV review flag). For studies where SDV is performed on item level, this
column will contain N/A for items that do not require SDV.

The date and time (UTC) when the SDV was performed. For studies where SDV is performed
on item level, this column will contain N/A for items that do not require SDV.

User name and user ID of the user that signed the form.

The date and time (UTC) when the form was signed by investigator.

User name and user ID of the user that locked the form.

The date and time (UTC) when the form was locked.
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If, on the Data Export page, it was selected to include the SDV information, there is one separate sheet for the SDV
information in the Excel export output file:

SDV by SDV date (UTC)
SdvBy SdvDate

Demo User (317) 2017-11-17 12:26
Demo User (317) 2017-11-17 12:26
Demo User (317) 2017-11-17 12:26
Demo User (317) 2018-09-10 08:01
Demo User (317) 2018-09-10 08:01

Demo User (317) 2018-09-1008:01
Demo User (317) 2018-09-1008:01
Demo User (317) 2018-09-10 08:01
Demo User (317) 2018-09-10 08:00
Demo User (317) 2018-09-10 08:00
Demo User (317) 2018-09-10 08:00

Note! For studies where SDV is performed on item level, this sheet will include only the items that require SDV and
are visible to the user.

The first columns provide information for identifying the item that was SDV-ed, followed by the review information, as
listed in the following table:

Column name

Site sequence

Description
Columns that identify the item

Counter that identifies the site globally within the study.

number

Site name The site name, as set in Viedoc Admin.

Site code The site code, as set in Viedoc Admin.

Subject Counter that identifies the subject within the site.

sequence

number

Subject Id The Subject ID, in the format configured in Viedoc Designer. The Subject ID is the subject
identifier displayed in Viedoc Clinic on the subject card, subject details page, and so on.

Event sequence Counter that identifies the event within the sequence of events for the same subject.

number

Event Id The event ID, as set in the study design (in Viedoc Designer).

Event name The event name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Event date The event date, as set in Viedoc Clinic when the event is initiated.

Activity Id The activity ID, as set in the study design (in Viedoc Designer).

Activity name The activity name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

Form Id The form ID, as set in the study design (in Viedoc Designer).

Form name The form name, as set in the study design (in Viedoc Designer) and displayed in Viedoc

Clinic.
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Column name Description
Form sequence Counter that identifies the instance of the respective form within the respective activity.
number This is mostly used for repeating forms.

For non-repeating forms, this is 1. If a form is reset and then saved again the new form has
sequence number 2, and so on.

Form sequence number increases one step every time reset/initiate occurs.

Item ID The item ID, as set in the study design (in Viedoc Designer)
Item name The item name, as set in the study design (in Viedoc Designer) and displayed in Viedoc
Clinic.

SDV information

Reviewed item Can be one of the following:

= Event date - if the review action was performed on the event date.
= Form - if the review action was performed at form level.

SDV by User name and user ID of the user that performed the SDV.

SDV date (UTC) The date and time (UTC) when the SDV was performed.
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Managing users

Managing users

Published by Viedoc System 2024-10-10

1. Introduction
11 Important information about signatures
1.2 About roles in Viedoc
1.21 Two types of roles
1.2.2 System roles
1.2.3 Clinic roles
1.3 About the study users
1.3.4 Overview of users in the organization/study/site
1.3.5 Users
1.3.6 Study crew
1.3.7 Site users
1.3.8 Viedoc skill level
1.3.9 User status
1.4 User settings
1.5 User report
1.510 Log_ of users and roles in PDF
1.5.11 User administration log.in Excel
1.5.12 Communication log_in Excel
1.5.12.1 User-specific information
1.5.12.2 Study-specific information
1.6 System site groups
2. Step-by-step guides for the Study Manager
2.7 Assigning_users to system roles and/or clinic roles
2.8 Resending the invitation to a user
2.9 Removing access to a role
210 Unlocking a user account
2.11 Delegating_ user management to the Site Managers
212 Downloading the user logs
3. Step-by-step guides for the Site Manager
3.13 Assigning_users to clinic roles
3.14 Removing_ a user
3.5 Unlocking a user account

This lesson describes the types of roles that are supported by Viedoc, how to assign roles to users and where to
view the users that have access to a study, and their user details. The instructions are intended for
and

1 Introduction
11 Important information about signatures

The Study Manager should, in cooperation with the Site Manager(s), ensure that all users of Viedoc are informed,
and certify that all electronic signatures created in the system are intended to be the legally binding equivalent of a
traditional handwritten signature.

In Viedoc, the purpose/meaning of a signature is always “responsibility” as used in Sec. 11.50 of Food and Drug
Administration (EDA) 21 Code of Federal Regulations (CER) part 11. The signer is thereby acknowledging his/her
responsibility for the entered data. Viedoc keeps account of what was signed, who signed it, and when the signature
was performed.

1.2 About roles in Viedoc
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1.21 Two types of roles

Viedoc supports two different types of roles.

1. Systemrolesa

re roles that are predefined in the system and give access to Viedoc Admin or Viedoc

Designer, see System roles.
2. Clinic roles are roles that are study-specific and give access to Viedoc Clinic, see Clinic roles.

ORGANIZATION

Site Designer
manager

Study manager

e

Unblinded Dictionary
statistician manager

SYSTEM ROLES

PSTTTTTITIT I

)
HL]
:-J
Hs)
HL S
ig
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]
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The Organization Administrator invites the Study Manager. The Study Manager can assign users to system roles

and clinic roles. The Study

1.2.2 System roles

Manager can also delegate the management of clinic roles to the Site Manager.

The system roles are predefined in Viedoc, they cannot be adjusted for your study. The system roles give access to
various features in Viedoc Admin or Viedoc Designer.

The following system roles

Role

Organization
Administrator

Study Manager

Designer

Site Manager

Unblinded
Statistician

Dictionary Manager

Reference Data
Source Manager

are available.

Description

The Organization Administrator is responsible for all projects within the organization.
The Organization Administrator initiates projects, and assigns Study Managers to
every project in Viedoc Admin.

