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Overview of Viedoc Clinic

Overview of VViedoc Clinic

Published by Viedoc System 2021-11-24

1. Introduction
2. Languages

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

1 Introduct

ion

Viedoc Clinic is the interface for the end user, and is primarily used by site and study staff (Investigators, Study
Coordinators, Monitors, Data Managers and so on) and keeps track of all the activities performed by the site.
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The access to Viedoc Clinic is by invitation only and provided by either the Study Manager or Site Manager. If invited,
you will find the invitation in your email inbox (from no-reply@viedoc.net). In some cases the email can be caught by
your email spam filter and in that case you will find it in the email spam folder. For detailed instructions on account

activation, see Managing your Viedoc account.

The following main actions can be performed in Viedoc Clinic:

= Data entry - covered by the following lessons:

Selection page
Entering/Editing_ data

Resetting_and deleting data

Signing data

= Working with reference data

= Raise and resolve queries - described in Resolving queries
= Data export - described in Exporting data
= Medical coding - described in Medical coding

= View study metrics - described in Metrics and Viedoc Reports



http://help.viedoc.net/l/6bea8e/en/
https://help.viedoc.net/l/1a7594/en/
https://help.viedoc.net/l/a80c3c/en/
https://help.viedoc.net/l/c55aea/en/
https://help.viedoc.net/l/0bd12c/en/
https://help.viedoc.net/l/1460a8/en/
https://help.viedoc.net/l/1e8fb3/en/
https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/524c3f/en/
https://help.viedoc.net/l/6c15d6/en/
https://help.viedoc.net/c/8a3600

2 Languages
Viedoc Clinic is available in the following languages:

= English

= Chinese (Simplified)
= Chinese (Traditional)
= German

= French

= Japanese

= Polish

= Spanish

= Swedish
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System requirements

Published by Viedoc System 2022-06-16

1. Customer computer requirements
1.1 Browser requirements
1.2 Screen resolution
1.3 Internet connection
1.4 Firewall policy.
2. Security

1 Customer computer requirements

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

11 Browser requirements

Viedoc supports the following browsers:

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

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

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

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

= Allow pop-ups must be enabled

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

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

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

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



1.2 Screen resolution

The following screen resolutions are required:

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

1.3 Internet connection

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

1.4 Firewall policy

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

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

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

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

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

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


https://help.viedoc.net/l/a559c4/en/#TLS
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Managing your Viedoc account

Managing your Viedoc account

Published by Viedoc System 2024-03-18

1. Introduction
2. Study access management
3.Access settings
3.1 Study membership
3.2 Deleting study access
3.3 Deleting your Viedoc account
4. Pending invitations
4.1 Approving_a study invitation
4.2 Rejecting_a study invitation
4.3 Postponing_the approval/rejection of a study invitation
5. Logging out

1 Introduction

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.

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:

viedoc

User Settings User Settings
Change Password
A Ownership of +4612345678 has not been verified!

Security Settings

Authentication Log User name

This is used to loginto Viedoc
doctordemo@viedoc.com

viedoc learning »
Firstname Last name
Doctor Demo
Display name

This is your Viedoe user name

Doctor Demo

2 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/508fda
https://help.viedoc.net/c/508fda

Access

sssss

Actwesince 20231005

3 Access settings

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

3.1 Study membership
L} Access Settings

@ ?c:;c?.k:ie

1rolesin 1 studies

=
=] ]
= = ADemo Study
=
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 ﬁi
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

3.2 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

®

=218
= A Demo Study
=
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 @U

A confirmation dialog is displayed.


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

2 Select Delete to confirm the deletion:

Confirm remove | Close

— Remove role:
m Site Manager

Study site: Stockholm
Study: A Demo Study

Delete Cancel

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

3.3 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:

@ Rookie
11 logins

O roles in O studies

ﬁﬁ Remove account from Viedoc

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

Show login histary

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

Confirm account removal [ cose |

=8 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:

1

Thank you and goodbye!

Your account is now removed from Viedoc.

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



4  Pending invitations

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

a list of all your pending study invitations:

Demo user

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

A Demo Study
Reference Data Source Manager

A Demo Study
Al sites / Site Manager

41 Approving a study invitation

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

Activation password required

Activation password

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

Confirm Cancel

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

Interface (APl) method GetToken / Token is used.

4.2 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.

4.3 Postponing the approval/rejection of a study invitation

To postpone the approval or rejection of study invitations, select Close in the top right corner of the Pending

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

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

5 Logging out

From Viedoc you can log out from different locations:

Welcome back Doctor Demo!

= To log 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.


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

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.

viedoc’ @ ooctorDemo

User Settings User Settings @
Doctor Demo

Firstname Last name

Doctor Demo
Display name

Doctor Demo

System language

English L

Primary email address

doctordemoai

© Addanother emailadress

Phone number
4612345678 @ verity phone numis

@ Tris phone con receve text messages

Contact information
loase keep your confoct fon

Street address city Postal code
Country Stat
Ject country n
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This lesson describes the landing page, which is displayed directly after a successful log in:

Welcome back % D

Admin  Designer
Access Account Recent activities

6daysa0e
2 6 days.as
B8 Rookie

6 days

3 8 8

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

The landing page provides the following summary information:

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

= 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

L°1)

Semi-pro 21-100 logins

(-3
e)



Skill level Icon Description

Pro - 101-1000 logins
U
—
Legend >1000 logins
o0
s

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

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

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

Search

Documentation of Life Viedoc's demostudy

6 sites

7 sites

iR

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.
= |f the expected number of subjects is not set in Viedoc Admin > Study Settings, then 0% will be displayed.

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

see Study start page.

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


https://help.viedoc.net/l/e28906/en/
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1. Introduction
2. Study status
3. Messages

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

6.1 My roles

6.2 All roles and users for my site(s)

6.21 User logs
6.2.11 Log_of users and roles in PDF format
6.2.1.2 User administration log in Excel format

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

o
A demo study

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

= B .

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 eTMFE

10. Demo mode




Launch
elLearning / Documentation & Training
Support

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

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

The first page displayed when you select a study is, depending on the status of the mandatory documentation and

training materials, as below:

= |fyou 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.

= |fyou 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

Allsites Germany Sweden United States

Issues My statistics

Patients added 146
Resolved queries Open queries Forms

160 26 21 FeA 30 5EP 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 | swecen
Allsites | Academic Hospital Uppsala

Issues My statistics

Resolved queries Open queries Forms Patients added: 7

12 16 54

LPA 27AUG 2018

Review

Approval

Inv. sign % Queries % Loct

0 0 3

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

= |ssues
= Resolved queries - total number of resolved queries
= Open queries - total number of open queries
= Forms - total number of forms with issues
= Review
= CRA% - percentage of forms that were marked as Clinical Research Associate (CRA)
reviewed out of total number of forms that can be CRA reviewed within the study
= DM % - percentage of forms that were marked as DM reviewed out of total number of forms
that can be DM reviewed within the study
= SDV % - percentage of forms that were marked as Source Data Verification (SDV) reviewed
out of total number of forms that can be SDV reviewed within the study
= Approval

= Inv.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).

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

Messages

Allsites Sweden United States Germany

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.

® Mark as unreac


https://help.viedoc.net/l/a559c4/en/#CRA
https://help.viedoc.net/l/a559c4/en/#SDV
https://help.viedoc.net/l/5367fc/en/
https://help.viedoc.net/l/fc2308/en/

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.

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

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

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

Password required

This document is password protected. Please enter a password.

Submit

4 Data export

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

Excel

PDF

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

Data export might not be available to all users.

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

5 Metrics and Viedoc Reports

The Metrics page gives an overview of the quality of data in terms of open queries and missing data.

Metrics might not be available to all users.

For a detailed description, see Metrics.

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

information, see Launching Viedoc Reports.

6 Roles

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

The Roles page provides information on:


https://help.viedoc.net/l/a559c4/en/#CSV
https://help.viedoc.net/l/a559c4/en/#SAS
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/6c15d6/en/
https://help.viedoc.net/c/8a3600/932302/en/

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

61 Myroles

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

ouE».n

Roles

All sites  Sweden
My roles

Investigator S
Save, sign, reset, delete and export data, resolve queries ‘ ‘
Stockholm, Uppsala

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) Hide log
User/Site Access granted Access revoked Data edits/Sessions
Mihaela Pavel (362). 2018-04-0512:22 UTC - o
Group: All sites Doctor Demo 0
Doctor Demao (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


http://help.viedoc.net/l/1a7594/en/
https://help.viedoc.net/l/a559c4/en/#UTC

621 Userlogs

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

= | og.ofusers androles in PDF format

= User administration log.in Excel format

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

[g Log of users and roles User administration log
> ?
L4

enerate a PDF file senerate an Excel file

After the user log was generated you can choose to:

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

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

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

6211  Log of users and roles in PDF format

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

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

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

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

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

6212  User administration log in Excel format

The User administration log contains the following sheets:

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

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

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

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



/ Reference data

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

Reference data might not be available to all users.

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

Medical coding might not be available to all users.

For more information about medical coding, see Medical coding.

9 Viedoc Logistics

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

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

10 Viedoc eTMF

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

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

11 Demo mode

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

DEMO MODE

m—— e,
|' DEMO | The study is currently set to operate in demonstration & training mode. Do not input any real data. | DEMO |
= —_ Ve —

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!

the video tutorial Activate demo mode.

12 Launch


https://help.viedoc.net/l/1460a8/en/
https://help.viedoc.net/l/524c3f/en/
https://help.viedoc.net/c/4a40d5/
https://help.viedoc.net/c/88fc29/
http://help.viedoc.net/c/47e0ad/028fcb/en/

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 (Espaiia) -

Frangais (France)
BEE (B
Polski (Polska)
Svenska (Sverige)

DX('P&)\,%HEE)@VV

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.


https://help.viedoc.net/l/a559c4/en/#ECRF
https://help.viedoc.net/c/47e0ad/95b079/en/
https://help.viedoc.net/c/47e0ad/95b079/en/
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1. Introduction
2. Becoming a certified user
3. Downloading your user certificate

1 Introduction

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

0 = B .4 @ 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
ﬁ 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 monitors.

Fi Study-specific instructions for CRF completion

A v 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.

To obtain the user certificate:

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

0O = B u m O &

Documentation & Training

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

certificate of your completed training. Enjoy your triall

Mandatory sections Optional sections
Section Rezd & Understood at Informed Consent Form
g The latest version of the Informed Consent
Study Protocol 14:44 UTC Form. dated 2019-03-14

70  Latest version of the study protocel
P& Viedoc User Guide for Monitors

? CRF Completion Guidelines Read & Understood Text based eLearning for monitors.

¢ Study-specific instructions for CRF completion

2 Repeat step 1for each of the mandatory sections. When all the mandatory sections are marked as
"Read & Understood", a Confirm 'Read & Understood' link becomes available:

Mandatory sections

Section Read & Understood at

Study Protocol + 2019-04-1114:44 UTC
/ Latest version of the study protocol

CRF Completion Guidelines + 2019-04-1114:55 UTC
» P .
1 Study-specific instructions for CRF completion

Confirm ‘Read & Understood’

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

Study Protocol + 2019-04-1114:44 UTC
/ Latest version of the study protacol
K CRF Completion Guidelines + 2019-04-1114:535 UTC
[ Study-specific instructions for CRF completion

+" ‘'Read & Understood’ confirmed 2019-04-11 15:02 UTC

2 Download your User Certificate


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

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

After you have completed all your mandatory readings and have signed and confirmed, as described in the previous
section, you can download your user certificate in PDF format by clicking Download your User Certificate in the
bottom of Mandatory sections.

The following information is provided on the certificate:

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

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

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


https://help.viedoc.net/l/a559c4/en/#UTC
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1. Introduction
11 Sorting and filtering
1.2 Searching
1.3 Icons
2. Views of the Selection page
21The Cards view
211 The subject card overview
2.2 The issues view
2.3 The Viedoc Me view
2.4 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 = Showallsites * | Sortbyadded date
SE-KI-004 SE-KI-003 FI-HU-005 SE-UU-002
KAROLINSKA INSTITUTE STOCKHOLM KAROLINSKAINSTITUTE STOCKHOLM HELSINKI UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL

Starus Age 0 s Age O sous Age Staws Age

Screened 51.2 Screened 27.9 @lA Screened 269 @a Screened 58.2

I

FI-HU-004 FI-HU-003 FI-HU-002 SE-UU-001 =
HELSINKI UNIVERSITY HOSPITAL HELSINKI UNIVERSITY HOSPITAL HELSINKI UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL

Starus Age O sou Age O sou Age O souw Age

Screened 37.1 @l Screened 291 @lB Screened 306 @&l Screened 3838
L —
FI-HU-001 SE-KI-002 SE-KI-001
HELSINKI UNIVERSITY HOSPITAL KAROLINSKA INSTITUTE STOCKHOLM KAROLINSKA INSTITUTE STOCKHOLM
O Sswews Age Status Age Status Age
e 35.0 @a Screened 50.9 @a Screened 367

Showing 1-11 of 11

View perpage 2050|100 | [ETY

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

11 Sorting and filtering

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

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



Show all sites ¥ Sort by added date v
In the table view of the Selection page, you can also sort by column in descending or ascending order by selecting a

column header with the arrow symbol. Lit-up arrows indicate the selected sorting in orange:

Selection  cards -

Search v FOUND 11 CARDS

Gender D Status Age

9 SE-KI-004 Screened 51
i3 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
2 FI-HU-003 Screened 29.1
& FI-HU-002 Screened 306
2 SE-UU-001 Screened 38.8
a FI-HU-001 35.0
9 SE-KI-002 Screened 50.9
9 SE-KI-001 Screened 36.7

1.2 Searching

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

Selection * cards -

Search
Subject key

SE—K|—004 All data

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

Subject key and All data are two filters that can be applied to the search.

