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1. Introduction to Viedoc PMS

2. Clinic side versus sponsor side
3. Booklets
4.The send/receive/return process for handling booklets (Kaifu)

1 Introduction to Viedoc PMS

Viedoc PMS is the product on the Viedoc platform that can be used for Japanese Post Marketing Surveillance (PMS)
studies. It fulfills all requirements of a PMS study, supports collection of data in booklets, and supports the process of
sharing data between site (clinic) and sponsor via the submit-receive-return Kaifu function.

PMS studies are built in Viedoc Designer. Viedoc Designer is where you perform the technical part of a study build,
either from scratch or by importing a design from a previous project. A design consists of the study forms, the
booklets workflow, study roles, and other configurations and settings, as described further in this curriculum. The
following sections describe the specific steps essential to build and design a PMS study.

For more information on how to design a study, see Viedoc Designer User Guide.

2 Clinic side versus sponsor side

In Viedoc PMS, the database is shared by two different sides, a clinic side and a sponsor side. The database
contains two versions of each data set, one version that is displayed to the clinic side users and one version that is
displayed to the sponsor side users. On the clinic side, typically the Investigator enters subject data, while on the
sponsor side the Data Manager typically reviews the data and archives (freezes) the data.


https://help.viedoc.net/l/a559c4/en/#PMS
https://help.viedoc.net/c/e311e6?lang=en
https://help.viedoc.net/l/a559c4/en/#PMS
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CLINIC SIDE SPONSOR SIDE

. — | — L.
| =
Booklet 2 Booklet 2

Booklet 3 Booklet 3"

3 Booklets

By mirroring the data collection and review process via booklets, Viedoc matches the workflow of a Japanese PMS
study. A booklet can be seen as a compilation of data being collected during a specific period of time rather than
during a specific event date, which is more typical in clinical trials.


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

Japanese PMS 1

Details
JP-52-009 ¥ (Booklet 2

B Kw 08 Oct1979

Vital Signs

Medication use

Laboratory
=] Registration ) Check questions
B Booklet 1 Visit 2

Vital Signs

Medication use
Laboratory

Check questions

Visit 3
Vital Signs
% Medication use
Laboratory

Check questions

Adverse Events log

Headache, 16 Jan 2019
Adverse Event received 17 Jan 2019 19-27 JST

Headache, 17 Jan 2019
Adverse Event submitted 12 Feb 2019 19:27 J5T

Adverse Event

.Subject details
.Overview of booklets
.Content of selected booklet

.Details of selected booklet

Dr. Demo User @

A Booklet period starts ")

15 Jan 2019
Booklet period ends
21 Jan 2019

10/14 required forms completed

All required forms must be completed
before the booklet can be submitted.

4 The send/receive/return process for handling booklets (Kaifu)

Sending and receiving data on request is a fundamental requirement for a Japanese PMS study. Viedoc PMS offers
support for sending and receiving booklets between site and sponsor, a process referred to as Kaifu. In the Kaifu
process, the clinic user chooses when to share data with the sponsor and the sponsor side user chooses when to
receive the data. It should be noted that the sponsor side user does not have access to any data entered in a booklet
until the booklet has been shared by the clinic through the submit function, and a receive action has been actively

performed by a user on the sponsor side.

For more information, see Overview of the submit-receive-return process

For more information about PMS operations for Clinic side and Sponsor side users, please see the following User

Guides:

Viedoc PMS User Guide for Clinic side users

Viedoc PMS User Guide or Sponsor side users



https://help.viedoc.net/l/a559c4/en/#PMS
https://help.viedoc.net/l/796afb/en/
https://help.viedoc.net/c/91715f/
https://help.viedoc.net/c/590df1/
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1. Configuration workflow for the first study design version
2. Building a PMS study
3.Adding_a new PMS study

1 Configuration workflow for the first study design version
When creating and configuring a PMS study in Viedoc for the first time, you must perform the following steps:

1. In Viedoc Admin, the Organization Administrator creates a new PMS study and invites a Study Manager.
2.InViedoc Admin, the Study Manager sets the non-version-controlled common settings and invites a Study
Designer. For more information, see Managing_ users (for Org Admin),

3.InViedoc Designer, the Study Designer creates the first version of the version-controlled settings in the study
design and makes the study design available to the Study Manager by publishing the design to Viedoc Admin.
4.1n Viedoc Admin, the Study Manager creates the site(s) and assigns the first design version to the site(s)
5.The Clinic side user can start entering data in Viedoc Clinic using the assigned design.