The Study Manager assigns roles to users, adds sites to the study and applies study
designs to the sites in Viedoc Admin. For a typical clinical trial, the role of Study
Manager in Viedoc is assigned to the project manager.

The Designer builds the study in Viedoc Designer.

The Site Managers are appointed by the Study Manager and use Viedoc Admin to
assign clinic roles to site users. For a typical clinical trial, the role of Site Manager in
Viedoc is assigned to the Clinical Research Associate (CRA).

The Unblinded Statistician manages the randomization lists 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 Dictionary Manager uploads medical coding dictionaries.

The Reference Data Source Manager manages the reference data sources at study
level. The Reference Data Source Manager can also delegate the management of data
sources at site level to the Site manager.
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Role Description

APl Manager The Application Programming Interface (APl) Manager has access to the API settings
and performs the API configurations. Complete instructions on how to configure the
API are provided in Viedoc API.

elMF Manager The eTMF Manager manages the eTMFE 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.

Design Impact The Design Impact Analyst can run an impact analysis in Viedoc Admin. A user with the
Analyst role can see what impact a new design revision will have on existing form instances
before applying the revision.

Before you invite a user with this role, read Design revision impact analysis to
understand in which scenarios the design revision impact analysis report might reveal
blinded information.

One organization can have more than one Organization Administrator. One study can have more than one Study
Manager, Designer, Unblinded Statistician, Dictionary Manager, Reference Data Source Manager and APl Manager.
One site can have more than one Site Manager.

1.2.3 Clinic roles

The clinic roles, and the rights that belong to these roles, can be set up in the study design in Viedoc Designer. They
are study-specific and give access to Viedoc Clinic. Clinic roles are assigned to site users by the Study Manager or
the Site Manager. Each study can have an unlimited number of clinic roles.

Examples of clinic roles are:

= Investigator

= Study Nurse

» Study Coordinator
« Data Manager

= Medical Coder

1.3 About the study users

1.31 Overview of users in the organization/study/site

A list of users can be viewed at the following three places:

https://help.viedoc.net/c/c63e06/?print=ready

137/165


https://help.viedoc.net/l/a559c4/en/#API
https://help.viedoc.net/c/331b7a/76935f/en/
https://help.viedoc.net/c/331b7a/a559c4/en/#eTMF
https://help.viedoc.net/c/331b7a/e04130/en/

12/2/25, 9:48 PM

P4 Users J

Viedoc's demostudy

g Randomization is on Check for available slots, append existing or add new lists.

a Medical coding. Create and edit instances, upload files.

5% Reference data source(s). Manage contact information, design scopes, and applicable sites.

API configuration Add and edit API cliems, view data history.

Study crew
Study Sites Sites Countries
#  Site name L0

1 Karolinska Institute Stockholm
2 Uppsala University Hospital
3 Helsinki University Hospital

4 University College Hospital London

Sahlgrenska University Hospital
Gothenburg

@ Add a site to this study

. On the Users page. This page displays a list of users assigned to any role in any study within the

.In the Study crew window. This window displays a list of all users assigned to a system role in the
.On the Site users tab of the site settings window. This tab displays a list of all users assigned to a clinic role

within that specific

All three user lists only display the users and roles you have permission to manage (invite or remove). If you
are a Study Manager, you can also see the Organization Administrator. If you are a Site Manager, you can also see
the Study Manager. However, in both cases you cannot invite users to these roles or remove these roles from users.

1.3.2 Users

Y& Studies

Search by name or e-mail

9 users

User

Dr. Demo (383)

Dr. Investigator (490)

(296)
Technical Writer (304)
Technical Writer (305)
TW CN (371)

Viedoc Admin (90)

1 Tothetop

The Users page lists all users within the organization, and displays the following information:
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Site users
Code Country
Ki SE
uu SE
HU Fl
CL GB
5G SE

)Son by

Study and site

Viedoc's demostudy
Multiple sites

Viedoc's demostudy
Multiple sites

Multiple studies
Multiple sites

Viedoc's demostudy
Multiple sites

Multiple studies
Multiple sites

6 1)Study design

Multiple design

Effective Design

DemoStudyDesign 4.0

DemoStudyDesign 7.0

DemoStudyDesign 4.0

DemoStudyDesign 6.0

DemoStudyDesign 3.0

Role

Dictionary Manager
+ 3 other roles

Investigator
+1otherroles

Study Manager
+ 3 other roles

Investigator

Organization Admin
+ 10 other roles

Organization Admin

5in use.

Production
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o Add a new study

Users

1/6

1/6

1/5

1/5
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ﬁ Invite Organization users
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Skill level
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« Name of the user

= User ID (in parentheses behind the user's name)
« E-mail address

= Study/studies and site(s) the user has access to

= Role(s) assigned to the user

= Viedoc skill level of the user (see Viedoc skill level)
= Status of the user (see User status)

If a user has no approved roles, because the invitation is still pending or rejected, or because the roles have been
removed, only the user's e-mail address is displayed and all the other fields remain empty.

On this page, you can (see image):

. Search for a specific user among all users within the organization by entering the user’s name or e-mail
address in the search field

. Sort the list of users by name, status or date of creation
. Group the list of users by study by selecting Studies in the Group by field

. Invite organization users (only available for the Organization Administrator)

1.3.3 Studycrew
% Viedoc's demostudy

Study crew

Here you can view admins for the study and/or invite more people

Add study users

User Role Since Skill level Status

Technical Writer (304) Study Manager

: 2018-04-10 08:49
Designer

!

Dr. Demno (383) Dictionary Manager ~ 2018-04-27 08:04

g

Study Manager
Reference Data Source 2018-05-02 14:36
Manager

(294)

Dictionary Manager 2018-05-15 08:32 rd

el
<
OO0 000

-

The Study crew window lists all users in the study that are assigned to a system role, and displays the following
information:

« Name of the user

= User ID (in parentheses behind the user's name)

= E-mail address

= Role(s) assigned to the user

= Date and time the user has been invited to that role (if the invitation is still pending) or has access to that
role (if the invitation has been accepted)*

= Viedoc skill level of the user (see Viedoc skill level)

= Status of the user (see User status)

*If the user has multiple roles, the date and time of invitation or acceptance of the first role that gives access to that
site is displayed.