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

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

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

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

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

1.3 Icons

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


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

Icon Description

ﬂ Issue - at least one open query and/or missing data
Task - there are tasks to be completed, the number indicates the number of tasks
Complete - all initiated events have been completely filled in
Signed - all data that is possible to sign has been signed

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

In progress - the event is initiated but not completed

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

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

The icons showing depend on your user role permissions.

2 \iews of the Selection page

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

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

Selection * cards -
Cards
Search v F
Issues
SE-KI-004 ViedocMe

HKAROLINSKA INSTITUTE STOCKHOLM

Status Age Events

&a Screened 512

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

21 The Cards view

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



FOUND 29 CARDS. @ =
B SE-01-018 B AE-423-0(
UPPSALA DUBAL
STATUS  AGE - STATUS
Ongoing
1 I
B SE-01-017 B Lina-001
UPPSALA
STATUS  AGE
8 42.0
| . FOUND 29 CARDS. ===%
STATUS 4t AGE 1t Rand. Numbe}
o .
B SE-01-015 ngeng
Ongoing
60.5
42.0
42.0

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 N Sort by added date A

PROGRESS 1t Sort by importance
Sort by modified date

|
Sort by added date

|

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

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

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



Show all sites

Show all sites

Karolinska Institute
Stockholm

Uppsala University Hospital

Helsinki University Hospital

Martin Luther Hospital
United

Richmond

() Include deleted subjects

211 The subject card overview
Each card provides subject information as per the respective study design:
= Subject D
= 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

a 51 01Oct19

= Progress bar indicating the completion status (in blue)

Note! 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:


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

L0 Selection -+ ssues -

Search v FOUND9ISSUES. Showallsites v | | Allopen issues
o REFERENCE i1 1SSUE DETAIL 11 CONFIRMATION 41 STAE
Medical Hitory
—| - Mi data
kA E! t’luu 092 ! Medical History ¥ Missing dai Missing data
elsinki University Hospia! Description of condition / event / surgery
Prior and Concomitant Medications
- - Mi data
4 FI-HU-002 Prior and Cancormitant Medications ¥ Missing da  Wiving de |
itk Unversty Hosprel
Dose
Priorand Cancomitan: Medications
4 FI-HU-002 Priorand Concomitant Medications 1 Missing data Mg deua |
Hitinki Unversiy Hospiol porand
Prior and Concomitant Medications.
- - Mi data
4 FI-HU-002 Pror and Concomitant Medications 1 Missing dai =rm
etk Unersiy Hospral
Frequency

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

A F-HU-002 - #1- Term: - Start Date: ~

7 Formis inview mode. Click Edit' to make it edable.

e e e L )
Prior and Concomitant Medications = - 5] swowmstorr @ (DD

Sequence number Name of drug / medication / therapy

1

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

() Other

@& @
Dose Unit Dose form
-

@ @
Frequency Route

Start date Ongoing?

O O

p Form History

Nicholas Hall | Viedoc™ 4.72 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:

L

Show all sites - All open issues

CONFIRMATION 4+ STATE 1t Allissues

All open issues

All queries

Open queries

Queries awaiting approval
Missing data

Farm upgrade pending

Form link broken

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




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

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

= All queries

= Open queries

= Queries awaiting approval
= Missing data

= Form upgrade pending

= Form link broken

2.3 The Viedoc Me view

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

Selection * ViedocMe - N
Search v FOUND 11 CARDS. Show all sites. v All accounts
g B0 2 50% L 100%
e EK-003 ! 0% 2 100%
a  fHu-oos ! - 0%
g8 SEUU002 0 - 0%
e f-HU-004 1 100% 100%

0 - 0%

Eo Bo

Bo

Bo
'

. 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
= 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:
= All accounts - all created Viedoc Me accounts: Initiated/Open/Locked
= |nitiated - 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.



20 Selection » Events

Search ¥ | FOUND 11 CARDS Showeventtypes v | Showalsites v | Sortbyadded date

“ ou Study Start Screening Baseline Home adm Follow-Up End of St Unschedu BxtraLab Bxtra Lab Bxtra Kit A Medical H Adverse E
O SE-KI-004
9 SE-KI-003
& FI-HU-005
9 SE-UU-002
8 FI-HU-004 L] [} [

& 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:

Lt Details

peors P - [

SE-KI-003

KAROLINSKA INSTITUTE STOCKHOLM

Screening Baseline Home adm.
Admiisusion

019un 2022 B oz 0132022000 B8

Screening @@= Protocol date

not set

Demographics

Scheduled date

| Event date
not set

Common events

| check uestions Eventdate

013un2022
| Physical Examination

| Vital Signs
Cogritive Test Sampie (0 | Body measurements
| 12:Lesd Eectrocardiogram

O IO I < I <

Add new event + | Laboratory results

[ WoundEarinsion

<]

[ i sm

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

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

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

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

3 Adding a new subject

To add a new subject:



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

The first form in the study is displayed.

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

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

See also the video tutorial Add and select subjects.

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

Add new subject Close

'_."\\ The maximum number of subjects reached. New
| y J ] subjects can no longer be added.

Ok, | understand



https://help.viedoc.net/l/5cc11f/en/
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1. Introduction
2. Manually raised queries
2.1 Pre-queries
211 Pre-query states
2.2 Queries
3. Validation queries
4. Query states
5. Queries in export output
51 Queries in ODM export
5.2 Queries in Excel export
6. 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.

= Aneventis deleted.

= Astudy event date is cleared (only queries raised on the study event date are closed).

In case of a validation query, when this is resolved by data edit, it is automatically closed. See Validation queries.

Resolving a query always breaks the form signature, even if there are no data changes involved.

A summary of the number of queries is displayed on the study start page, as illustrated below.
This is a summary of the whole study and it does not take into consideration the role visibility conditions.



Issues

Resolved queries Open queries

13 21

A query is raised in a form field. After a query is raised, the respective form is marked with the red issue icon i :

Visit 2

17 Sep 2021

I Event date

n 1 forms with issue(s)

? 1 queries to be resolved

Visit 2 [ 2 svow HisTorY € (D
~
Protocol date
16 Sep 2021- 30 Sep 2021 23 Sep 2021(-7/+7)
Event date
17 Sep 2021 &5
? Eventdate Is this the correct visit date? | Sophia Stonestream (826) 17 Sep 2021 11 [

2 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.

21 Pre-queries

Viedoc offers support for query review, that is, to review a query before it is released to the site. This is done through
pre-queries.

The pre-query process can involve either two or three roles, as follows:

= Two roles: one role with permission to add pre-queries, typically the Data Manager, and one role with
permission to promote pre-queries and add queries, typically the

= Three roles: one role with permission to add pre-queries, for example the Data Manager, one role with
permission to promote the pre-query, for example the Sponsor, and one role with permission to add
queries, for example the

An unlimited number of pre-queries can be added on the same field at the same time.

The following image illustrates the main actions that can be performed on a pre-query and all the states the pre-
query goes through before it is released as a query:

1. The pre-query is added by the user with permission to add pre-queries, typically the Data Manager.
As a result, a pre-query is raised, becoming visible for the Viedoc Clinic user with permission to
typically the

2.The raised pre-query can be removed, for example if it is invalid or added by mistake.

The raised pre-query is promoted or rejected by the Viedoc Clinic user with permission to ,
typically the

The promoted pre-query is released by the Viedoc Clinic user with permission to (typically the
), becoming a raised query that is visible for the Viedoc Clinic user with permission to add/update query
answers (typically the Investigator), who will be responsible for resolving the query, as described in Queries.



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

Pre-query removed, for
query Data Manager

example if it was invalid or
created by mistake.
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who can either Promote or Reject the
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211 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 answer)
release

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

a rejected pre-query.

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


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

2.2 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.



Query manually added by role Validation query was resolved
with Add/change queries Pre-query Released by confirming data as correct,
permission. and then rejected.

(Pre-query is released and
becomes a query, visible in
Viedoc Clinic for the user with

i b d by permission ro add/update
Query can be removed by the query answers.) sTOP
same user who created it, for

example if it was invalid or

created by mistake Approve uery Approved
Query y Query App!
Removed
Reject
STOP .
Query Raised Query Resolved

Awaits answer —___————————————  Apajtsapproval _________ Query Rejected -
Resolve by data edit.

T
- 1
| A Resolve by confirming data 1
as correct and providing an

! ! pr g When a query is rejected, this !

| explanation. . ) 1
! is regarded as a final state forI
! ! the original query and a new .
! ! query is raised again .
! L automatically by the systemJ
T O USSR Rt A
1
! Confirm data as missing
1
1
1
1
S it > Query Closed

= The item becomes hidden

= The form is reset

Y
= The event is deleted
STOP
= The study event date is cleared

3 \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.

3. The user with permission to add/change queries 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.) Y
Reject
Query Raised Query Resolved
Awaits answer Awaits approval = Query Rejected
—— -
Resolve by confirming 3
- data as correct and |
| providing an explanation. 1
Resolve by 1
data edit. : |
I |
I |
| |
| |
. |
| 1
|+ The item becomes hidden 1
I. The form is reset v
* The event is deleted - - -
I+ The study event date is cleared When a query is rejected, this
v 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

v Query Raised state of a
manual query)

4  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.

Notel All the related queries are automatically closed, when:

= The item becomes hidden

= The formis reset

= The eventis deleted

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

In Viedoc In export output Through... Becomes...
Clinic
Awaits QueryRaised Remove query (by Monitor) QueryRemoved
answer (Removed)
Edit query (by Monitor) QueryRaised (Awaits
answer)
Resolve query (by Investigator) QueryResolved

(Awaits approval)
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In Viedoc
Clinic

Rejected

Approved

Closed

Removed

In export output

QueryResolved

QueryRejected

QueryApproved

QueryClosed

QueryRemoved

Through...

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.

® Queries in export output

Becomes...

QueryApproved

(Approved)

QueryRejected
(Rejected)

N/A. Final state

N/A. Final state

N/A. Final state

N/A. Final state

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

Data Export

Allsites  Sweden

Subjects to include

Al subjects

Events and time period

All events

Forms and items

All forms

Type of data

Signed data Not Signed data

| Signed data

| SDV performed or NA

SDV performed or NA

SDV pending Queries

Query history

) Not Signed data

) SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

v Queries

Review status
Event dates

Uploaded files

| Query history

Medical coding

Edit status

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

51 Queries in ODM export

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

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

6 Related topics

= Raising and promoting pre-queries

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

= Queries in Excel export

= Metrics

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

Published by Viedoc System 2020-04-27

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 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 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 i@

®) Add a pre-query

Add pre-query text here

Is this the correct result? (gre-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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Browse to the task and open the pre-query that is
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

.A pop-up is displayed where you

= To release the pre-query, select Release, rephrase the query text if needed and click Save
query. The pre-query will be released as a guery to the site, with 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.
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1.Adding a query

2. Editing a query

3. Removing a query,

4. Approving/Rejecting a query
41 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.

1 Adding a query

To raise a query:

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

2 Click the + iconin 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 Add aquery

Add guery text here

Is the event date correct?
o

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:

? Eventdate  lIsthe event date correct? | Soff Ann (825) 17 Sep 2021 11:11 CEST

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:

Gender

? second query
- By Demo User (317} 17 Nov 2017 13:24 CET

Ed@ Remove

Close



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:
Gender

7 second query
H By Demo User (317) 17 Nov 2017 13:24 CET

Edit Rem@rj?

2 Click Save query to confirm:
Gender

? second query
- By Demo User (317) 17 Nov 2017 13:24 CET

Removed

Save c:|uxer1.,-'{|.Ij 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), itis marked as a task, it is in Awaits approval state
and can be either approved or rejected.

Note! 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

? Event date Yes, the event date is correct. | Soff Ann (825) 17 Sep 2021 13:05 CES?