. ; : Viedoc Admi
Viedoc Designer : iedoc Admin Viedoc Clinic

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

Enter data using the assigned
design



https://help.viedoc.net/c/331b7a/caf7a0/en/

2 Building a PMS study

To build a new PMS study, you must first add a PMS study to the Viedoc platform and then invite a Study Designer

who will build the study in Viedoc Designer.

The following sections describe the steps needed when adding a PMS study. For more information on setting up a

study, see Viedoc Admin User Guide, Adding_a new study.

3 Adding a new PMS study

This step is performed by the

To add a new study:

1 Open Viedoc Admin and select Show studies for the organization to which you would like to add a

study. The study overview page opens.

Organization

Studies

2 Select Add a new PMS study

P Users

Search studies by name Found 3 studies.

Documentation of Life
7Tsites @& Ongoing . FPA 2017-01-18 @ Invalid license

YL

Helipad Test

3sites @ Notcommenced @ Invalid license

Viedoc's demostudy

8sites @ Ongoing, FPA 2017-02-02 @ Invalid license

Y& Organization Settings

QOrganization Admins 6

° Add a new study % Add a new PMS study

Sort by


https://help.viedoc.net/c/331b7a/d5528f/en/

In the Study name field, enter the name of the Study, and in the Study Manager field, enter the Study

Manager's email address.
This information is mandatory. The information in the Sponsor Type and Study Type fields is optional

and can be filled in later by the Study Manager under Study settings.

¥ Viedoc Lab Close

Add a new PMS study

Add a new study to selected organization.

Study name )

Name of the study { This name is used everywhere.

Study Manager (e-mail address)

SwdyManager@email.com

1 Add at least one Study Manager! Use comma to separate multiple addresses.

Sponsor Code CRO Code Study Logo

SponsorX CRO-X Upload a file

PNG, GIF or JPG files of maximum 180 px width and 90 px
height.

Study Type Sponsor Type Study Phase

: s

Therapeutic Area Expected number of subjects

Ll s

= v 0

@ PCG Solutions AB 2018 - Terms of Use - Privacy Policy
Viedoc™ version 4.42 6674.15540 [2018-04-10T09:43 UTC]

Select Add PMS study. The study will appear in the list of studies on the study overview page. An e-mail
is sent to the Study Manager with an invitation to the newly created study.
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1. Inviting the Designer
2. Completing the study setup

1 Inviting the Designer

This step is performed by the
1 In Viedoc Admin, open the PMS study to which you would like to invite the Designer
2 Select the toolbox icon in the Study crew field. The Study crew pop-up opens.

PMS Study 1

c Mot commenced @ Invalid license

Study crew 6 Study design 6

—

viedoc Mo design is in effect.

o Add a site to this study



3 In the Add study users tab, enter the e-mail address of the user you would like to invite. Select
Continue.

/& Viedoc's demostudy Close |

Study crew

Here you can view admins for the study and/for invite more people
Swudy crew Add study users
Add users to this study Step 1/2

E-mail address

Name Lastname@email.com

Mukiple email addresses can be included by separating with semi-colon or comma,

Continue

Notel You can invite multiple users at once by adding multiple email addresses in the field. Separate
the email addresses with a semi-colon or comma. An invitation email will be sent to the specified e-
mail addresses.

4 Select Designer from the dropdown menu and then select Send Invite. You can add multiple roles by
selecting the +icon. You can remove roles by selecting the - icon.

& PMS Study 1 | close |

Study crew

Here you can view admins for the study and/or invite mare people
Study crew Add study users

Add users to this study Step 2/2

[l designer@email.com

Select arole R+

Study Manager
© e send invite @)
Unblinded Statistician

Dictionary Manager

2 Completing the study setup
These steps are performed in Viedoc Admin by the Study Manager.

To complete the study setup:

1 Add the study site(s).


https://help.viedoc.net/c/331b7a/23e50b/en/#toc-Addingastudysite8

Enter the following study details under Study settings: Sponsor Code, Contract Research Organization
(CRO) code, Reference ID, Study Type, Sponsor Type, Study Phase, Therapeutic Area, Expected
number of subjects.