You can sort the users by name, role, date of (accepted) invitation and status. To sort the users, click on the column
headers, or click on the arrows to the right of the column header. You can sort the users in ascending and
descending order.
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1.3.4 Site users

% Viedoc's demostudy Close

Uppsala University Hospital

Here you can medify site details and/or invite users to site

Details Site users Add users
User Role Since (UTC) Skill level Status
Technical Writer (304) Site Manager 2018-05-1509:18 p— 8
+1other roles uTC 6 V
Dr. Demo (383) Data Manager 2018-05-1509:23 > 6
uTc .
(294) . 2018-05-1509:21 ——
Medical Coder uTe 8 V 8
Dr. Investigator (490) Investigator 2018-05-15 09:21 AL 6
+ 1 other roles uTC b V

The Site users tab in the Site settings window lists all users with clinic roles that have access to that site, and displays
the following information:

Name of the user

User ID (in parentheses behind the user's name)

E-mail address

Role(s) assigned to the user

Date and time the user has been invited to that role (if the invitation is still pending) or has access to that
role (if the invitation has been accepted)*

Viedoc skill level of the user (see Viedoc skill level)

Status of the user (see User status)

*If the user has multiple roles, the date and time of invitation or acceptance of the first role that gives access to that
site is displayed.

You can sort the users by name, role, date of (accepted) invitation and status. To sort the users, click on the column
headers, or click on the arrows to the right of the column header. You can sort the users in ascending and
descending order.

1.3.5 Viedoc skill level

The Viedoc skill level gives an indication of how experienced the user is in using Viedoc. It is based on the number of
logins by that user.

Skill level Icon Description
Rookie <20 logins
Semi-pro 21-100 logins
A,

III ii

Pro 101-1000 logins
—_—

|. U'I

Legend >1000 logins
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The status of the users is displayed in the status column:

Status Icon
Online
Offline
Pending ?
Pendin

ing v

certification

Rejected X
Locked out
Removed °

Description

The user is currently logged in to Viedoc, and has no pending invitations.

The user is currently not logged in to Viedoc, and had no pending invitations.

The user has at least one pending invitation to a role. The question mark is
displayed even if the user has accepted invitations to other roles.

The user has mandatory documentation assigned that was not confirmed as
read & understood.

The user has rejected all invitations to roles. The user has never had access to
the study.

The user is locked out from Viedoc (the user has entered the wrong password
three times in a row).

The user has had roles in the study before, but has currently no roles left.

For the Users page (see Users), the following applies:
If the users are not grouped by study, the user's status symbol will reflect the overall status in all studies you have
access to. That means, if the user has one pending invitation in one of the studies, the status will be pending and a

red question mark will appear. If the users are grouped by study, the status symbol will reflect the status per study.

That means that a user's status can be pending in one study, and logged inin another study.

1.4 User settings

To view the details of a specific user, click the toolbox icon behind the name of that user in any of the previously
described user lists. The User Settings window opens:

x User Settings

Dr Investigator (1714)

SE

The User Settings window displays the name and email address of the user, the user ID (in parentheses), the status

Close

Offline @& Rookie

~— = — ~— —
Studies and Roles Authentication Log Reset Password Communication Log

User name

testuser@r.com
First name Last name Display name

Dr Investigator Dr Investigator (1714)
Phone

46712345678
Street address City

Main Street 101 Uppsala
Postal code Country State

Delete user from this organization

and the skill level. You can perform the following actions:

. On the Detdils tab, you can view the user's name and contact details.
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.On the Studies and Roles tab, you can view a list of all roles and sites the user has access to, including the
date and time of invitation/acceptance of that role. The roles are grouped per study. You can delete roles by
clicking the trash canicon next to the role.

. On the Authentication log tab, you can view a list of logins by the user, including date and time, the IP
address, and the browser that was used. The number of displayed entries is limited to the latest 100 logins.

.On the Reset Password tab, you can reset the password for that user, if the user has forgotten their
password and does not have the phone number that can receive a text message or a secondary email
address. Viedoc will send a notification to the user with a link to create a new password.

The authentication code will be required if the user wants to reset their password using the Forgot
your password? link on the login page. The authentication code is sent to the phone number the user set to
receive text messages or to the user's secondary email address. If neither of these options are selected, the
user needs to contact their Study Manager to receive a link to reset their password.

On the Communication Log tab, you can view the latest 20 communication logs for a user and download
an Excel file with the complete user-specific Communication Log containing information about email and
SMS communication to study users. All users with access permissions (Study/Site Managers) to the User
settings in Viedoc Admin can access the Communication Log.

Email and SMS communication logs before the Viedoc 4.70 release are available, however these do
not have the same level of detail.

User report

For each study, you can download user logs in PDF and Excel format with information about all users and roles for
the sites you have access to. See Downloading_the user logs for instructions.

= InViedoc Admin, only production sites and roles/users for production sites are included in the user and
administration log.

= System roles for a study (organization users are not included) are included in the user and administration
log. For example, site managers for demo sites are included when a log is generated for a production
site, as a site manager is a system role.

« When sorting studies by group and generating a Log of users and roles or a User administration log
report,the download link is not exposed for the newly generated file until the page is refreshed.

The content of the logs depends on the system role that you have, as follows:

If you are a... .. then the logs contain:

Organization The system roles Application Programming Interface (API) Manager, Dictionary

Administrator Manager, Unblinded Statistician, Reference Data Source Manager, and eTMF Manager.

Study Manager The system roles APl Manager, Dictionary Manager, Unblinded Statistician and
Reference Data Source Manager, eTMF Manager, and all sites and site users in the
study.