41 Approving a query

To approve a query:

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

Event date

9 Is the event date correct?
H 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

9 Is the event date correct?
- 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

Save query Close

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

Event date

? Is the event date correct?
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

Answer approved!
pp
By 17 Sep 2021 13:19 CEST

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

Event date

7 Is the event date correct?
= 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



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

Event date

9 Is the event date correct?
& By Soff Ann (825) 17 Sep 2021 13:27 CEST

4 Data confirmed as correct!
Yes, the event date is correct.
By Soff Ann (825) 17 Sep 2021 13:28 CEST

Awaits approval

C | Approve (o Reject
Please rephrase your query

Please check once more!

Save guery 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 2021 15:41 CE
? Eventdate Please check once morel | 17 Sep 2021 13:30 CEST

? Eventdate Yes, the event date is correct. | 17 Sep 2021 13:28 CEST
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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 Filter data by review status
2.5.2 Additional information
2.5.2.1 Booklet status
2.5.2.2 Queries and Query history
2.5.2.3 Review status
2.5.2.4 Event dates
2.5.2.5 Uploaded files
2.5.2.6 Pending forms
2.5.2.7 Medical coding
2.5.2.8 Edit status
2.5.2.9 Subiject status
3. Export output formats
3.1 Microsoft Excel / CSV
3.2 CSV
3.3 PDF
3.4 CDISC ODM
4. Export compatibility with previous Viedoc versions
41 Output versions
5. Previewing data
51 Data table
511 Column menu
5.1.1.1 Column display options
51.1.2 Column filter
51.1.3 Column selection options
5.1.2 Data table context menu
5.2 Pie chart
5.3 Column chart
5.4 Line chart
6. Data export templates
6.1 Saving_export settings as a template
6.2 Applying_ a data export template
6.3 Editing_a data export template
6.4 Deleting_a data export template
1. Exporting data
71 Latest exports

1 Introduction

The Data Export page can be accessed by clicking the Data Export icon in the study start page:



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, click on 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 | sweden

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, click All sites.
To undo the selection of a country, click 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:
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1 Select Include single subject(s).

2 Click 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 @

c PP ann

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

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

SE-Stockholm-001

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.

231 Selecting events

You can choose to:

= |nclude all events (default)
= [nclude Single events. See below the instructions for selecting single events.

To select which events to include:

1 Select Single event(s).



2 Clickthe + 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 @

®  Single eventis): Visit 1 * @ | LabVisit

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

To undo the selection of certain events, click the - icon, or click the cross x icon next to the event:

232 Selecting a time period

To include data from a specific time period:

1 Select the Time period checkbox:

& | Time period: Edited (UTC) Y between Y

* 01 Jan 2018 00:00 | and = .+ dd MMM yyyy HHmm @&

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

until 16 May 2018 00:00

24 Formsanditems

You can choose which forms and items to be included in the export output:

= |nclude 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:

|7| Adverse Events

= Click the field [..J/[..] 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:

|~f| Concomitant Medications

Selectall Deselectall
(o] CM1d: [] Drug/Medictaion/T...
(] Indication [ Dose

|F| Unit

To undo the selection of a certain form, click the cross x icon next to it:

25 Type of data

251 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.
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= 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).

252 Additional information

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

2521  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.

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.

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.

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

Column name Description

Site sequence 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 A counter that identifies the subject within the site
number
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Column name

Subject Id

Booklet sequence
number

Booklet Id

Booklet name

Booklet status

Booklet activity

Date &time (UTC)

User name (ID)

Contract number

Responsible
Investigator

Description

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
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.

User name (internal userID ) of the user selected as Responsible Investigator 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.

2622  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

2523 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.

= 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
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2524

Event dates

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)

Last edited by

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:
= |nitiated
»  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

The name and ID of the user who last edited the event
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Column name Description

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

2525  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 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

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

= File Size (in bytes)

= File Hash (MD5)

= Linkto file

2526  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 Description

Site sequence 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
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Column name

Subject
sequence
number

Subject Id

Event sequence
number

Event Id

Event name

Event repeat key

Activity Id

Activity name

FormId

Form name

Event date

Pending since

Description

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.

2527 Medical coding

The medical coding can be exported to the following export output formats:

= 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.

2528  Edit status

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

=  Microsoft Excel - Office Open XML

= CSV

= PDF- PDF/A

= ODM

2529  Subject status

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

Output to: Microsoft Excel - Office Open XML

Microsoft Excel - Office Open XML
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.Csv

3.PDF - PDF/A

4.0DM

31 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.
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32 CSV

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.

3.3 PDF

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

34 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 to export 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 checked.

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

Subjects to include

Alsu

Latest exports

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 4.77, the following output versions are available:

Output
version

Latest
Viedoc
version

Viedoc 4.77

Viedoc 4.68

Viedoc 4.67

Viedoc 4.51

Viedoc 4.39

Viedoc 4.38

Changes in data structure

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

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.

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.

Introduction of two new columns for approving medical coding: "approved by" and "approved on
date"

Introduction of three new form repeat keys and the table of contents in the PDF export, see the
table below for details

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

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

= SourceSubjectFormSegNo - Fora 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:SubjectFormSegNo , v4:0riginSubjectFormSegNo and
v4 :SourceSubjectFormSegNo ,withinthe FormData ,right afterthe 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.

5 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.

51 Datatable

On the data tab, you can preview the data in table format:



Export Data Preview / AutoRecurring Close X

Included forms o Filter e e
Screening Diary / SCRD v Search 9 6 = -

Sitename = Site code = 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 o

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 o ing 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 Pricrwo o the BPS

AutoRecurl ARL AR1-50013 Screening - Visit 1a 2018-01-17 Priol ring the BPS

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

AutoRecurl ARL AR1-50015 Screening - Visit 1a 2018-01-17 Prior to or during the BPS -

»
Rows: 1,009

[ 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. Click a column header to sort the data in ascending order. Click again to sort in descending order. A third click
removes the column sort order. To rearrange the order of the columns in the table, simply click on a column header
and drag the column sideways.

5. Click to open the column menu. For more information, see Column menu.

6. Click to access the column filter. For more information, see Column filter.

7. Click 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.

511 Column menu

The column menu contains:

= column display options
= column filter
= column selection options m

For more information, see the following sub-sections.

5111 Column display options



= ¥ m
s# Pin Column » Pin Left

Autosize This Column Pin Right

Aurosize All Columns 7 BB

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.

6112  Column filter

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

AT
~ Text Filter
Contains d
1
() AND (®) OR
Contains d
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
= Ends with

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:
= Equals
= Not equal
= Lessthan
= | essthan orequals
= Greater than
=  Greater than or equals
= |nrange

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.

5113  Column selection options

Select the columns to be displayed in the preview table.

= v m
2 Search.

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

Activity name

[<HC NN NCNN<]

Completion pericd

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.

512 Data table context menu

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

O Copy Ctrl+C

O Copy with Headers

1 Excel Export (xlsx)

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.

5.2 Piechart

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

[ ]

Series/Categories

it - m

Site name

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

A
University of Brescia: 4 % 1 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.

Click 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.

5.3 Column chart

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

Export Data Preview / A demo study Close X
X-axis Y-axis Series/Categories
Result ' Count = Site name i Draw
5
4
3
3
T2
1
o | | | | | || ||
697 226 196 16.4 null A K] 6.2 42 240 9.2 222 102
VU Medical Center Amsterdam [l Charite University Hospital Berlin Helsinki University Hospital
Medical Uni i B Uni Medical Center Freiburg Bl University Medical Center Groningen
University of Brescia Bl University College Hospital London Il 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.

Click 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.

5.4 Line chart

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



,S;S‘ Export Data Preview / A demo study Close

? |Il7‘7ﬁ_

X-axis Y-axis Series/Categories

5
l%

10 13 18 21 22 25 28 29 45 48 64 B8 a8 987 null
VU Medical Center ~~ Charite University Hospital Berlin Helsinki University Hospital
Innsbruck Medical University ¥ University Medical Center Freiburg -8~ 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.

Note! 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.

6 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.

6.1 Saving export settings as a template

To save your settings as a template:

1 Click 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

Select role(s) |
Investigator
Study Coordinator

Monitor

Project Manager
Data Manager
Sponsor
Medical Coder

Medical Coding Reviewer

3 Click 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 a2 ho 02 359 T £/ @
O et soms sy onc £ /7 W
o f::i::iz:‘mrz:@zom»ow'rc by £ 7/ iﬁ
O ot 0652 UTC by € /i
Q f::(a:delidtglarwlllarZOZDOE'SIUTC by ‘ l ﬁ
6.2 Applying a data export template
To apply a data export template:
1 Click View all templates in the Export templates area of the Data export page.

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

!EI




3 Click 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
ODM template
o oordinator export
£} SAS export

6.3 Editing a data export template

To edit a data export template:

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

2 The Export templates list is displayed. Click 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.

6.4 Deleting a data export template

To delete a data export template:

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




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

Delete

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

Confirm remove

[R=

Remove template:
m CDISC ODM template

Delete Cancel

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

[ 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 Click Export data. The status of the export is displayed in the Latest exports area, on the top of the list.

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

Latest exports

2020 15:02 UTC [Ready]
3 subjects, CDISC ODM - XML, [2513K8]

T 2020 14:05 UTC [Ready]
Viedoc 451, 3 subjects, CSV - Comma-separated values, 1 row per activty. [35KE]

[E] 31Mar 2020 08:24 UTC [Ready]
Viedoc 451, 2 subjects, CDISC ODM - XML [2496KE]

[ 31Mar 2020 08:23 UTC [Ready]
Viedoc 451, 2 subjects, Microsoft Excel - Office Open XML 1 row per activty, BKE]

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 hhmmss.

Note! 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.
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71 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, click the View all exports
link at the bottom of the list.

e e

31 Mar 2020 08:23 UTC
Viedoc 4.51 | 2 subjects, Microsoft Excel - Office Open XML, 1 row per activity, [F8KB]

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.

= In Progress - 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

E 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 [0KB|

2012-09-1115:27
Removed due to data anonymization

View all exports
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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
= the meaning of the signature, only if the Review status was selected to be included in the
export

= Depending on the selected Data grouping:
= |f Group data by form is selected, there is one separate sheet for each form, as described
below in Group data by form.
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If Do not group data is selected, there is one sheet called Data that contains all exported data.
See Do not group data.

= [tems - after the data sheet(s), there is the ltems 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

= datetime

= baseb4Binary (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 setin
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

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

one row per subject

one row per activity

one row per item

Group data by form Do not group data

= README = README
= one separate sheet for each form = Data

= [tems = Jtems

= Codelists = Codelists
= README = README
= one separate sheet for each form = Data

= [tems = Jtems

= Codelists = Codelists
= README = README

= one separate sheet for each form = Data



21 Header rows

The headers are always represented by the first two rows in a sheet, as illustrated in the following image:

.Human-readable format

2. Machine-readable format

Site sequence Subject sequence Event sequence

number Site name Site code number Subject Id number Eventld  Event name Event date
SiteSeq SiteMame SiteCode SubjectSeq Subjectld EventSeq Eventld  EventMame EventDate |
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 Karolinska 01 4 SE-01-004 1 SCR Add subject 2014-11-25
1 Karolinska 01 5 S5E-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 DMRBACE__ 2CD
MNative Hawaiian 14

Mative Hawaiian 4
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 Birthis 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 SDV 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
cells on

row may
be due to

export

filter
HAS_FILTERED_VALUES

Uppsala  Uppsala:2 24 SE:Uppsala 1

Add Patien 2019-01-16 APA

4 Data grouping

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

Notel 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

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.
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Column

Form sequence
number

Subject form
sequence
number

Origin Subject
form sequence
number

Source Subject
form sequence
number

Design version

Description

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
SubjectFormSegNo .

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

SubjectFormSegNo from which the form instance was copied. For the first instance of
the form (not copied) it is empty (null).

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.