When the Designer has published the study design, assign the study design to the sites in the study.

Invite users to the different system roles and clinic roles.

Open the study in Viedoc Clinic and test the study.

These steps are described in more detail in the eLearning lessons under


https://help.viedoc.net/l/a559c4/en/#CRO
https://help.viedoc.net/c/331b7a/be9806/en/#toc-Assigningastudydesign3
https://help.viedoc.net/c/331b7a/caf7a0/en/#toc-Systemroles4
https://help.viedoc.net/c/331b7a/caf7a0/en/#toc-Clinicroles5
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1. Documentation & training

1 Documentation &training

Viedoc allows users to set up the required materials that must be read before accessing and working on a study.

Training content can be in Word, Excel, PDF, Power Points, and other document file types, as well as eLearning and
web pages.

Training material can be mandatory or optional, and the target audience for each lesson can be customized for
each site or role. Additionally, training content can be reset to mandatory for the following booklets, for example, if
case protocols and procedures change or are forgotten, during a long period between sessions.

For information about how to set up training documents, see Setting up user documentation and training.

Viedoc PMS

Viedoc PMS Demo

SOIAE o
o= ® = Viedoc PMS

Documentation & Training Viedoc IS bemo m

Before getting access to the study, please read all mandatory sections below and mark them at
Viedoc will generate a certificate of your completed training. Enjoy your trial!

0 = B 4 m |
Mandatory sections

Section Read & Understood at

Documentation & Training

PMS Clinic DM Test Read & Understood
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!

Read & Understood

y sections Optional sections
PMS data v 2022-11-0101:05 UTC Section Read & Understood at & elearning for monitor
PMS Clinic DM Test v 2022-11-0101:06 UTC
PMS Presentatior v 2022-11-0101:04 UTC K Viedocachievements
> ‘ Viedoc's achievements to date.
PMS Workflow v 2022-11-0101:06 UTC
78 P Feature Workflow information
PMS data v 2022-11-0101:05 UTC
5 PMS Presentation v 2022-11-0101:04 UTC

+ 'Read & Understood’ confirmed 2022-11-01 01:06 UTC


https://help.viedoc.net/c/331b7a/38419b/en/
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1. Launch Viedoc Designer
2. Initiating a PMS study design
3.Add a new empty version

1 Launch Viedoc Designer

As a Designer, you will be able to access Viedoc Designer once the Study Manager has invited you to a study and
you have accepted the invitation. If you have access to Viedoc Designer, you will see the Designer icon in the top-
right-hand corner of the main page after you have logged in to Viedoc.

D

Designer

When you select the Designer icon, Viedoc Designer opens and displays a list of all the organizations and studies
you have access to as a Designer. If you have several projects, you can search for the relevant project in the Search
by study name text field in the top left corner. For more information, see Overview of Viedoc Designer.

new Found 1 projects. Sort by

New study

' Assigned 16 Nov 2014 by Dr Demo,

Designers

Dr Demol )

This project has no designs yet!

0 Add a new empty version 0 Import a version

2 Initiating a PMS study design

From the Projects page, you can create a new design version, and begin building and designing the study.


https://help.viedoc.net/c/e311e6/007f8c/en/

Design steps

1. Adding a new empty version

2. Creating and editing forms

3. Creating booklets and setting up the workflow

4. Setting booklet periods and alerts

5. Configuring the roles for the clinical side and sponsor side
6. Configuring the study settings

7. Configuring global design settings

3 Add a new empty version

1 Select Add a new empty version. The New Study Design pop-up window opens.
new Found 1 projects. Sort by
New study

+ Assigned 16 Nov 2014 by Dr Demo,

Designers

Dr Demol( )

This project has no designs yet!

o Add a new empty version o Import a version

Notel You can import an existing design using the Import a version option. For more information, see
Initiating_a design.