Site Manager The system roles APl Manager, Dictionary Manager, Unblinded Statistician and

1.5.1

Reference Data Source Manager, eTMF Manager, and all sites you have access to,
together with their site users.

Log of users and roles in PDF

The Log of users and roles PDF contains information about all users and roles for the sites you have access to,
grouped in the following chapters:

1. - the summary of active/inactive roles, active/inactive users as well as data contributors,
grouped in one section per site.

An Active role is the current distinct role all active users have for a site.

An Inactive role is a role that was previously assigned but currently lacks any active user.

An Active user is a user with at least one active role.

An Inactive user is a user who had at least one role at a site, but all roles for the site have been revoked.

1. - a list of the permissions associated with each role and corresponding history, grouped in one
section per site.
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2. - a list of all users who ever had access to data, including user activity, grouped in one
section per site.

3. - 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).

1.5.2 User administration log in Excel

The User administration log contains information about all users and roles for the sites you have access to, with the
following sheets:

1. - general information about when and by whom the log was generated, and some
information about the study status. The following more detailed information is contained:

= The Organization name

= The Study name

= Production study GUID

= Demo study GUID

= For PMS studies: Sponsor side Production study GUID
= For PMS studies: Sponsor side Demo study GUID

2. - a list with detailed information about user access, showing one row per site and role,
including clinic roles and system roles.
The access granted date/time is the date/time when a user accepts the invitation to a study.
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.
= Latest system login date/time - information about the latest login of each user (for end users only, not API
client users).
= Certified - indicates if the user is certified for the role. Possible values are Yes, No, or an empty cell for roles
that don't have mandatory training sections to read.
= If the user has signed the certification associated to their role, the column will display:
Certified:Yes.
= Ifthe user has selected Read & Understood but not signed the associated certification, the
column will display: Certified: No.

= User type - indicates the type of user. Possible values are End User or API Client, to indicate if the user is an
end user that can log in to the system or a Web API Client that can access the API with a role.

3. - a list with information about pending invitations and rejected invitations, including
clinic roles and special roles.
When an invitation has been accepted the user will no longer be included in the invitation log, but in
the User Access Log.
Some columns in this sheet are further explained here:

= Role - role of the invited user.

= Email Address - Email address of each invited user.

= Existing User - indicates whether the invited user already has another role in the study, or is a new user.
Possible values are Yes, No.

= Initial Invitation Sent date/time - information about the first invitation of each user

= Initial Invitation Sent By ID - the numeric user ID for the user

= Initial Invitation Sent By Display Name - initial invitation sent with the display name usedin Viedoc to identify
the user.

= Initial Invitation Sent By Email Address - Email address of the initial invitation sent to the invited user.

= Invitation Resend Count - the number of times an invitation has been resent.

= Latest Invitation Sent date/time - information about the latest invitation of each user.

= Status - invitation status, possible values are Pendling, Rejected.

= Invitation Rejected date/time - information about a rejected invitation for each user.

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

5. - 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.
6. - a list with all user accounts setting changes with user ID, change log, user name,

and date/time.
1.5.3 Communication log in Excel
There are two different Communication logs. One contains user-specific and one contains study-specific

communication information.
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= This Communication log does not include any subject-related communication (Viedoc Me).
= Email and SMS communication logs before the Viedoc 4.70 release are available, however these do not
have the same level of detail.

1.5.3.1 User-specific information

The user-specific Communication log contains information about email and SMS communication to the study users.

All users with access permissions (study/site managers) for the User Settings in Viedoc Admin can view the
Communication Log for a specific user. The Communication Log tab has the following columns:

« Date &Time

« Message type

« Status - The status labels are Success or Failed, where Success means that the message was
successfully sent from Viedoc, and Failed means that the message failed to send from Viedoc. Further, if
the status was Success but the recipient did not receive a message, then the problem lies outside of
Viedoc. Please contact your PS representative if this should occur, or if your status returns Failed.

* User Settings Close

User One (1234) v/ Onine  TE Pro_

Details Studies and Roles Login History Reset Password

Diate and Time Meszage type Status

2022-03-21 09:41:50 (UTC) Tweo factor authentication Success .
2022-03-21 09:25:18 (UTC) Tweo factor authentication Success

2022-03-21 04:41:07 (UTC) Twao factor authentication Success

2022-03-21 04:39:28 (UTC) Recover account reguest Success

2022-03-19 07:09:22 (UTC) Tweo factor authentication Success

2022-03-18 09:58:30 (UTC) Twao factor authentication Success

2022-03-18 09:30:38 (UTC] Tweo factor authentication Success

2022-03-18 06:16:34 (UTC) Tweo factor authentication Success

2022-03-18 05:40:42 (UTC] erify phone number Success

2022-03-18 05:40:39 (UTC] Change phone number Success -

Communication log
Download (2022-03-18 05:22) | Regenerate

The Excel file contains a sheet named and includes all email and text message (SMS)
communications to the study user on the same Excel sheet.

Users must have activated the Viedoc account and accepted at least one invitation in order to have their
communication included in the Communication Log tab in the User Settings window.

The User Communication Logs sheet in the Excel file contains information about user-specific communication -
this is the user activity in Viedoc that is_unrelated to a specific study:

= Reset password
= Verification & notifications (changing telephone number/email address)
= 2FA (email/SMS)

The file name format is: UserCommunicationLog-UserID-YYYYMMDDhhmmss. (Using UTC)

All the logs are included in the same Excel sheet. The excel sheet has the following columns:
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Column

Message ID

Type of
Communication

Datetime (UTC)

Message Type

To

Viedoc User Guide for Monitors | Viedoc elLearning

Description

GUID: A unique identifier for the message

SMS/email

Date and time for the communication

The action that the communication is related to:

« Reset password - for messages related to password reset
« 2FAlogin - for messages related to the 2 factor authentication

The email address the message is sent to. For SMS messages, this column is empty.