Data Export

Allsites Sweden Finland Germany Netherlands Austria Belgium Italy United Kingdom Switzerland
Subjects to include ( 112
All subjects
Events and time period
All evers
Forms and items
Allforms
Type of data
Signed data Not Signed data SOV performed or NA 5DV pending
Output format
Output to Excel Group data by form Lrow per sctivity
£ save s 5 352 New ex @
|
S
A B c D 3 F G H 1 ) K L M
site subject Event Form
sequence sequence sequence Activity  sequence Design
1 |number  site name Sitecode number Subject!d number Eventid Eventname  Eventdate  Activityld name  number version
2 SiteName SiteCode_ SubjectSec Subjectid EventSeq _Eventld _EventName __EventDate Activityld_ActivityNa: FormSeg _ DesignVer.
31 Academic Hospital Uppsala AHU £ SE-AHU-00T1  : SR Add subject  2016-10-04 SCR Add subjec 3.0
af1 Academic Hospital Uppsala AHU 2 seAHU-001  :  SCR Add subject  2016-10-04 SCR Add subjec1 3.0
50 Academic Hospital Uppsala AHU ] SE-AHU-001  :  SCR Add subject  2016-10-04 SCR Add subjec1 3.0
61 Academic Hospital Uppsala AHU 1 SE-AHU-00T  ©  SCR Add subject  2016-10-04 SCR Add subjec1 3.0
7h Academic Hospital Uppsala AHU 5 SE-AHU-00T1  © SR Add subject  2016-10-04 SCR Add subjec1 3.0
g fa Charite University Hospital Berlin  CUB 1 DECUBGO]1 : SR Add subject  2016-10-04 SCR Add subjec1 3.0
9z Charite University Hospital Berlin CUB 2 DECUB-00]1 :  SCR Addsubject  2016-10-04  SCR Add subjec 3.0
105 VU Medical Center Amsterdam  VUA 1 NLVUA-00T i SCR Add subject  2016-10-04 SCR Add subjec 3.0
unf VU Medical Center Amsterdam  VUA 2 NL-VUA-001 ¢ SCR Add subject  2016-10-04 SCR Add subjec1 3.0
1211 Academic Hospital Uppsala AHU s SEe-AHU-001  ©  SCR Add subject  2016-10-05 SCR Add subjec1 120
131 Academic Hospital Uppsala AHU 7 SE-AHU-00T  ©  SCR Add subject  2016-10-05 SCR Add subjecl 120
12 Karolinska Institute Stockholm KIS 1 SE-K1S-0011 SCR Add subject  2016-10-05 SCR Add subjec 120
151 Academic Hospital Uppsala AHU (] SE-AHU-00{1 SCR Add subject  2016-10-05 SCR Add subjec1 13.0
165 VU Medical Center Amsterdam  VUA % NLVUA-00T 1 SCR Add subject  2016-10-20 SCR Add subjecl 13.0
v reapMe | DM ['ss |[vs |[rano | ca | e | ec | em | 1B i | STAT | cc | tae | M | Ha ®
Ready :

N o [ a
Date/Time of
Informed Gender- Date/Time
Consent Gender  Code Birth
DMIC DMSEX___ DMSEXCD_DMDOB
2016-07-04 Male £} 1964-06-11
2016-10-02 Female 2 1979-05-28
2016-09-04 Male 1 1968-08-04
2016-06-05 Male i1 1952-10-01
2016-08-07 Female 2 1959-04-06
2016-08-07 Male 1 1980-02-22
2016-03-02 Male 1 1960-11-02
2016-10-02 Male 1 1961-07-31
2016-08-07 Male 1 1973-12-21
2016-10-02 Female 2 1976-02-01
2016-10-02 Male 1 1965-06-29
2016-10-03 Male i1 1964-03-31
2016-10-02 Female 2 1973-05-21
2016-10-20 Female :2 1977-10-25

B [ = 1 + 1

of

L]
Standard info for all forms

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 B c D 3 3 G H 1 J K L [ N ° [ a R s T u v w
site Sitename Sitecode Subject  Subject!d Event  Eventld Event  Eventdate  Activityld Activity |Demograp Demographics(1 Demograp Demograp Demographics(l Demograp Demograp Demograp Demograp Demograp Demograp Demof
sequence sequence sequence name name  [hics- }-Date/Time of hics(1)-  hics(1)- )-Date/Timeof hics(1)}- hics(1)- hics{l)}- hics(1)- hics(L)} hics(2)- 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

1 ade -
2 [SiteSeq__SiteName SiteCode bjectld EventSeq Eventld _Eventl ActivityNal DesignVers1.DMIC 1.DMSEX _ 1.DMSEXCL 1.OMDOB 1.DMAGE 1.DMCBP _1.DMCBPCI 1.DMCBPRI1.DMCBPRI L.OMRACE 1.DMR
EleS AcademictAHU 1 seaHU00l 4 scR Add subjec2016-10-04  SCR Add subjec3.0 20160704 Male 1 19640611 521 white 5 |
a1 Academict AHU i SE-AHU-00T : v1 Visitl  2016-10-04 vi
571 AcademictAHU % SE-AHU-001 SCR Addsubjec2016-10-04  SCR Add subjec3.0 20161002 Female 2 19790528 37.3 Yes 1 Asian 3
6 Academict AHU % SE-AHU-001 v1 Visitl  2016-10-04 vi
7 AcademicAHU ! SE-AHU-0071 SCR Add subjec2016-10-04 SCR Add subjec3.0 2016-09-04 Male 1 1968-08-04 8.1 White 5
81 Academict AHU ] SE-AHU-001 vi Visitl  2016-10-02 vi
91 Academict AHU % SE-AHU-001 ScR Add subjec2016-10-04 ScR Add subjec3.0 2016-06-05 male 1 19521001 637 Black 1
101 Academict AHU 5 SE-AHU-00/1 SCR Add subjec2016-10-04 SCR Add subjec 3.0 2016-08-07 Female 2 1959-04-06 573 No o Postmenofl white 5
1l Academict AHU s SE-AHU-001 v1 Visitl  2016-10-02 vi
12[2 Charite UniCUB 1 DE-CUB-001 SCR Add subjec2016-10-04 SCR Add subjec3.0 2016-08-07 Male 1 1980-02-22 365 White 5
13 Charite UniCUB 1 DE-CUB-001 vi Visitl  2016-10-02 vi
142 Charite UnicUB 3 DE-CUB-001 ScR Add subjec2016-10-04 ScR Add subjec3.0 2016-03-02 male 1 19601102 553 white 5

fa Charite Unicus 2 DE-CUB-001 Visit1 vi
o . v, . e on PO FP— - 13

README ttems | Codelists v

Data

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)
= onerow peritem

1 row per subject ® 1 row per activity 1 row per item

51 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.

4 8 | ¢ | ©o E F G | w | 1 J K | L | m N o | p | a
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-  Add subject- Add subject-  (1)CHB (1)Reason for No Add subject-
seguence Design Informed subject-  (1)Gender (1)Date/Time of subject- (1)CHB Result-  forNo CHB- subject-  (1)Race-
1 |sitename Site code number  Subjectid version  Consent (1)Gender - Code Birth (1)Age Result Code CHB Code (1)Race  Code
2 |siteName SiteCode _SubjectSec Subjectid |ISCRL1).SCR SCR[1).SCR[1].DN SCRI1].SCR SCRI1].SCR SCRI1].SCR[1].DSCR[1]. SCR SCR{1].SCR SCRI1].SCR SCRI1].SCR SCR[1].5CR SCRI1].5CR SCRI1].5CR
3 | Academic t AHU 1 SE-AHU-001 . 3.0 2016-07-04 Male T4 1940611 52.1 white 5
4 | Academict AHU ¥l SE-AHU-002 H 3.0 2016-10-02 Female 2 1979-05-28 37.3 Yes 1 Asian 3
5 |Academict AHU 5 SE-AHU-003 5.0 2016-09-04 Male 1 1968-08-04 48.1 white 5
6 |Academict AHU a SE-AHU-004 H 3.0 2016-06-05 Male 1 1952-10-01 63.7 Black 1
7 |Academict AHU 5 SE-AHU-005 H 30 2016-08-07 Female 2 1959-04-06 57.3 No o Postmenof1 White 5
8 |Charite Uni CUB 1 DE-CUB-001 3.0 2016-08-07 Male 1 1980-02-22 36.5 White 5
9 |Charite UniCUB 2 DE-CUB-002 : 3.0 2016-03-02 Male 1 1960-11-02 55.3 white 5
10 VU Medica VUA 1 NL-VUA-001 H 3.0 2016-10-02 Male 1 1961-07-31 55.2 White 5
11 | VU Medica VUA 2 NL-VUA-002 3.0 2016-08-07 Male 1 1973-12-21 226 white 5
12 | Academic t AHU 5 SE-AHU-006 H 12.0 2016-10-02 Female 2 [  1976-02-01 407 Yes n white 5
y README || DM ||ss | vs | ranp i ca | pE | Ec [Bm | 18 | E | sTaT | cc | waei| MM [Ha [ c.. @ i [
; ; .
Form 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 Description
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.



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.
= <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

= |n 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 1 row 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 I 1 K L M N o]
Physical  Physical
Examinati Examinati

I

Site Subject Event Form an an [

sequence sequence sequence Event Activity  sequence Design performe performe |

1 |number Site name Site code number  Subjectid number Eventld name Event date Activity Id name number version d d-Code 1

2 |SiteSeq  SiteName SiteCode SubjectSec Subjectid EventSeq Eventld  EventMam¢EventDate Activityld ActivityNarFormSeq DesignVers PEYN PEYNCD |
3 1 Academict AHU 11 SE-AHU-011 1 vi visitlT  2017-10-20 % 1 32.0 Yes 1
a1 Academic AHU 14 SE-AHU-014 1 vi Visit1  2017-11-10 Vi 1 33.0 No 0]
51 Academict AHU n SE-AHU-014 1 UNS 1  Unschedul 2017-11-13 UNS 1 1 34.0 Yes 1
61 Academic AHU 8 SE-AHU-018 1 vi Visitl  2017-11-14 Vi 1 6.0 Yes 1
7N Academict AHU 22 SE-AHU-022 1 vi visitlT  2017-11-14 % 1 9.0 Yes 1
s Academic AHU 23 SE-AHU-023 1 vi Visitl  2017-10-16 % 1 27.0 Yes 1
a1 Academict AHU 3 SE-AHU-023 £ va visita  2017-10-27 va 1 33.0 Yes 1
10[1 Academic AHU 2 SE-AHU-024 ) 1 V1 Visitl  |2017-11-01 Vi ) 1 33.0 Yes 1
1ufa Academict AHU 2 SE-AHU-024 1 V3 Visit3  2017-11-14 V4 1 39.0 Yes 1
121 Academic t AHU 32 SE-AHU-032 i1 V1 Visitl  |2017-11-21 V1 1 24.0 Yes 1
11 Academict AHU 52 SE-AHU-034 1 vi visit1  2017-11-21 % 1 6.0 Yes 1
11 Academick AHU 36 SE-AHU-036 1 vi visitl  2017-11-20 % 1 1.0 Yes 1
151 Academick AHU a3 SE-AHU-043 1 vi Visitl  2018-01-01 Vi 1 510 Yes 1
16 [1 Academick AHU "4 SE-AHU-044 1 vi Visitl  2018-01-02 % 1 510 Yes 1
171 Academick AHU S0 SE-AHU-050 1 vi Visit1  2018-01-06 Vi 1 55.0 Yes 1
181 Academict AHU T3 SE-AHU-073 1 vi visit1  2018-03-20 % 1 57.0 Yes 1
191 Academic AHU 75 SE-AHU-075 1 vi Visit1  2018-08-13 Vi 1 59.0 Yes 1

, README | DM | ss | vs | ranD | c | PE | EC | BM | 1B | E | sTAaT .. @® . v

5.3 Onerow 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 (3) within an activity (2) for a subject (1).



E | F | & | H | 1 0] K || M | N ] o) | P | a 1| R

1 Subjectld  Eventsequen Eventld Eventname Eventdate Activityld Activityname FormId Form name Form sequence number Item groupId Item group sequ ltemid  Item export label
2 |Subjectld EventSeq Eventld EventName EventDate AL‘tlvigld ActivityName Formld _FormName FormSeq ItemGroupld _ ItemGroupSe: Itemid ItemExportLabel
3 [se-aHU-011 [1 vi Visit1 2017-10-20 V1 PE Physical ion 1 16102171 1 TPEYN Physical ion performed
4 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical i 1 16G_10217.1 1 PEDT Date/Time of i
5 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEG2 1 PEHERES  HEENT - result
6 |SE-AHU-011 1 Vi Visitl 2017-10-20 V1 PE Physical 1 PEG3 1 PESKRES  Skin - result
7 |SE-AHU-011 1 Vi Visitl 2017-10-20 V1 PE Physical 1 PEG4 1 PETHRES  Thyroid - result
8 |SE-AHU-011 lo Vi Visit1 2017-10-20 V1 e PE Physical 1 PEGS 1 GPENERES gical - result
9 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEGE 1 PERERES i y - result
10 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEG7 1 PECARES  Cardil - result
11 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEG8 1 - result
12 |[SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEGY 1 PELYRES Lymph nodes - result
13 |SE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical 1 PEG10 1 PEEXRES iti result
14 |SE-. = 1 Vi Visitl 2017-10-20 PE Physical 1 PEG11 1 PEOTHRES _ Other - result
15 |SE-AHU-014 1 A28 Visit1 2017-11-10 V1 PE Physical Examination 1 IG_10217.1 1 PEYN Physical Examination performed
16 |SE-AHU-014 1 Vi Visit1 2017-11-10 V1 PE Physical Examination 1 1G__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 PEVN 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 i UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination i PEG2 i PEHERES  HEENT - result
20 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG3 1 PESKRES  Skin - result
21 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG4 1 PETHRES  Thyroid - result
22 |SE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEGS 1 PENERES  Neurological - result
23 |sE-ani014 11 LINS 1 linscheduled 2017-11512  1INS 1 oE Phusiral ion 11 PEGR ] PERERE i - rasult

+ v .| RaND [ ss | DM |vs | 1B | EC | cQ | PE | BM | IE | STAT | Lag | cC | MH | Exampleforr .. @ : [{] [ ] o

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).