2 In the New Study Design window, fill in the required fields.

& New Study Design Close

New Study Design

Internal Description Required Study Name

New Study Design

Study Description

Protocol Name ) Protocol Version )
Required Required

In Viedoc Clinic, when the user selects the respective study, only the Study Description will be shown.

Note! All these fields can be changed in new versions or revisions of the study design.


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

Select Save changes. You will be directed to the Study Design page.

D Demostudy * Internal study design description

Not published vaupate

L

Internal Description

Internal study design description

Study Name

Study name

Version Revised version

1 0
Study Description

Study description

Protocol Name

Protocol hame

Protocol Version

Protocol version

2’ Design Settings

Last edited 2018-10-02 14:53 by Deme User

LH Duplicate design

B Configuration report

Forms

o Forms n Times in use

Study workflow

a Scheduled B Unscheduled u Commeon

Roles

[ Active roles

Study Settings

Outputs and Validation

B Edit checks n Formats n OID's and Labels

R Publish design

A Edit

3£ Edit

3% Edit

3£ Edit

3 Edit
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1. Creating and editing forms
2. Allow a form to be copied
3. Form link item

3.1 Form link validation

1 Creating and editing forms

To create a new form, follow the steps below:

1 Select Edit in the study design name section in the Projects window to open the Overview of study
design page.

PMS Study 1

v’ Assigned 29 Jun 2022 by Demo User .

Designers

Demo User ( )

Latest edited design

Global design settings

PMS Study 1 [1.0] ‘

o Not published
Z MW Last edited 29 Jun 2022 07:33 by

Design versions Published Unpublished



On the Overview of study design page, select Edit in the Forms field. The Forms page opens.

A Mot published valipare % Configuration report . -
R Last edited 2022-06-29 07:33 by Abbreviated | Complate R

Internal Description Forms
PMS Study 1 D Forms [ Timesin use
Study Mame
Study workflow £ Edit
PMS Study 1
n Scheduled n Unscheduled n Commeon
Version Revised version
1 i o
Study Description u Active roles
PMS Study 1
Study Settings
Protocol Name
PMS Study 1 Outputs and Validation
[ Editchecks ([} Formats () ©ID'sand Labels
Protocol Version
1

% Design Settings E Duplicate des.ign

Select Add a new form. A new form is created, and then the Form Settings dialog opens.

D pMmsstudy1i10] Close
Forms
Create new forms @ Manage formsin this study @ @ Show 10s @ )

e Filter forms Sort by
'+ Add a new form!
— Date edited Date created Alphabetic

Filter forms by name ...

Use your global form templates o

E <[ DPragand drop a form here to
== create a new global template!



In the Form Settings dialog on the General tab, enter the form ID and the name of the form. A form ID
must be set for each form and it must be unique. Also, an item ID must be set for each item in the form,
and the item ID must be unique within each form.

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

Forms / Form

Add a field @ Preview of your form @ E Show Form Settings

g
Standard elements :' """"""""""""""""""""" ||| General  havanced  Visibility
B Single line text 12 Mumber ! Name of the form @ = o
i PB
+ Date + Date and Time Hame
Hame of the fon
+ Time 4 Paragraph text l il ]
© summary rormar
E} Checkboxes ) Radio buttons
Description
EJ Dropdown == VAS Scale
Section break + Group
<+ Static text ) File upload
Drawing pad st Range

Global group templates o

== Drag and drop a group here to
create a naw global template!



Select the required item type from the standard elements menu and click to place all required items
on the form and set the required attributes for each.

To add an item to the form:

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

Forms / Registration
Add afield @ Preview of your form @ @ Show ID for fields (@I )
Standard elements
\E Single line text 12 Number Registration @
+ Date + Date and Time
L) pemorplted Subject ID (B PBsUBJID
[ Checkboxes © Radio buttons
E3 Dropdown == VAS Scale
- Section break + Group Gender [ PBGEN Male Female
+ Static text © File upload
Drawing pad i Range
Date of birth or Age [ PBDOBFLG Date of birth
Global group templates @ Age only
No provided PBDOB Settings )
NEg  Deeanddopagouphersto T =
z create a new global template! 1 - " .
g | Date of birth [ PEDOB Visibilty Validation f Output Py
i Field label
1
’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’’ Date of birth
Age (@ PeAGE
=
Administration start date [ PBSDT Label position
Left -

Measurement Unit

Control Type
On the Visibility tab, you can set the visibility conditions of the item.
Date of birth or Age [ PBOOBFLG Date of birth
Age only
No provided PBDOB Settings X
i Date of birth @ reDOB m General | Visibility | Validation { Output sy
i Show - o
Age [E) PBAGE ®) Al roles
) Selacled roles
Show -
Administration start date [E PESDT ahways

®) on simple conditipn evaluates frue
FEDOBFLG hd
i -
Date of birth -

on advanced condition evaluates true

On the Validation tab, you can set the ID of the item and add data checks that validate the item.