Status Success/Failed
Provider Provider name - the provider that was used to send the message to the recipient
Communication logs
A B C D E F G

1 c ication logs

2 Message Id Type of C Datetime (UTC) Message Type To Status Provider

5 if;;ii;’::f%%ed'bms' Email 2022-03-01 07:46:25 Two Factor Authentication user1@viedoc.com Success Primary-Primary

“ a96f1beb-c63c-4376-9ae0- Email 2022-03-01 07:44:29 Recover Account Request user2@gmil com Success Secondary-Secondary
00520b3e-f26a-4077-9dac- N N N

et2oa oc Sms 2022-03-01 06:16:22 Verify Phone Number Success Primary-Primary

5 edc9458cc30a
01f2d59-8af4-48ba-81b7- . N . N N
© @ @ Email 2022-03-01 06:16:20 Verify Email Address 123@mail. com Success Primary-Primary

6 fb4045d18767
9ad92¢51-7582 4bce-b243- . . -

7 |d63737bb079d Sms 2022-03-01 06:11:07 Verify Phone Number Success Primary-Primary
44807008 faea-4dc3-b07a- Email 2022-03-01 06:11:00 Verify Email Address 999@gml.com Success Primary-Primary

8 a892457eb358
1de6048b-a1a0-48bb-85e2- Sms 2022-03-01 04:44:05 Verify Phone Number Failed Secondary

9 94abbecfafd2
3992561a-4299-4ceb-a0ac- Sms 2022-03-01 04:42:42 Verify Phone Number Failed Secondary

10 a87825cdfbaa
8aec881c-78ab-45¢3-05ed- Sms 2022-03-01 04:42:42 Verify Phone Number Failed Secondary

11 5123e09ce129

1 ;zif:g;::g:"mb'beza' Email 2022-03-01 04:42:41 Verify Email Address 789@gmil.com Failed Secondary
16c884e2-3cf3-4063-847- . N . .

12 |nocionoarnan Email 2022-03-01 04:39:43 Verify Email Address abed@gmil.com Failed Secondary
9c813fce-6633-4dee-bOba- N N
calsice eeboba Sms 2022-03-01 04:39:38 Verify Phone Number Success Secondary-Primary

14 3666ee14cf5f
fc98775¢-01f2-4b4d-aad7- Froil _ 2027-02.01 N4-39-29 Verif Email Address 123@meil com Failed Secondar:

User Communication Logs ® K D

1.5.3.2 Study-specific information

In Admin, under

)E’ Studies

Search by name or e-mail

User

Dir Investigator (1714
testuser@r.com

Rachel McKie (1680

rachel@viedoc . com

- Group by Studies, in the User Logs dropdown list, a separate file called User communication
log is available containing the information listed below.

First study

Sort by

Study and site

First study

Multiple sites

First study

Multiple sites

First study

Multiple sites
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Role

Irvestigator

Study Manags
+ 12 other roles

Irnvestigator

Invite Organization users

Group by

ser logs
Log of users and roles

Generate

User administration log

Generate

User communication log
Dow 2022

oad (2022-03
Regensrate

03-0209:2
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%
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This log contains information about study-specific communication and emails only, related to:

« Alerts

= Invitations to a specific role within a study
= Notifications (study access deletion, etc.)

The Excel file contains a sheet named

The file name format is: UserCommunicationLog-YYYYMMDDhhmmss. (Using UTC)

The Excel sheet has the following columns:

Column

Message ID

Communication

Type

Date time (UTC)

Message Type

Site Type

To

cCc
BCC
Status

Provider

Description
GUID: A unique identifier for the message

Email

Date and time for the communication

The action that the communication is related to:

= Form Alert True Action

« Form Alert False Action

« Form Alert Tracker Action

= Invite user

= Event Reminder

« Remove User Access Notification
» Subject Account Lock Notification
= Study Unlock Notification

= Export Chart

« Export Metric

= Reject User Invitation

Training/Production (For the message types Invitation and Invitation rejected, this column is
empty.)

Email address(es) (For SMS messages, this column is empty.)
The email address(es) of the recipients of a copy

The email address(es) of the recipients of a blind copy
Success/Failed

Provider name - The provider that was used to send the email to the recipient

essage

Datetime (UTC) Message Type Site Type Status Provider

Message 1d
T76302cc e85 4133-2932
87b0e8IbBA2

2002.03-03 06:52:07 Form Alert True Action Production econdary-Secondary

737221 beeb-477d-3655
ac0ffe080ess

2022.03-03 06:52:08 Event Reminder Production condary-Secondary

9209907 1690-2345-3d17-
b534a0b28

2022:03-03 06:52:03 Study Unlock Notification Production condary-Secondary

9757c605-60c1 £353-8037
811677cdb022

2022-03-03 06:52:01 condary-Secondary

85e53421-0519-0003-379e-
desach183302

2002-03-03 06:43:53 econdary-Secondary

[T

= This log does not include user-specific information related to Reset Password, 2FA, etc.
» This log file is available in Viedoc Admin only.

1.6 System site groups

The Study Manager can give users access to individual sites, or to a groups of sites at once. These groups of sites
are called system site groups and are automatically created by the system when sites are added to the study. The
following systems site groups are created by the system:
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» All sites, containing all sites in the study.

= All production sites, containing all production sites in the study, including the sites that are in both
production and training mode.

= Country-specific, for example ‘Sweden’, containing all production sites (including the sites that are in both
production and training mode) in that specific country in the study.

When you invite users to a system site group, the users will automatically receive instant access to all sites in that
group, including all future sites that will be added to that group at a later time. For example, if you invite a user to the
country 'Hungary!', that user will receive access to all sites in Hungary. Similarly, users that were invited to a system
site group will automatically lose access to a site if that site is removed from the group. For more information about
system site groups, see Managing_study sites.

2 Step-by-step guides for the

2.1 Assigning users to system roles and/or clinic roles

Only the can invite users to system roles. The Study Manager can also invite users to clinic roles, or
he/she can delegate the management of (some of the) clinic roles to the Site Manager, see Delegating user
management to the Site Manager for instructions. Once the management of clinic roles is delegated to the Site
Manager, the Study Manager cannot invite users to these roles anymore.