531 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).

= 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.

532 Checkboxes

Checkbox items are output as one row per code list item. All code list items are listed, regardless if they contain data
or not. Each row is labeled, in the Item Id column, with the item Object Identifier (OID) and an 1-based index, as
illustrated in the following image:

ltem OID  index

Itemid :
Itemid

v

checkboxesl
checkboxes2
checkboxes3
checkboxes4
checkboxess
checkboxes6

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).

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

= One row per activity (default)


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

= One row per
= One row per

61 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 CMm32 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 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
Row 2: Data column Item ID, Counter of the selected link starting at one

Row 2: Identifier column Item ID, Counter of the selected link starting at one, ID

6.2 One row peritem

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.




Item value ltem code

temyalue ItemCode
3
Alvedon
Adverse event £
16 Dec 2021 - Headache COMMOMN_AE-1-LO4G_AE-AE-1
250
Milligram g
Capsule £
Twice daily 2
Oral 1
2021-12-16
01:20
Mo TJ
2021-12-16
01:25
"a
Alvedon
Adverse event ¢
16 Dec 2021 - Headache COMMOMN_AE-1-LOG_AE-AE-1
'500
Milligram 2
Tablet g
Once daily 1
Oral 1
2021-12-16
09:00
Mo o
2021-12-16
End time not available 39

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
Rer linked form instance to the exported file, the Data column and the Identifier column:

Prior and Concomitant Medications(1)- Prior and Concomitant Medications(1)-
(1)Medical history link(s) 1 {1)Medical history link(s) 1 - Identifier
COMMON_CM[1].LOG_CM[1].CMAL COMMON_CM[1].LOG_CM[1].CMA1ID
Headache - 07 Jan 2022 COMMON_MH-1-LOG_MH-MH-1

There are also two header in the output:

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.)



Header rows, one row per subject

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

[/ 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 8 c o 3 ¥ G H ) K L M N o » 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  Subjectld |number [Event!d |Eventname [Eventdate  Activityld Activityname number  Designversion dane? Code  Date/Time reason  Heartrate ure B> 8p
2 [siteseq  SiteName SiteCode Subjectseq  Sublectid  |EventSeq [Eventid |EventName [EventDste  Activityld ActivityName FormSeq  DesignVersion VSYN  VS_YNCD VS DATE VS_NDrea VS MR VSTEMP VSSYS VS DIA
31 Academic Hospital Uppsala  AHU 8 SE-AHU-048 |1 M1 Visit 1 po1s-o101 V1 1 55.0 Yes 1 2018-01-01 00:00 61 370 120 65
aly Academic Hospital Uppsala  AHU 48 SE-AHU-048 [1 V2 visit 2 20180205 V2 1 55.0 Yes 1 2018-01-05 00:00 62 71 125 n
5 Academic Hospital Uppsala  AHU a8 SE-AHU-048 |1 V3 visit3 20180106 ACT_2 1 55.0 Yes 1 2018-01-06 00:00 62 72 130 65
61 Academic Hospital Uppsala  AHU a8 SE-AHU-048 |2 3 Visit3 20180107 AcCT2 1 55.0 Yes 1 2018-01-0700:00 64 374 125 £
7h Academic Hospital Uppsala  AHU a8 SE-AHU-048 |3 \E] Visit3 20180108 ACT 2 1 55.0 Yes 1 2018-01-08 00:00 65 375 125 =)
81 Academic Hospital Uppsala  AHU 48 SE-AHU-048 [4 2] Visit3 20180109 ACT2 1 55.0 Yes 1 2018-01-09 00:00 66 376 125 o
g
0
a1
az

Reapme | oM | ss || vs [fca [ pe | Ec [Bm | 18 | E | STAT | RaND | cc | LB | MH | HA | M | 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 8 c [} E F G H J K L [ N o [ Q R

Site Subject Event Form

sequence sequence sequence sequence Collection Date and Low High
1 [number _[site name Sitecode number  Subjectld number Eventld Eventname Eventdate Activityld Activityname number |Designversion Time Result  Normal  Normal
2 [Siteseq _ SiteName siteCode Subjectseq Subjectid  EventSeq Eventid EventName EventDate  Activityld ActivityName|FormSeq |DesignVersion LAB_DATE LAB_WBC_ LAB_WBC_LAB_WBC_ LAB_NEUT_LAB_
31 Academic Hospital Uppsala AHU 44 SE-AHU-044 1 v2 Visit 2 2018-01-08 v2 1 51.0 2018-01-08 00:00 4589 4000 8000 1235 1100
401 AcademicHospital Uppsala  AHU 4 SE-AHU-044 1 v2 visit2 2018-01-08 V2 2 51.0 2018-01-09 13:26 6987 5500 11000 3569 1200
51 AcademicHospital Uppsala  AHU a SE-AHU-034 1 v2 Visit 2 2018-01-08 V2 3 51.0 2018-01-08 00:00 5877 5500 11000 1658 1200
s P ST p T S S » 4 - L L > 4 - _ " —— » J 4
42
43

README | IE | €Q | v§ | EC | STAT | MH || LAB | items | CodeLists ‘

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 Formsinitiated by copying data from previous event

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.
= OriginSubjectFormSeqNo - 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 . Thisis available in the export output for Viedoc output version 4.51 and onwards.
= SourceSubjectFormSeqNo - 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
SubjectFormSeqNo 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, SubjectFormSegNo 1,
OriginSubjectFormSegNo 1, SourceSubjectFormSegNo

Demo: FormRepeatKey 2, SubjectFormSeqNo 2,
OriginSubjectFormSeqNo 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, OriginSubjectFormSeqNo 1,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 2, SubjectFormSeqNo 2, OriginSubjectFormSeqiNo 2,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 3, SubjectFormSegNo 3, OriginSubjectFormSeqNo 3,
SourceSubjectFormSeqNo

Demo form



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:

g ™
Visit 2
Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSeqgNo 1, i
SourceSubjectFormSegNo
Demo: FormRepeatKey 2, SubjectFormSegNo 2, OriginSubjectFormSeqNo 2,
SourceSubjectFormSeqNo
Demo: FormRepeatKey 3, SubjectFormSeqNo 3, OriginSubj ectFormSeqNo 3
SourceSubjectFormSegNo = K @
Demo form E +
1 Copy
Fl Demo FormRepeatKeyl Sub ectFormSeqNQ‘i O:\glnSubJectFormSeqNol
SourceSubjectFormSegNo
[;] Demo: FormRepeatKey 2, SUbJectFonhSeqhioZ OnglnSubJectFormSeqNo 2,
: SourceSubjectFormSeqNo _.‘ H ,a,
~ = 3
Demo: FormRepeatKey 1, Sub;et.tFormSeqNo 4, v om u
OriginSubjectFormSeqNo/3| SourceSubjectFormSeqNo 3
+ Demo form
4 Initiate Visit 3. Demo form will be available to be initiated by copying data from one of the previously
filled-in form instances within Visit 1 and Visit 2, as below:
Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSeqNo from Visit 1
Demo: FormRepeatKey 2, SubjectFormSeqgNoe 2, OriginSubjectFormSeqNo 2,
SourceSubjectFormSeqNo
Demo: FormRepeatKey 1, SubjectFormSegNo 4, OriginSubjectFormSeqNo 3, from Visit 2
SourceSubjectFormSeqNo 3
Demo form +

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:

7 ™
Visit 3
Demo: FormRepeatKey 1, SubjectFormSegNo 1, OriginSubjectFormSegNo 1,
] SourceSubjectFormSeqNo
Demo: FormRepeatKey 2, SubjectFormSeqNo 2, OriginSubjectFormSeqNo 2,
| SourceSubjectFormSegNo
5] Demo: FormRepeatKey 1, SubjectFormSeqNo 4, OrlglnSubJectFormSeqN03
] SourceSubjectFormSeqNo 3 A {hj
Demo form :. "-. '.“- E +
R :
S icopy
7 Demo: FormRepeatKey 1, SubJectFormSequ'l OrtglnSubJectFormSeqNol E
] SourceSubjectFormSeqNo o H :
71 Demo: FormRepeatKey 2, SubjectFQfF'nSeqNo 2, OrlngubjectFormSeqNo 2, E
‘ SourceSubjectFormSegNo '.' . B
J L3 : ) 4
Demo: FormRepeatKey 1, SL*jé'ctFormSeqNo 5, v om s u
OnginSubjectFormSeqNo 3, SourceSubjectFormSeqNo 4
|+ Demo form
. v

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 {SubjectFormSegNo}, {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
{OriginFormSegNo}, SourceFormSeqNo {SourceFormSeqNo}

= 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 OriginSubji SourceSub]DesignVer:

1 1 1 2.1
2 2 2 2.1
3 cIRR 2.1
1 Frveenn, 3 *321
1 5 3 teea2a

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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3.3 Subject summary page

3.4 Event summary page

1

3.41The sort order of the forms

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.

2 Output file(s)
One .zip file is downloaded for each PDF export performed.
= 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.


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

? » ThisPC > Downloads > _20180903 094044
~
Name
"L AHU Academic Hospital Uppsala
"L CUB Charite University Hospital Berlin
"L HUH Helsinki University Hospital
= IMU Innsbruck Medical University
"L KCH King's College Hospital London
" KIS Karolinska Institute Stockholm
"1 UBR University of Brescia
"L UCH University College Hospital London
"L UMF University Medical Center Freiburg
"1 UMG University Medical Center Greningen
" VUA VU Medical Center Amsterdam

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

= 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):

» ThisPC » Downloads » _20180910_104345 » AHU Academic Hospital Uppsala

Name Type Compressed size
"L SE-AHU-001 Adobe Acrobat Document
= SE-AHU-002 Adobe Acrobat Decument
"1 SE-AHU-DD3 Adobe Acrobat Document
"L SE-AHU-004 Adcbe Acrebat Document
"1 SE-AHU-005 Adobe Acrobat Document
"1 SE-AHU-006 Adobe Acrobat Document
1 SE-AHU-007 Adcbe Acrebat Document
"1 SE-AHU-008 Adobe Acrobat Document
"1 SE-AHU-008 Adobe Acrobat Document
= SE-AHU-010 Adobe Acrobat Decument
"1 SE-AHU-011 Adobe Acrobat Document
"L SE-AHU-012 Adcbe Acrebat Document
"1 SE-AHU-013 Adobe Acrobat Document

3 PDF file structure/content

This section describes the structure of the exported PDF file.

Bookmarks 4
E- B
~ ﬂ A demo study U
Y% D AHU Academic Hospital Uppsala =y
v [ SE-AHU-001
~ D Add subject [04 Oct 2016]
S~
v D Add subject
D Demographics o
> [ Visit 1[04 Oct 2016)
=
> [ SE-AHU-002
> [ SE-AHU-003

(

(

> [ SE-AHU-004

(

> [ SE-AHU-005
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.
. 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.



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

The meaning of the signature in Viedoc is included on the last page.

If the number of forms for a site exceeds 1000, the system splits the archive into one PDF file per
subject and stores them in a zip file.

= 31 Firstpage

The first page provides a short summary, as illustrated in the image and explained below:

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:71  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:

= First Patient Added (FPA) in the study
= Last Patient Added (LPA) in the study

. The number of sites:

= |n this archive - the number of sites selected to be included in the export.

= Study total - the total number of sites in the study.

. The number of subjects:

In this archive - the number of subjects selected to be included in the export.
Study total - the total number of subjects in the study.

3.2 Site summary page

The site summary page provides a summary of the site, as illustrated in the image and explained below:



Academic Hospital Uppsala 2

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 archivelftotal)

71/

. 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 archiveltotal)
S 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 29-139

. 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.
.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:

SE-AHU-023 / Visit 1 [16 Oct 2017]€

Contents

Visit 1116 Oct 2017] Awaits Signing -t
Check Questions Awaits signing ]
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:

= 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.
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.

341  The sort order of the forms
The forms in the PDF are sorted by these characteristics:
1. Subject key, in ascending order
2. Event type (scheduled, unscheduled, common)

3. Date - the date of the first form save of the activity
4. The order of the forms according to the study design

The following example illustrates the sort order.

Suppose the study design looks like this:


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

‘.D New Study Design [7.0]

Study workflow [ showime | or ]
[ sciecuto Ever | [ common cvenc ]

1 E01: EO1 # T

iFoma  (#)(X) || EFomB  [(#)(X] [ EFomc  (#](X)

2 E02: EO2 £ T

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:

= FormA
= FormB
= FormC

For the event EO2, there are three activities. This means that if any form from AO2 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:

1. All forms from AO2 according to the design
2. All forms from AO1 according to the design
3. All forms from AO3 according to the design

In other words, the order of forms for event EO2 for this specific example will be like this:

= FormC
= FormD
= FormA
= FormB
= FormE
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1. Introduction

2. Medical coding information in Excel

3.An example - WHODrug in Excel exported file
3.1 When selecting Drug
3.2 When selecting Preferred name

1 Introduction
This lesson describes how the medical coding information is structured within an Excel file exported from Viedoc.