Date of birth or Age [ PBDOBFLG Date of birth

Age only
No provided PBDOB Settings Xl
: Date of birth m PBDOB General Visibility Validation f Outpulm
1
: D
N e e e PEDOB
A PBAGE .
ge m | Required field
=
System checks (?7)
(v Prevent dates after  Cyrrent clinic d... ™
Administration start date [ PBsDT
Data checks (7)
Atrue constraint expression (+]
- o Q
if (PEDOR==null %
Query/Error message when false
-_AB 2022 Get he Age is under 20. Please verify.
olicy Please, check the date of birth
Anc An4a4 fanan As TATAA-AS A
6 Select Save changes to finish creating the form. For more information, see Creating_ and editing forms
and Configuring_an item.
7 For PMS studies, you should first create the initial registration form and then add all forms
required for each booklet. The completed forms for the study are listed on the Forms page.
Forms
Create new forms @ Manage forms in this study @ [ Show IDs (@ )
S Filter forms Sort by
Filter forms by name ...
Use your global form templates @ ==| Patient Background P2 @ Inuse # Edit |+ Duplicate ¢ Delete
Adverse Event [ AE @ Inuse # Edit |4 Duplicate X Delete
o i B Booklet Status [ BOOKSTS @ Inuse # Edit |4 Duplicate X Delete
rag an rop a form here to
& creagte a newzlobahempla(e!
Registration @] P8 @ inuse # Edit 4 Duplicate X Delete
Complications B cP @ Inuse # Edit 4 Duplicate 3 Delete
Administration status of the drug [E] MED @ Inuse # Edit |4 Duplicate X Delete
Vital Signs @ vs @ Inuse # Edit 4 Duplicate ¥ Delete
Medical History @ MH @ Inuse # Edit 4 Duplicate 3 Delete
Medication Diary @] HA @ Notinuse # Edit |+ Duplicate X Delete

For PMS studies, if you set a form ID to AE, this form becomes an Adverse Event (AE) form. When the AE form is
completed and saved on the Clinic side, it can be submitted to the Sponsor side independently of the booklet. For
more details about the Adverse Event form, see Adding Adverse Event forms.



https://help.viedoc.net/c/e311e6/15d48a/en/
https://help.viedoc.net/c/e311e6/15d48a/en/#toc-Configuringanitem21
https://help.viedoc.net/lessons/restricted-system-lessons/pms-designer/study-build/5f14a6/tips-tricks/#:~:text=Adding%20Adverse%20Event%20forms

Forms /

Add afield @ Preview of your form @ [ Show ID for fields (T )
Standard elements

Single line text Number AdVerse EVen . @ 2

Date Date and Time

Time Paragraph text .

arep AEID Description [l AEEVENT

Checkboxes Radio buttons @ Aeno

Dropdown VAS Scale

Section break Group

Static text File upload - .

F Start date (@) AESTDT Ongoing? End time [} AEsPDT
Drawing pad Range B ~eonG
Yes No

Global group templates o

Oy Drag and drop a group here to X .
N create a new global template! Severity (@) AESEV Serious? [l AESER

Mild Moderate Severe Yes No

2 Allow aform to be copied

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

Preview of your form @ B Show ID' AF Settings

X

General | Advanced | Visibility

Auto update functions (functions are
executed when dependencies change)

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

AEID Description [ AEEVENT always

@ Aeno
@) on simple condition evaluates true
AEONG - | s -
Yes -

on advanced condition evaluates true
Start date @ AesTDT Ongoing? End time [@ AEsPDT
@ AeonG
Yes No

In the example in the figure above, the data is copied when on simple condition evaluates true condition and AEONG
(ongoing) are selected.