If a user should receive access to multiple sites, the quickest way to invite the user is through the study crew window
(described in this section). If a user should receive access to only one site, you can also invite the user through the
site settings window of that site (see Assigning_users to clinic roles for instructions).

To invite users:

1 In Viedoc Admin, open the study to which you would like to invite users.

2 Click the toolbox icon in the Study crew field.
The Study crew pop-up opens.

3 On the Add study users tab, enter the e-mail address of the user you would like to invite. Click
Continue.
¥ Viedoc's demostudy
Study crew
Here you can view admins for the study and/or invite more people
Study crew
Add users to this study Step 1/2

E-mail address

Name Lastname@email com|

Multiple email addresses can be included by separating with semi-colon or comma.

ConiL;]ue °

You can invite multiple users at once by adding multiple e-mail addresses in the field. Separate the
e-mail addresses with a semi-colon or comma.
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Select the role to which you would like to invite the user.

¥ Viedoc's demostudy

Study crew
Here you can view admins for the study and/or invite more people
Swudy crew Add study users

Add users to this study Step 2/2

Name Lastname@email.com

v | First name Last name
Investigator - Select site groupis) or site(s) [+]
Q
Study Manager - Send invite (@)
Designer

Unblinded Statistician

Dictionary Manager

Solutions AB 2018 - Terms of Use - Privacy Policy
wversion 4.42.6680.24523 [2018-04-17T08:47 UTC]

Reference Data Source
Manager

APl Manager

Site Manager

Investigator

Study Coordinator @

-

You can add multiple roles by clicking the + icon. Newly added roles can be removed by clicking the -
icon.

Note! If any of the clinic roles are delegated to the Site Manager (see Delegating user management to
the Site Managers), the delegated roles do not appear in the dropdown list.

If you selected the role Site Manager or a clinic role, select the system site group or the individual sites
to which the user should get access. To select a system site group, click on the name of the group
(displayed in bold). To select an individual site, click on the name of the site.

¥ Viedoc's demostudy

Study crew

Here you can view admins for the study and/or invite more people
Swudy crew Add swudy users
Add users to this study Step 2/2

Name.Lastname@email.com

v First name Last name
Investigator 2 Select site group(s) or site(s) s i i
£ All sites -
Back £3 Al production sites invite °
3 Finland

Helsinki University Hospital
£ Germany

Charite University Hospital Berlin

Viedoc™ w
£ sweden @
_ Karolinska Institute Stockholm - -

Note!

= Sites that do not belong to a system site group (for example training sites) are listed under a
separate header (for example "Training sites") at the bottom of the list of site groups and
sites. This header lacks the folder icon, and does not represent a system site group (see
image).

= For Demo sites to work with Viedoc Reports, a user must be invited with direct site access
(not through Al sites site group). For Production sites, Viedoc Reports is available for all site
groups (All sites and the country-specific groups).

Click Send invite.
An invitation e-mail will be sent to the e-mail address(es) you specified.
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2.2 Resending the invitation to a user

It is possible to re-invite a user to those roles that are in state pending, i.e. to resend the invitation email to the user
for that role.

To resend an invitation:

1 On the Users page, scroll to the user whom you would like to re-invite. Click the toolbox icon behind the
name of the user:
Y& Studies Users @ @ i Organization users
12 users

User Study and site Role Skill level  Status

Demo , -
All sites Investigator 7

The User Settings pop-up opens.

2 In the User Settings pop-up, click the Resend invitation icon for the pending role:
% User Settings ‘ Close ‘
? Pending
Details Studies and Roles

0 approved roles in 0 studie(s)

Demo
recurring events
Site name Role Status
. Pending, 2018-05-23 08:47 (= =
£1 All sites Investigator uTC (-] m

Resend Invitation

A new invitation email is sent and:

= a notification message is displayed on the top of the pop-up
= the date displayed in the Status column is updated to the date of the last invitation

+" Anew invitation was sent successfully!

Pending, 2018-12-14 09:56
uTC

2.3 Removing access to a role

It is possible to remove a user's access to a role. This can only be done by the Study Manager. If the Study Manager
has delegated the management of clinic roles to the Site Managers, only the Site Managers can remove access to
these roles and sites.

To remove the access from users:
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On the Users page, scroll to the user whose access you would like to remove. Click the toolbox icon
behind the name of the user.

¥ Studies Users @

° Invite Organization users

10 users

User Study and site Role SKill level Status
™

Firstname Lastname@email.com Organization Admin ?

+ Llother roles

Dr. Demo (383) Viedoc's demostudy Dictionary Manager
Multiple sites + 2 other roles
Dr. Investigator (490)

Viedoc's demostudy Dictionary Manager

Multiple sites + 3 other roles
(294) Multiple studies Study Manager

Multiple sites + 5 other roles
(296) Viedoc's demostudy

Investigator
Multiple sites 9

@& eEe e

< 0 < B < < <

Technical Writer (304) Multiple studies Organization Admin
Multiple sites. + 10 other roles
TW CN (371)
Viedoc Admin (50) Organization Admin T8,
1 Tothetop

The User Settings pop-up opens.

x User Settings Close

Dr Investigator (1714) / Offine Rookie

13 logins
testuser@r.com

Details Studies and Roles Authentication Log Reset Password Communication Log

User name

testuser@rcom

First name Last name Display name

Dr Investigator Dr Investigator (1714)

Phone
46712345678
Street address City
Main Street 101 Uppsala
Postal code Country State

SE

Delete user from this organization
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On the Studies and Roles tab, scroll to the study, site and role for which the access should be removed.
Click the trash canicon.

% User Settings ‘ Close |
Dr Investigator (1714) Offine @@ Rookie
testuser@r.com E—

Details Authentication Log Reset Password Communication Log

1 approved roles in 1 studie(s)

First study
Site name Role Status
1 Allsites Investigator ﬁ[:;r?:roved, 2022-03-0214:39 ﬁj
@ Viedoc Technologies AB 2024 Terms of use - Privacy policy
Viedoc™ version 4.78 8850.17888 [2024-03-27T08:17 UTC]
A pop up appears.