To include the medical coding information in the exported file, you need to select Medical coding under Type of data
in the Data Export page:

Type of data

Signed data Mot Signed data SOV performed or NA SDV pending Medical coding
+ | Signed data + | Mot 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
Review status «| Medical coding
Event dates Edit status

Uploaded files

For general details about data export, see Exporting data.

2 Medical coding information in Excel

For medical coding, in the Excel export output file, there is one sheet for each dictionary. Only values that have been
coded will be present in the export:


https://help.viedoc.net/l/01d540/en/

Formld Form name Form seguence number ItemId  Itemname Term
Formld  FormMName FormsSeq Itemid ItemName Term

cM Prior and Concomitant Medications |1 CMDRUG Drug Paracetamol
cMm Prior and Concomitant Medications 1 CMDRUG Drug Paracetamol
cMm Prior and Concomitant Medications 1 CMDRUG Drug Paracetamol
CM Prior and Concomitant Medications 1 CMDRUG Drug Cinnarizine
CM Prior and Concomitant Medications 1 CMDRUG Drug Cinnarizine
cMm Prior and Concomitant Medications 1 CMDRUG Drug Montelukast
cM Prior and Concomitant Medications |1 CMDRUG Drug Humalog insulin
cMm Prior and Concomitant Medications 1 CMDRUG Drug Paracetamol
cM Prior and Concomitant Medications 1 CMDRUG Drug Aspirin

4 HA | CM | AE ExampleForm Items CodelLists MedDRA | WHODrug | ®

Dictionary instance
Dictinstance

WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829

4

Coding scope description
CodingScopeDesc

Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication

Coding scope leve
CodingScopeLevel
Item
Item
Item
Item
Item
Item
Item
Item
Item

The columns provide information on the item that was coded, followed by the medical coding specific information, as
listed in the following table:

Column name

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

ltem Id

Description

Columns that identify the item

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 Subiject 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

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.

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



Column name

Item Name

Subject form sequence
number

Origin Subject form
sequence number

Source Subject form
sequence number

Term

Dictionary instance

Coding scope description

Coding scope level

Code sequence number

Approved by user

Approved on date (UTC)

Description

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

Counter that uniquely identifies the instance of a specific form on a subject level,
that is, it starts with 1and 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 SubjectFormSegNo .

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

SubjectFormSegNo from which the form instance was copied. For the first
instance of the form (not copied) it is empty (null).

Medical coding-specific information

The coded term

The description of the dictionary instance, as set in Viedoc Admin when
uploading the dictionary

The coding scope description, as defined in Viedoc Designer

The coding scope level, as defined in Viedoc Designer, can be one of the
following:

= Event

= Activity

= Form

= |tem group

= |tem

A counter that identifies the code for those values with more than one code

The name and ID of the user who approved the items

The date and time (UTC) when the item was approved

Dictionary-specific information



Column name

WHODrug:

= DrugCode

= DrugName

= NameSpecifier
= QOldForm

= |ngredients

= ATCCodes

= CountryCode
= CountryName
= MAH (MAH)

= PharmForm

= Strength

= MedProdld

= Generic

Interpretation

Coded by user

Coded on date (UTC)

Version

Description

MedDRA: ATC without DDD: IDF:
= soc_code = |icode
= soc_hame = [1name
= soc_abbrev = | 2code
= higt_code = | 2name
= higt_name = | 3code
= hlt_code = | 3name
= hlt_name = |4code
= pt_code = L4name
= pt_name

= pt_soc_code

The medical coder's interpretation of the applied coding value

REUC
oo
T

L1 2R3
Bahr
L2 ZA|
J-F
L2 ZEA
&

L2 ZA|
Bhr
L3 ZEA

J-F

The name of the user who performed the coding, followed by the user ID in

parentheses

The date and time when the coding was performed

The dictionary version

Dictionary-specific information



Column name

WHODrug:

PreferredCode
PreferredName

Description
MedDRA:
= |lt_code
= [lt_name

= [lt_currency

ATC without DDD:

L5Code
L5Name

IDF:

L3 Z&|
&

L3 ZH|
BHhT
L4 25
J-F
L4 ZE
&

L4 Z=H|
BAhr
L5 ZEAl
J-F
L5 ZA|
&

L5 ZA|
BHhT
L5 —f%
&

L5 —f%
=Yiva
L5 £/
X1
L5 £
X552
L BE%
Z21—FK
L5 X—
H—1—
|<‘
L5 A—
71— Dg
R

L5 Flf
J-F
L5 ZEAl
JI-FX
1

L5 X
THER
L6 ZF|
mE
L6 ZA
&

L6 ZF|
BAhr
L6 —R%
&

L6 —Hf%
BAhr
L6 {$
X1
L6 f$
X592



Column name Description

" |6EH
Za—Fk

L6 A—
H—3-
e

= 6 A—
H— D
R

L6 AT
J-F

» L6 EH|
J—-FKX
1

= BAY
THEHR

3 Anexample - WHODrug in Excel exported file

This section illustrates an example of how the data coded using the World Health Organization Drug Dictionary
(WHO DD) dictionary looks in the Excel export output.

There are two different use cases, depending on the which level of granularity is selected when applying the code in
Viedoc Clinic:

. Drug (default)

. Preferred name

Find and apply code

WHODrug
Search options v
codeine

Pref 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate ]

O

Drug 12818602012 A c. with codeine @ )

31 When selecting Drug

The image below illustrates how the coded data looks in the export output, if the Drug is selected when applying the
code in Viedoc Clinic.

When Drug is selected, the Preferred code and Preferred name come out in the export as well, in the last columns,
as illustrated in the image.


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

Find and apply code

WHODrug
Search options -
codeine

Pref  [12818602001 Acetylsalicylic acid:Caffeine:Codeine phosphate

®

Drug 12818602012 A c. with codeine
Spec

INGR Acetylsalicylic acid;Caffeine;Codeine phosphate

ATC NO2AJ Opioids in combination with non-opioid analgesics %

Vv W X Y z AA

1 |DrugCode DrugName MNamesSpecifier OldForm Ingredients ATCCodes

2 |DrugCode DrugName MameSpecifier OldForm Ingredients ATCCodes

3 /12818602012  A. c. with codeine N \Aoetvlsalicvlicacid;caffeine;(:odeinephosphate NO02AJ Opioids in combination with non-opioid analgesics
a

5

6

7

8

9

10

11

README | PI | LAB | Painlevel | LABR | Items | CodeLists \m‘ @ <
AM AN

Preferred Code Preferred Name
PreferredCode PreferredMame
12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate

3.2 When selecting Preferred name

The image below illustrates how the coded data looks in the export output, if the Preferred name is selected when
applying the code in Viedoc Clinic.

After the Preferred name is selected and the code is applied, for the respective coded item, the value of the
Preferred name ends up in both Drug and Pref fields, in both Viedoc Clinic, as well as in the exported output.



Find and apply code

WHODrug

[ Search options

‘ codeine

Pre 12818602001 Aceylsaicytc acid Ceffene Codene phosphate

Drug { 12818602012 A. c_ with nodeinel:'

Spec

H

INGR

Acetylsalicylic acid;Caﬂeinﬂeine phosphate

ATC ‘—

Select Pref and apply code

Find and apply code

WHODrug

[ Search options

ssssENEEEEEEEREEE

C
-

| Search

et 12816602001 ety scidCafene Cosine hsphce

Onug 12818602001 Aceybalcyl cd Cffine Codeine phosphate

Spec [

INGR Acetylsalicylic acid; Caffeine;Codeine phosphate

ATC ‘_




Find and apply code

WHODrug

| Search options

Search

Pref

Drug

Spec

INGR

Applied code in Excel export output

z | AA
ATCCodes
ATCCodes
NO2AJ Opioids in

w | X Y
NameSpecifier OldForm Ingredients
NameSpecifier OldForm Ingredients

N

v |
DrugCade DrugName
DrugCode DrugName
12818602001

||h|w|m‘>- A

AM | AN
Preferred Code Preferred Name
PreferredCode  PreferredName

Acetylsalicylic acid;Caffeine;Codeine phosphate
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Converting an ATC dictionary from Excel format to ASCII format

Converting an ATC dictionary from Excel format to ASCI| format

Published by Viedoc System 2022-02-10

To convert an Anatomic Therapeutic Chemical classification system (ATC) dictionary:

1 Openthe x1sx filein Microsoft Excel.

2 If Defined Daily Dose (DDD) is included in the file (columns C, D, E, and F), delete these columns, as well
as the note column if there is one.

Paste Special...

Insert

Format Cells...

Column Width...
Hide

Unhide

3 Insert a new column B.

z| g | X v K ” ATC level name

| 8 | ¢
“|ATC level name -1

Clear Contents

[E] Format Cells...

Column Width...
Hide

Unhide



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

4 In cell B2, write a formula. To add a formula, start by typing an equal sign ( = ). Then Excel interprets the
text in that cell as a formula (unless otherwise specified).

The formula will look different depending on the language of your Excel installation. These are some
examples:

= English: =CONCAT(LEFT(CONCAT(A2;REPT("";5));4);" ";MID(CONCAT(A2;REPT("
",20));5;6);,C2)

» French: =CONCAT(GAUCHE(CONCAT(A2;REPT("";5));4;"
"STXT(CONCAT(A2;REPT(" ";20));5;6);C2)

= Spanish: =CONCAT(IZQUIERDA(CONCAT(A2;REPETIR(" ";5));4);"
"“EXTRAE(CONCAT(A2;REPETIR(" ";20));5;6);C2)

s German: =TEXTKETTE(LINKS(TEXTKETTE(A2;WIEDERHOLEN("";5));4);"
"“TEIL(TEXTKETTE(A2;WIEDERHOLEN("";20));5;6);C2)

= Swedish: =SAMMAN(VANSTER(SAMMAN(A2;REP(" ";5));4);"
"EXTEXT(SAMMAN(A2;REP(" ":20));5;6);C2)

Depending on the regional settings in your operating system, you might need to replace the
semicolons with commas.

B2 o7 ~ =CONCAT(LEFT{CONCAT(AZ;REPT(" ";5));4);" ";MID(CONCAT(A2;REPT(" ";20));5;6);C2)

A B Z
1 |ATCcode ~ Columnl - | ATC level name

2 |A A ALIMENTARY TRACT AND I.A LIMENTARY TRACT AND METABOLISM

3 A01 A0l STOMATOLOGICA STOMATOLOGICAL PREPARATIONS
4 ADLA AD1A  STOMATOLOGIC STOMATOLOGICAL PREPARATIONS
5 |AOLAA AQ1A A Caries prophyla Caries prophylactic agents

The formula does the following:

1. It takes the first four characters from column A (padded right with spaces unless the text is
four characters long).

2.1t adds one space character.

3. It adds characters 5, 6, and 7 from column A (padded right with spaces unless the text is
seven characters long).

4.1t adds three space characters.

5. It adds all of column C.

5 Fill all cells in the B column with the same formula, for example by dragging the small plus sign ( + )
downwards to cover the entire column.

B2 i fe =CONCAT({LEFT(CONCAT(AZ;REPT(" ";5));4);" ";MID{CONCAT{AZ;REPT(" ";20));5;6);C2)
A B

1 |ATC code Columnl - | ATC
2 |A |A ALIMENTARY TRACT AND METABOLISM _]AUI\
3 |AOL A01 STOMATOLOGICAL PREPARATIONS STDI
4 |AD1A AO01A  STOMATOLOGICAL PREPARATIONS sTOI
5 |AOLAA AOLA A Caries prophylactic agents Cari
6 |AOLAADL  AO1A AOL sodium fluoride sodi



Remove row 1 (the header row). Do to this, you might first need to turn off the header row on the Table

Design page.
File Home Insert Page Layout Formulas Data Review View Help Acrobat Table Design
Table Name: Summarize with PivotTable ,f|:, ’f| D [] Properties Header Ro\ﬁ First Column ~| Filt
z? le |
Tabell ATC Ind B s Total Row ~° Last Column
s N Insert Refven 2
B Resize oble | 2 Slicer . o ~| Banded Rows || Banded Columns
Properties Tools External Table Data Table Style Options
Header R
AL - fe | ATCcode cader Row
Turn on or off the header row of the
A 8 table.
1 |ATC code ~ | Columnl B A header row formts the top row
2 A A ALIMENTARY TRACT AND METABOLISM of the table specially. I1SM
3 JADL AOL STOMATOLOGICAL PREPARATIONS STUMATULUGICAL PREPARATIUNS
4 AD1A A01A  STOMATOLOGICAL PREPARATIONS STOMATOLOGICAL PREPARATIONS
5 AOLAA AQ1A A Caries prophylactic agents Caries prophylactic agents
6 |AOLAADL  AOLAAOL sodium fluoride sodium fluoride
Then you can delete the sheet row from the Home page.
File Home Insert Page Layout Formulas Data Review View Help Acrobat 12 Sh:
fW X Calibri Ll = General  ~| | [EdConditional Formatting ~ | EH Insert ~ %
0 - = @8~ % 9 | [HEFormatasTable v 5 Delete ~
Paste == = Analyze
- = B S8 -8 B2 Cell Styles ~ E Delete Cells... Data
Clipboard % Alignment Gl Number & Styles 2 Delete Sheet Rows Analysis
AL - I TR 1o SFeet Cohimne
A B EE Delete Sheet c
1
2 A A ALIMENTARY TRACT AMD METABOLISM ALIMENTARY TRACT AND METABOLISM
3 |AOL A0l STOMATOLOGICAL PREPARATIONS STOMATOLOGICAL PREPARATIONS
4 AOLA AQLA  STOMATOLOGICAL PREPARATIONS STOMATOLOGICAL PREPARATIONS
5 |AOLAA AOIA A Caries prophylactic agents Caries prophylactic agents
6 |AOLAAOL  A01A AO1 sodium fluoride sodium fluoride

Select column B and copy it.

Bl A 5 =CONCAT(LEFT{CONCAT(AL;REPT(" ";5));4);" "
A B

1A & ALIMENTARY TRACT ANDMETABOLISM JALIMENTARY TRAC
2 A0 a01 STOMATOLOGICAL PREPARATIONS STOMATOLOGICA
3 |ADIA 'AOIA STDMATDLmK‘AI PRFPARATIONS ISTOMATOI OGICA
4 |a01aA  [MO1AA cariespropl Calibri ~[75 -« A" ATEE - % 9 [ hylacti
5 |AD1AADL 'AOIAAOI sadiumflu_ B I =+ A <—ng _)Ug & ride
6 [a01an02  [A01A A2 sodium MOnUnUUIUpTIUSpIEE suuanrmuonofluo
7 [a01an03  [A014 AGE olaflur o olaflur
3 |no1aa0a  |A01AADA stannouss 4 [ stannous fluoride
9 |4014A30 |A01AA30 combinatic L[ Copy N combinations

I - ] - .
10 |AD1AASL :\01AA51 sodium fl BA Paste Options: v sodium fluoride,
11 |AO1AB AQIAB Antiinfectiv ) ) al aral |Antiinfectives anc
12|a01aR02  [AO1ABOZ hydrogen | %ﬂj E hydrogen peroxid
13|a01aR03  [A01ABO3 chlorhexid . chlorhexidine

M Paste Special...
14 |AO1ABO4 |AO1ABO4 amphoteri amphotericin B
15|a01aR0s  [AO14 BOS polynoxyli Insert polynoxylin
16|a01AB06  A014 BOS domiphen Delete domiphen
17|a01aB07  [A014BOZ oxyquinali N oxyquinoline
18|a01AB0E  [A01ABOE neomycin Clear Contents neomycin
19|A01AB09 [AO1ABOS miconazols B E miconazole

r Format Cells...
20 |A01AB10 |AO1AB10 natamycin natamycin
21|a01AB11  [RO1ABI1 various Column Width. various
2z |A01AB12  |BOLAB12 hexetidine Hide hexetidine
23 |A01AB13  |BO1A B13 tetracyclin Unhid tetracycline
24(n01aB14  [A01AB14 benzoxoni =nhiee benzoxonium chlc
25 [n01aB15 [A01AB15 tibezonium iodide tibezonium iodide

2

Paste the copied column into a raw text editor such as Windows Notepad. It is important to use an
editor that does not add any formatting.

In the raw text editor, search for the quotation mark character ( " ) and remove any such occurrences.

File Edit Format View Help

A@2B DB2  lansoprazole, tetracycline and metronidazole

AB2B DB3  lansoprazole, amoxicillin and metronidazole

Ag2B DB4  pantoprazole, amoxicillin and clarithromycin

A@2B D@5  omeprazole, amoxicillin and clarithromycin

A@2B DO Replace % Mycin

AB2B D@| pycin

AB2B D@ m ronidazole
Frdwhat: [ | [_Fndhex

2028 DO ole

e [ — A

AB2B D1 n and metron

Ag2B X —_ e cesophageal

AB2B X8 [ match case Cancel

AB2B X8|

AB2B X0 [ Wrap around

AB2B X@3~ pirenzepine

AB2B X84 methiosulfonium chloride



10 If there are empty lines at the end of the file, remove them.

Viex Xe3  radium (223Ra) dichloride
viex Xe4  lutetium (177Lu) oxodotreotide
Ve SURGICAL DRESSINGS

1" Save your file with an appropriate filename that reflects the ATC version and with the filename

extension asc .

12 Upload the file to Viedoc according to these instructions: Creating_a dictionary instance.
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Medical coding for versions 4.79 and earlier

Medical coding

Published by Viedoc System 2024-03-26

1. Introduction
2. The Viedoc Coder console in Viedoc Clinic
21 Overview of the medical coding_console
2.2 What do the symbols and colors mean?
3. Finding and applying_.a medical code
3.1 A use case for coding with the MedDRA dictionary
3.1.1 Searching for a code
3.1.2 Selecting_a code
3.1.3 Applying_a code
3.2 A use case for coding with the WHO Drug Dictionary
3.21 Searching for a code
3.2.2 Selecting a code
3.2.3 Applying_a code
4. Approving the medical coding
41 Disapproving the medical coding
4.2 Resetting_ the medical coding
5. Exporting the medical coding

1 Introduction

Viedoc Coder allows you to code data, such as Adverse Events, Medical History, and Concomitant Medications, in a
standardized way. You can access Viedoc coder on the landing page.

The Viedoc Coder page displays metrics about coding that tell the user the number and percentage of items that
have been coded and approved. There is one set of metrics for each coding scope. The metrics displayed are based
on the data and sites that you have permission to view.

You can only access Viedoc Coder if permission to view, perform, and/or approve medical coding is activated
for your role. If you do not see the medical coding icon, you do not have a role with medical coding permissions.



Demo Study

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

0 sk unm=
Medical coding

All sites Germany Sweden United States Japan

Concomitant Medication

CODED DATA APPROVED CODING

100% 3of3coded data

%  3ofi0i
3OA o 320% 3ofinalldaa

Latest action 2021-07-26 07:19% by Scff Ann
Open medical coding
You can select to display the metrics of:
= All sites

= All sites in an individual country
= Anindividual site

2 The Viedoc Coder console in VViedoc Clinic

21 Overview of the medical coding console

To enter the medical coding console, click Open Viedoc Coder in the lower left corner of the coding scope.

® == B . @

Medical coding

Allsites Germany Sweden United States Japan

Concomitant Medication
CODED DATA APPROVED CODING

66%  20f3coded data
30% sofwiems
20% 20ft0aldata

Latest action 2021-06-24 09:30 by

Open med\cal(%g




The Viedoc Coder console opens in the same window:

~ b4 &
(@ concomitant Medication * | Alcountries Y Alsites

"

Allitems % Search Find and apply code
A4

Uncoded items -

Value = o1 =

@2 = Code WHODrug

Atorvastatin Tablet Oral Amlodipin/Atorvastatin Teva G N E=ieen

Search

ASA Tablet oral 5asa ]
3 DE-95-010 Paracetamol Tablet Oral m] e
4 DE-95-013 paracetamol Capsule Oral (] Drug
5 DE-95-031 paracetamol Cream Intraocular O INGR
6 DE-96-006 Ibuprofen Tablet oral Alben ibuprofen S O .
7 DE-96-006 Paracetmol Injection oral ] cen
8 DE-96-017 aspirin Capsule Nasal ] Srowsariim
9 DE-96-112 Ibuprofen Tablet ]
10 Us-30-025 Alvedon ]

[ Items to be coded / approved ] [ Codes to be applied to the items ]

The Viedoc Coder console displays a table that lists all items to be coded in the Values column. You can view the
corresponding form (Electronic Case Report Form (eCRF)) of an item by clicking on the value.

On the Viedoc Coder console, you can:
. Select the coding scope (that is, data) to be coded.
. Select to display items from all countries or from an individual country.
. Select to display items from all sites or from an individual site.
. Select to display all uncoded (and disapproved) items, all coded items, all approved items, or all items.
. Perform a text search among all values of the items.

. If configured for your study, there can be additional columns included with supporting values for the
coding, for example route, indication, or other.

Find and apply codes (see Finding_and applying.a medical code).

When applying codes, it is possible to:

= Add an interpretation - a comment or explanation of the value that you have assumed in order to code.
= Add multiple codes to one value.

See Finding and applying.a medical code.
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2.2 What do the symbols and colors mean?

SubjectID = | Value ¥ Code

NL-VUA-018 Headache Migraine headache

SE-AHU-054 Fever and headache e 1 Band-like headache
2 Fever

SE-AHU-058 Allergic reaction, anaphylaxis # | Allergy

On the Viedoc Coder console, you can find the following symbols:

1. The three horizontal lines is a filter function. Click the symbol to open a drop-down list with a search field
and a list of selectable items.

2. Afilter symbol indicates that a selection has been made and the column only displays your filtered items.
3.Anumbered list in the code field means that there is more than one medical code applied to that value.
4.An orange pen icon in the value field, together with a light orange background in the code field, means that
the value (form item) has been changed in Viedoc Clinic by the Investigator after the item was coded. The

applied code may not be correct anymore and the item needs to be re-coded.

5.Aclip icon in the code field means that an interpretation has been added. Move the mouse pointer over the
clip icon to view the contents of the interpretation.

6. An activated tick mark indicates that the coding has been approved.
7. The checkbox is used to mark the values to which a selected code should be applied.

8. The white cross in a grey circle is used to delete the applied code.

3 Finding and applying a medical code

This section gives an example of medical coding of adverse events using the Medical Dictionary for Regulatory
Activities (MedDRA) and an example of medical coding of concomitant medication using the World Health
Organization Drug Dictionary (WHO DD). The coding procedure is similar even if you are using other types of
dictionaries.

3.1 Ause case for coding with the MedDRA dictionary

311 Searching for a code

To find a code that you want to apply to a value, use the Find and apply code section.
There are three search options available:

= Contains - the search will return all entries that contain the text typed in the search field. This is the
default option.

= Begins with - the search will return all entries that begin with the text typed in the search field.

= Exact match - the search will return all entries that exactly match the text typed in the search field.
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You can search for codes or (substrings of) terms in the Search field. Codes matching the term will be listed in a
drop-drown list that deploys from the Search field. If a term is linked to multiple System Organ Classes (SOCs), the
code that links to the primary SOC is displayed in black, while the codes that link to secondary SOCs are displayed in
grey.

Searching is not case sensitive. If you type in "Anaphylaxis’, the search can return results such as "anaphylaxis" and
"Anaphylaxis".

Find and apply code

MedDRA Only current items
Search options. N

®) Contains () Beginswith (1) Exact match

Anaphylaxis

LLT 10000664 Acute anaphylaxis (VASC)

LLT 10000664 Acute anaphylaxis (IMMUN)

LLT 10002218 Anaphylaxis (VASC}
LLT 10002218 Anaphylasis (IMMUN] o
LLT 10049090 Anaphylaxis prophylaxis (SURG]

LLT 10002222 Anaphylaxis treatment (SURG)

LLT 10060689 Exercise-induced anaphylaxis (IMMUN)
LLT 10042931 Systemic anaphylaxis (VASC

LLT 10042931 Systemic anaphylaxis (IMMUN)

PT 10049090 Anaphylaxis prophylasis (SURG)

PT 10002222 Anaphylaxis treatment (SURG]

You can also search a code by selecting the System Organ Class (SOC), High Level Group Term (HLGT), High Level
Term (HLT), Preferrred Term (PT) and Low Level Term (LLT) using the drop-down lists below the search field.

By default, the search returns low level terms (LLTs) that have the status ‘current’ in the MedDRA dictionary. It is
possible to search among non-current MedDRA codes (that is, terms that are vague, ambiguous, truncated,
abbreviated, out-dated, or misspelled and thus no longer used), by clearing the checkbox for Only current items.

Find and apply code
MedDRA Only current items
Search options
Search
10021428 Immune system disorders
10001708 Allergic conditions

10077535 Anaphylactic and anaphylactoid responses

10002198 Anaphylactic reaction

10000664 Acute anaphylaxis
Select

10000662 Acute anaphyl

10000663 Acute anaphylactic reaction
10000664 Acute anaphylaxis

10002198 Anaphylactic reaction

10002218 Anaphylaxis

10037933 Reaction anaphylactic anaphylactoid
10042930 Systemic anaphylactic reaction
10042931 Systemic anaphylaxis

10054843 Anaphylactic reaction to food

312  Selecting a code

Select the code you would like to apply. The details of this code appear in the fields below the search field. The
checkbox Current displays whether the selected Low Level Term (LLT) has the status currentin the MedDRA
dictionary or not.