Click Delete to confirm that the access should be removed, or click Cancel to cancel.
The role for which you removed the access, will be removed from the Studies and Roles list. If all roles
for that user have been removed, the user's status will appear as Removed on the Users page.

Any records generated by the user are stored in the audit trail even when the user has been removed.

2.4 Unlocking a user account

If a user has typed in the wrong password more than three times, and do not have a secondary email address or
phone number with text messaging enabled — and therefore cannot use the Forgot your password link — the

account will be locked. The Study Manager or Site Manager can unlock a locked account so the user can reset their

password without having to provide an authentication code.

To unlock a user account:

On the Users page, scroll to the user whose account you would like to unlock. Click the toolbox icon
behind the name of the user.

'f; Studies e Invite Organization users
Search by name or e-mail sort by Group by
10 users
User Study and site Role Skill level Status
x D)
Firstname Lastname@email.com Organization Admin ? 6
+ 1 other roles .
Dr. Demo (383) Viedoc's demostudy Dictionary Manager
Multiple sites + 1 other roles @
Dr_ Investigator (490) Viedoc's demostudy Dictionary Manager 3 6
Multiple sites + 3 other roles h=4
(294) Multiple studies Study Manager = 6
Multiple sites + 5 other roles =
(296) Viedoc's demostudy s 8
Multiple sites Investigator <
Technical Writer (304) Multiple studies Organization Admin - V @
Multiple sites + 10 other roles g
Technical Writer (305) e 8
TW CN (371) e 6
Viedoc Admin (30) Organization Admin 28, @

+ Tothetop

The User Settings pop-up opens.
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On the Reset Password tab, click Reset Password.

V£ User Settings
Dr Investigator (1714) Offine B8 Rookie
testuser@r.com

Details  StudiesandRoles  Authentication Log Communication Log
Viedoc will send a notification to the user when
the password is reset.
Reset Password
Reset Password

The user will receive an e-mail with a link to reset the password. The user can then reset their
password without having to provide an authentication code.

The authentication code will be required if the user wants to reset their password using the Forgot your
password? link on the login page. The authentication code is sent to the phone number the user set to receive text

messages or to the user's secondary email address. If neither of these options are selected, the user needs to
contact their Study Manager to receive a link to reset their password.

The email with the link to reset the password is only valid for twelve hours. If the user has not reset the

password within twelve hours, a new e-mail needs to be sent.

2.5 Delegating user management to the Site Managers

The Study Manager can delegate the management of clinic roles to the Site Manager.

To select the roles that should be managed by the Site Manager:

In Viedoc Admin, click Study settings.
The study settings window opens.
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should be assigned by the site manager.

V& Viedoc's demostudy

Study settings

Here you can set settings for study.

Date & time format

o Ongoing . FPA 2017-02-02
Full functionality.

Study name
Viedoc's demostudy

Sponsor Code CRC Code

Reference ID

Study Type
Pharmaceutical - Clinical

Therapeutic Area

Gastroenterology

Study access

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

Medical Coding Import ODM File

@ Invalid license

Study Logo

PNG, GIF or JPG files of maximum 180 px width and 90 px

height

Sponsor Type
Pharmaceutical company
Expected number of subjects

800

Require two-factor authentication for all users accessing this study

s

Upload a file

Study Phase

Phase Il

90  days

Clinic roles to be administered by Site Manager

«  Investigator | Study Coordinator Monitor Project Manager ' Data Manager
Spensor |« DRC Coordinator Trial Manager Medical Coder Lab Import
Helpdesk team
PCG Helpdesk Britanica Helpdesk

Allow reminders in ViedocMe to be sent as

Email Text message

Show more options

The roles that can be selected here are the clinic roles that are defined in the study design.

3 Click Save changes, and click Close.

Note! These settings apply to all sites and all Site Managers involved in the study. When the assignment of (some of
the) clinic roles is delegated to the Site Manager, these clinic roles can no longer be managed by the Study

Manager.

2.6 Downloading the user logs

To download the user logs:
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1 On the Users page, select to group the users by Studies.

¥4 Studies e ErpE e

Search by name or e-mail Sort by Group by
None
Studies
12 users
Viedoc’s demostudy ¥ Generate a PDF file "Log of users and roles’
User Study and site Role Skill level Status
% D4
Dr. Demo (383) Viedoc's demostudy Dictionary Manager gy 2 6
Multiple sites + 2 other roles .
Dr. Investigator (490) Viedoc's demostudy Dictionary Manager o e
Multiple sites + 3 other roles
Technical Writer (304) Viedoc's demostudy Study Manager - 8
Multiple sites + 8 other roles =
Technical Writer (305) O 8
TW CN (371) ° 9
,MMM Documentation of Life B Generate a PDF file "Log of users and roles’
User Study and site Role Skill level Status
(294) Documentation of Life Study Manager — e
Multiple sites + 3 other roles -
Technical Writer (304) Documentation of Life Study Manager - e
Multiple sites + L other roles
2 Scroll to the study from which you would like to download the user log and click User logs to open the

dropdown menu.

7 users

Log of users and roles

Study and site Role ’ EnErEte
First study ) User administration log
Multiple sites Investigator Generate
First study Study Manags User communication log
Multiple sites + 12 other roles Download (2022-03-02 09:25)
Regenerate
Technical Writer (1736) First study .
. e Investigator Q
Name lastname@mail.com Multiple sites Vestg L

If the log was not previously generated, click Generate a PDF file or Generate an Excel file. If the log
was previously generated, the most recent version is stored on the server, shown with a date and time
stamp. You can download it by clicking the link, or, generate an updated version by clicking
Regenerate.

The user logs are generated in the language set by the user who is generating the log. Therefore,
the previously generated file is available for download only if it was generated in the language you
have currently set in Viedoc.