You can select to use the Preferred Term (PT) or the Low Level Term (LLT) by clicking one of the blue radio buttons
behind the PT and LLT fields, see image.
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Find and apply code

MedDRA Only current items
Search options
Search

10021428 Immune system disorders

10001708 Allergic conditions

10077535 Anaphylactic and anaphylactoid responses

10002198 Anaphylactic reaction

10000664 Acute anaphylais

Current

; LLT 10000664 Acute anaphylaxis (IMMUN) |
Apply to selected (0)

Add interpretation

Add another code

Clear

If you would like to add more than one code to the same field, click Add another code.

If you would like to add an interpretation, that is, a comment or explanation of the selected code, click Add
interpretation and type your interpretation in the field.

You can reset your selections by clicking Clear.

Tip! If you want to apply a code that has been used before, click that code in the left side of the table. The Find and
apply code section is then automatically populated with the selections for that code.

313  Applying a code

To apply a selected code, select the checkboxes for the value or values you want to apply that code to, and click
Apply to selected. The selected code will be applied to the selected subjects and values. In the example in the image,
we applied two codes to the value Allergic reaction, anaphylaxis for subject SE-AHU-058.

_Sﬁ’ Medical coding / A demo study

Close X

[ Adverse events

All countries

All sites

Allitems Search Found 12 data items. Find and apply code
#  SubjectID Value Code MedDRA Only current items
1 NL-VUA-018 | Headache Migraine headache 4 Search options o
2 | SE-AHU-054 | Feverand headache 1 Band-like headache (] anaphylaxis
2 Fever
SOC | 10021428 Immune system disorders
3 | SE-AHU-058 | Allergic reaction, anaphylaxis | 1 Hypersensitivity ...

2 Acute anaphylaxis

HLGT = 10001708 Allergic conditions

4 SE-AHU-059 | Fever Fever of unknown origin HLT | 10077535 Anaphylactic and anaphylactoid responses
5 | SE-AHU-062 | Vertigo Acute rotatory vertigo BT 10002198 Anaphylactic reaction
6 | SE-AHU-063 | Headache Forehead headache LT 10000664 Acute anaphylaxis
7 SE-AHU-064 | Headache e
8 | SE-AHU-072 | Fever Fever of unknown origin
) PT 10020751 Hypersensitivity {IMMUN) o
9 | SE-AHU-074  Vomiting Acetonaemic vomiting ;

10  SE-AHU-075

1 SE-AHU-076

12 SE-AHU-077

Showing 12 of 12

Allergic reaction
Nauseous

Headache

# | Acute rotatory vertigo

Cluster headache

LLT 10000664 Acute anaphylaxis (IMMUN)

Apply to selected (1)

Add interpretation

Add another code
Clear

You can remove an applied code by clicking the cross icon to the right of the applied code.

3.2 Ause case for coding with the WHO Drug Dictionary

3.21

Searching for a code

To find a code that you want to apply to a value, use the Find and apply code section.

When using the WHO DD, you can select to search by:

= Drugs - to search for drugs by their name. This is the default option.


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

= Active ingredients - to search for drugs by their active ingredients. You can enter multiple ingredients in
the search field, separated by ; and the search will return all drugs that contain all specified
ingredients.

There are three search options available:

= Contains - the search will return all entries that contain the text typed in the search field. This is the
default option.

= Begins with - the search will return all entries that begin with the text typed in the search field.

= Exact match - the search will return all entries that exactly match the text typed in the search field.

Find and apply code

WHODrug
Search options
®) Drugs () Active ingredients

®) Contains () Begins with () Exact match

Search

You can search for codes or (substrings of) terms in the Search field. Codes matching the term will be listed in a
drop-drown list that deploys from the Search field.

Searching is not case sensitive. If you type in "paRacetaMol”, the search can return results such as "paracetamol” or
"Paracetamol"”.

The number behind the entries in the list depicts the number of active ingredients. If you click that number, a pop-up
appears that lists the active ingredients.

Find and apply code

WHODrug
Search options
(®) Drugs () Active ingredients

®) Comtains () Beginswith () Exact match

paRacetaMol

Showing only a subset of all matches
UUULUUVIAIT ApO OSTED ParaCETamOT (NUEHE] L
00020001A1Y Apo osteo paracetamol (NO2BE) 1
00020001A2T Apo paracetamol (NOZBE) 1

O petive i
00020001AMT Apo paracetamol ¥

T Apo. |

1 Codeine phosphate
S

12857102040 Apo
12857102040 Apo Paracetamol/Codeine (N02AJ
13839802069 Apo tramadel/paracetamel (NO2A. 1%
13839802069 Apo tramadl/paracetamal (NO2A.
00020001438 Apogen paracetamol (NO2BE) 1

00020001438 Apogen paracetamol (NO2BE) 1
14007101267 Apohealth ibuprofen plus paracetamol (NO2BE) 2.




322 Selecting a code

Select the code (drug) you would like to apply. The details of this drug will appear in the fields below the search field.

In the WHO DD, all drugs have a preferred drug as parent. You can select to use the Preferred drug (Pref) or the
Drug name by clicking one of the blue radio buttons behind the Pref and Drug fields. Drug is the default.

Note! When exporting medical coding, both the preferred drug and drug name are included in the export (in
separate columns). But if you select to apply Pref while coding, the preferred name ends up in both columns in the
export. This is to provide consistency for the data managers, so that they only have to look in one column to find their
data.

Find and apply code

WHODrug
Search options
paracetamol
Pref | 12857102001 Codeine phosphate:Paracetamol
Drug 12857102040 Apo Paracetamol/Codeine
Spec

e | Codeine phosphate;Paracetamol

NO2AJ Opioids in combination with non-opioid analgesics
ATE

GEN

CNTR  UNS Unspecified

MAH | Not specified
Unspecified
Unspecified

3960974

E 12857102040 Apo Paracetamol/Codeine E
Apply to selected (0)

Add interpretation
Add another code
Clear

Click Show variants to display and specify variants of the selected code (drug), and use the drop-down lists to select
Country (CNTR), Marketing Authorization Holder (MAH), Pharmaceutical Form (FORM), Strength (STR), or Medicinal
Product ID (MPID), if applicable. Click Hide variants to hide the variants, see image.

If you would like to add more than one code to the same field, click Add another code.

If you would like to add an interpretation, that is, a comment or explanation of the selected code, click Add
interpretation and type your interpretation in the field.

You can reset you selections by clicking Clear.

Tip! If you want to apply a code that has been used before, click that code in the left side of the table. The Find and
apply code section is then automatically populated with the selections for that code..

If you selected a drug that carries multiple Anatomic Therapeutic Chemical Classification System (ATC) codes, all
ATC codes will be displayed in the ATC field. You can define whether to include all ATC codes in the coding or only a
selection. Click the cross to remove an ATC code, or click the ATC field to add ATC codes.


https://help.viedoc.net/l/a559c4/en/#WHODD
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ADIAC Corticosteraids for local oral treatment %

CO5AA Corticosteroids %

DO7AB Corticosteroids, moderately potent (group Il) %
D10AA Corticosteroids, combinations for treatment of acne %
HO2AB Glucocorticoids % | ROIAD Corticosteroids %
SO01BA C. ids, plain % SO02BA G x

S03BA Corticosteroids @

323  Applying a code

To apply a selected code, select the checkboxes for the value or values you want to apply that code to, and click
Apply to selected. The selected code will be applied to the selected subjects and values.

‘f;& Medical coding / A deme study Close X
@ concomitant medication v All countries v All sites
Allitems = Search Found 12 data items. Find and apply code

#  SubjectID Value Code @[] WHODrug

1 | SE-AHU-014 | Aspirin [0 | | Search options B

2 | SE-AHU-058 | Montelukast Auro montelukast ] [] paracetamol

3 | SE-AHU-059 | Humalog insulin Actrapid insulin novo ] [[) Pref | 12857102001 Codeine phosphate;Paracetamol

4 SE-AHU-060 Paracetamol Albert Heijn Paracetamol (<] I:\ Drug 12857102040 Ape Paracetamol/Codeine @®

5 SE-AHU-061 Cinnarizine Cinnarizine cox (<] I:\ Spec

6 | SE-AHU-062 | Citalopram ()| \ngg | Codeine phosphate; Paracetamol

7 | SE-AHU-063 | Paracetamel Coop vitality paracetamol [ Q ‘

NO2AJ Opioids in combination with non-opioid analgesics X

8 SE-AHU-064 | Paracetamol Coop vitality paracetamol B A

9 | SE-AHU-071 | Paracetamol Apo Paracetamol/Codeine. 4=+ @--2 | 7] | v

10 | SE-AHU-071 | Cinnarizine Cinnarizine cox (] =]

Show variants >»

1 SE-AHU-071 Amoxycillin

12| SE-AHU-073 | Omeprazol 12857102040 Apo Paracetamol/Codeine

H ly to selected (1)
Showing 12 of 12 : Apply to selected (1)

Add interpretation
‘Add another code
Clear

You can remove an applied code by clicking the cross icon to the right of the applied code.

4  Approving the medical coding

After applying codes to the items, it is possible to approve/disapprove/reset the items as shown in the below table.

Action Current state/found in list New state/found in list

Approve Coded Approved items

Disapproved



Disapprove Coded Uncoded items

Approved

Reset Approved Coded items

Disapproved

Tip! To see all items in one list, select the filter All items.

To approve items that have been coded:

1 Select the item(s) that you want to approve and click Approve selected.

Approve selected (1) ‘“ Disapprove selected | Reset selected

# SubjectID= Value = @1 = @2

= Code N - |

4 DE-95-006 Atorvastatin Tablet Oral Amlodipin/Atorvastatin =~ @ O
Teva
2 DE-95-008 ASA Tablet Oral Sasa [
3 DE-96-006 Ibuprofen Tablet Oral Alben ibuprofen [<] O
4 DE-96-112 Ibuprofen Tablet Alben ibuprofen [] O
2 The selected item(s) now disappear from the list and are found with the blue "Approved" symbol in the
Approved items list.

Tip! The metrics of the medical coding that have been approved can be seen on the landing page:

Demo Study

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

O = B . m =
Medical coding

Allsites Germany Sweden United States Japan

[1] Concomitant Medication

CODED DATA APPROVED CODING

) 66% 2of3coded data

‘ 7
3of 10 items
30% T 20% 20fi0alidata

Latest action 2021-07-26 07:19 by Soff Ann

Open medical coding

41 Disapproving the medical coding

To disapprove items that have been coded:



1 Select the items that you want to disapprove and click Disapprove selected.

Approve selected (1) Disapprove seli'j ed | Reset selected

# SubjectID= Value = @1 = | 22 = Code o - |
1 DE-95-006 Atorvastatin Tablet Oral Amlodipin/Atorvastatin =~ @ O
Teva
2 DE-95-008 ASA Tablet Oral Sasa (-}
3 DE-96-006 Ibuprofen Tablet Oral Alben ibuprofen (<] a
4 DE-96-112 lbuprofen Tablet Alben ibuprofen (<] O
2 The selected item(s) now disappear from the list and are found with the red "Disapproved” symbol in

the Uncoded items list for re-evaluation.

DE-95-008

4.2 Resetting the medical coding

To reset items that have been approved or disapproved:

1 Select the item(s) that you want to reset and click Reset selected.

P
Approve selected (1) Disapprove selected | Reset @\emed

# Subject D= Value = 21 = | @2 = Code
bk DE-95-008 ASA Tablet Oral 5asa (<]
2 DE-95-010 Paracetamol Tablet Oral
2 The selected item(s) now disappear from the list and are found in the Coded items list without the

approved/disapproved flag.

DE-95-008 Al Tablet

5 Exporting the medical coding

It is possible to export medical coding using the export feature of Viedoc, see Exporting data.


https://help.viedoc.net/l/01d540/en/

o =M

Data Export

Allsites Sweden Finland Germany Netherlands Austria Belgium Italy United Kinge

Subjects to include (115)

Al subjects

Events and time period

All events

Forms and items

Allforms

Signed data Not Signed data SDV performed or NA SDV pending Medical coding

| 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

Review status +| Medical coding
Event dates Edit status

Uploaded files

Output format [

Output to Excel Group data by form 1 row per activity

o=
To export the medical coding, select the checkbox in front of Medical coding in the Type of data section.
For more information about how medical coding is exported, see:

=  Medical coding.in ODM export
= Medical coding.in Excel export

Note! You can only export medical coding if permission to export data is activated for your role. If you do not see the
data export icon, you do not have a role with export permissions.
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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.


https://www.viedoc.com/video/?id=196446572

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.


https://www.viedoc.com/video/?id=196596399

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.


https://www.viedoc.com/video/?id=196590771

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.


https://www.viedoc.com/video/?id=196590826
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