3 Step-by-step guides for the

3.1 Assigning users to clinic roles

The can invite users to (some of the) clinic roles, if the study manager has delegated the management
of these clinic roles to the site manager.

To invite users to a specific site:
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1 In Viedoc Admin, click the toolbox icon behind the site to which you would like to invite users.

¥ Studies ® Users

Viedoc's demostudy

B Study Sites [ Sites [ Countries [ Site users Show all sites

#  Site name 0O  Code Country Effective Design Production Users

1 Karolinska Institute Stockholm Ki SE DemoStudyDesign 4.0 v 1/5

2 Uppsala University Hospital uu SE DemoStudyDesign 3.0 ¥4 1/5 *

3 Helsinki University Hospital HU Al DemoStudyDesign 40 1/4 e

4 University College Hospital London cL GB DemoStudyDesign 6.0 v 1/4 e
Sahlgrenska University Hospital
Gothenburg sG SE DemosStudyDesign 3.0 v 1/5 @ .

€ Add a site to this study

The site settings pop-up opens.
2 On the Add study users tab, enter the e-mail address of the user you would like to invite. Click

Continue.
)ﬁ’ Viedoc's demostudy

Study crew

Technical Writer.

Viedoc User Guide for Monitors | Viedoc elLearning

Karolinska Institute Stockholm

Here you can modify site details and/or invite users to site.

Details Site users Add users
Add users to this study

E-mail address

e Study design

Multiple designs in use

o Add a new study

Step 1/2

Name.Lastname@email.com

Multiple email addresses can be included by separating with semi-colon or comma

Tip! You can invite multiple users at once by adding multiple e-mail addresses in the field. Separate the

e-mail addresses with a semi-colon or comma.
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3 Select the role to which you would like to invite the user.

* Viedoc's demostudy

Karolinska Institute Stockholm

Here you can medify site details and/or invite users to site.
Details Site users Add users
Add users to this study Step 2/2
Name.Lastname@email.com
v First name Last name

v Investigator N +]

a]
Investigator @ B send invite @)
Study Coordinator
Menitor
Project Manager
Solutions AB 2018 - Terms of Use - Privacy Policy
Data Manager version 4.42.6681.26619 [2018-04-17T12:54 UTC

Sponsor

DRC Coordinator
Trial Manager
Medical Coder

Lab Import

You can add multiple roles by clicking the + icon. Newly added roles can be removed by clicking the -

icon.

4 Click Send invite.

An invitation e-mail will be sent to the e-mail address or e-mail addresses you specified.

3.2 Removing a user

Click here for instructions on how to remove a user.

3.3 Unlocking a user account

Click here for instructions on how to unlock a user account.

https://help.viedoc.net/c/c63e06/?print=ready

156/165



12/2/25, 9:48 PM Viedoc User Guide for Monitors | Viedoc elLearning

Create a user account

Create a user account

Published by Viedoc System 2018-11-12

This video walks you through the process of creating a Viedoc user account.

If you have difficulties in viewing this video click here.
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Log in/Log out and reset password

Log in/Log out and reset password

Published by Viedoc System 2019-11-14

This video shows how to log in/log out to/from Viedoc and how to reset your password.

If you have difficulties in viewing the video, click here.
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Landing page
Landing page

Published by Viedoc System 2018-11-07

This video provides a quick overview of the landing page as well as of the study start page.

If you have difficulties in viewing this video, click here.
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Activate demo mode

Activate demo mode

Published by Viedoc System 2018-11-07

This video demonstrates how to switch between demo and production mode within a study.

If you have difficulties in viewing this video, click here.
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Monitor training video

Monitor training video

Published by Viedoc System 2021-05-05

This is a Viedoc introductory video for monitors.

If you encounter difficulties in viewing this video click here.
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User Management

User Management

Published by Viedoc System 2018-12-12

This video demonstrates how to manage users in Viedoc Admin.

If you encounter difficulties in viewing this video click here.
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Viedoc "Working Smarter Series" webinars

Viedoc "Working Smarter Series" webinars

Published by Viedoc System 2025-11-04

1. Introduction
2. Webinar recordings and Q&A
2.1 Viedoc 4.80 Release Webinar
2.2 Viedoc Custom Reports in R Webinar Q&A
2.3 Viedoc VIRP Webinar Q&A
2.4 Using GitHub Webinar Q& A
2.5 Design ODM Basics & Design Version Compare Webinar Q&A
2.6 ePRO Tips and Tricks Webinar Q&A
2.7 Randomization Webinar Q&A
2.8 Post-Live Changes Webinar Q&A

1 Introduction

Our Working Smarter webinar series is designed to help Viedoc users get the most out of the platform, from
practical tips and feature deep dives to best practices and expert insights. Each session addresses topics for our
users including highlighting new features, sharing useful tips, best practices, or deeper insights into specific areas of
Viedoc.

Whether you're new to the system or an experienced user, these webinars are here to help you work smarter.

2 Webinar recordings and Q&A
The full list of webinars in Viedoc’s Working Smarter Series, including recordings and Q&A, is provided below.
2.1 Viedoc 4.80 Release Webinar

October 2024

https://help.viedoc.net/|/a29eab/en/

2.2 Viedoc Custom Reports in R Webinar Q&A
November 2024

https://help.viedoc.net/I/04c262/en/

2.3 Viedoc VIRP Webinar Q&A
January 2025

https://help.viedoc.net/1/893419/en/

2.4 Using GitHub Webinar Q&A
February 2025

https://help.viedoc.net/I/bb2d9a/en/
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2.5 Design ODM Basics & Design Version Compare Webinar Q&A

March 2025

https://help.viedoc.net/1/027d45/en/

2.6 ePRO Tips and Tricks Webinar Q&A
April 2025

https://help.viedoc.net/1/§94362/en/

2.7 Randomization Webinar Q&A
June 2025

https://help.viedoc.net/1/227838/en/

2.8 Post-Live Changes Webinar Q&A
September 2025

https://help.viedoc.net/I/b01136/en/
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