This is a useful feature especially for the Adverse Event form. When an Adverse Event form is added in a booklet and
the adverse event continues to the next booklet period, you can add an Adverse Event form in the next booklet with
data copied from the Adverse Event form of the previous booklet.

You can add an Adverse Event form which copies data from the adverse event in the previous booklet, when
ongoing is selected in the previous booklet.



001-0008 R arr—
TomaTsTEoN st year €= ez oo O om 2022 1503 monh
) suecrio - ’ — LD *
— | LN
Pavient Bockground -
2% us 6126 B Regisamon & ssnmenth
of: bookiecs forms. . .
sty [\hlulS\gni - | Vital Signs +
. @ tstyear a8
2 | raminsrston sawsorine s oA Adminsivaton st of the diug .
B2
-1 R — . sdnmon
1D 4 / Description Headache / Star date 01 Jun 2022 00-00 / On Vial Signs ry
going:Yes  End date: / Sericus. No ® 9@ "
Bonsie:roeen 01 A 202216 20JST | £ Mo
Administration status of the drug
o3 Star dote 03 rom
GoingYes  End dute / Serous: No © o3 v Euene
Bovsir rore 01 3 2032 18 20 35T | 2 M .
[E 1D: 4/ Description:Headache / Start dae-01 Jun 2022 00:00 / On gong:Yes / End daze: / Serious: No
Check betore sending a booklet {
121D 3/ Deseription:Stomachache [ Start date-03 Jun 2022 0000 / On going-Yes / [nd date: / Serious No
[ Bookier Status oz Jd

Advers Event +

Check belore sending a booklet

You can select the form to be copyable: always, on simple condition evaluates true, or on advanced condition
evaluates true, as shown below.

- always

Preview of your form @ AE Settings X

General Advanced Visibility

[7] Auto update funcsicns (unctions are
execuled when cependencies change)

/| Allowr form 1o be nitisted based on copied
dala from 8 previcus event
Sequence number  Description s
atways
@ sesen (B ~eTERM

) on simpis condition evaluates tue

} on advanced condiion evaluales true

Start date Ongoing? End date
[ AesTOAT @ ~eonco [ ~eenpaT
Yes No

Relationship to the study treatment Action taken with study treatment
[ [

Not related Dose increased

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

Preview of your form @ J AE Settings |3
:'"""""" S Goneral Advanced Visibility
| e i
. Adverse Events @ H [ Auto update functiens (functions sre
' C wecutad when dependencies change)
[+] Algw faem 1o be intialed based on cogied
. data from a previous evest
Sequence number  Description e
AESEQ 1) AETERM )
®) on simple condition evaksates inse
AECHGO | B -
os -
Start date Ongoing? End date R
AESTOAT B reonco [ AEEnDAT
Yes No
Relationship to the study treatment Action taken with study treatment
AEREL AEACH

Mot relatad Diosa increased

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

Preview of your form @

AE Settings <
:, ----------------------------------------------------------------- v | Goneral Advanced  Visibiity
i Adverse Events @ 1 1| [ Auto upaste ctions tuncions are
i H e cuted when depandancies changa)

[+] Aliow form Lo be infiated based on copied
data from

. & previes event
Sequence number  Description

atways
[ #esen (B AETERM )
) on simpie condiion evalsates rue

) on advanced condition evaluates tne

|3|[| A]

Start date Ongoing? End date
[ AesToaT & AEonGo (B AzenDaT
Wes Ko

Relationship to the study treatment
AEREL
Mot related

Action taken with study treatment
AEACH

Dose increased

For more information, see Allow form to be copied.



https://help.viedoc.net/c/e311e6/15d48a/en/#toc-Allowformtobecopied9

3  Form link item

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

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

To create and configure form link items:

1 Add the form link item to any of the forms included in your study design (see Adding items to a form
below).
2 Click Form link to open the form link item.
Forms /
Add afield @ Preview of your form @
Standard elements
Single line text Number Prior and Concomitant Medications
Date Date and Time CcM4 Settings |X}
Time Paragraph text Name of drug / medication / therapy Form link ' General Visibility Validation Output m
Checkboxes Radio buttons | e
: Form link
Dropdown VAS Sege e e !
Section brealk Group Reason for administration
Static text File upload Medical history
Adverse event Lahel.posifion,
Drawing pad Range Top -
Other
Form link Source
Select an Option -
Global group templates @
Dose Unit Specify Dose form All events h
Ch: = Ch: -
<SEE | craste s now giobettemplace! s I
Width (in pixels, e.g. 200)
B Element Label Input field
Frequency Specify Route &g, 200 &g 200 eq 200

Choose one.. Choose one.. ¥
Instructions for user

Help text for user

Start date Start time
4
Start time
notavailab . en pupiicate field | @ Delete field
End date End time
End time

not available



3

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

Preview of your form @

Prior and Concomitant Medications

Name of drug / medication / therapy

Reason for administration

Medical history
Adverse event

Other

Dose Unit

Choose one..

Frequency

Choose cne.. ¥

Start date

Specify Dose form

Chooseone.. ™

Specify Route

Chooseone.. ™

Start time

Start time
not availab

CM4 Settings

1eld labe

Form link

Label position
Top v

Source
Select an Option

All events

Format (7)

Width (in pixels, e.g. 200)
Label

Element
e.g. 200 e.g. 200
Instructions for user

Help text for user

) Duplicate field

General Visibility Validation Output

Input field
eg. 200

@ Delete field



Under Source:

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

Forms /
Add afield @ Preview of your form (2]
Standard elements
Single line text Number Prior and Concomitant Medications
Date Date and Time CcMa Settings |Z‘
Time Paragraph text - T T 1 General Visibility Validation Output
LA Name of drug / medication / therapy i Form link eneral  Visibility | Validation | Output | [Fegg
1 . )
Checkboxes Radio buttons ! | EECEE
! : Form link
Dropdown VAS Scale B ettt !
S s e Reason for administration
Static text File upload Medical history
Adverse event Label posifion
Drawing pad Range Top -
Other L
Form link Source
Select an Option -
Global group templates (@ 0 o
Dose Unit Specify Dose form
& Drag and drop a group here to ez ey Tremomre. [LBPREG] Urine Pregnancy Test
! W\ 1
create a new global template! [LBDORUGSCRI Drug Screen Test
[PE] Physical Examination
Frequency Specify Route [LB] Laboratory Assessments
Choose one * Choose one [RAND] Rendomization
[EX] Drug Administration
[CHK] Check Questions
[VSTAT] Visit Status -
Start date Start time
A
Start time
nat availab

@ Duplicate field @ Delete field

You can either search in the Source field menu or scroll in the dropdown list .
2. Select the Event. In this example the Medical History event is selected in Common events.

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

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

Forms /
Add afield @ Preview of your form @
Standard elements

Single line text Nurmnber Prior and Concomitant Medications

Date Date and Time CcM4 Settings |Z‘

Time Paragraph text . T 1 General Visibility Validation Output

L Name of drug / medication / therapy | Form link eneral | Visibiity | Validation | Output e
'
Checkboxes Radio buttons | el
1 : Form link

Dropdown VAS Scale e e !

Section break Group Reason for administration

Static text File upload Medical history

Adverse event Label position
Drawing pad Range Top -
Other
Form link Source
[MH] Medical History -
Global group templates @ =
Dose Unit Spec.ify Dose form [COMMON_MH] Medical History -
L Drag and drop a group here to Choose one.. 7 Choosz one.. ¥ Format (?) %
po) create a new global template! ¥
Width (in pixels, e.g. 200)
R Element Label Input field
Frequency Specify Route eg. 200 eg. 200 g 200

Choose one. Choose one.. ¥
Instructions for user

Help fext for user

Start date Start time

Start time

notavailsb e puplicatefield @ Delete field



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

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

For more information see Summary format of the form.

Forms / Prior and Concomitant Medications

Preview of your form @

Prior and Concomitant Medications

Sequence number Name of drug / medication [ therapy
Reason for administration Specify
Medical history
Adverse event .
e CM4 Settings >
(TTTTTTTTTIITIIIITIIIIIIIIIIIIIIIIITTTTUUTT0  General | Visibility | Validation Output
Adverse event i Medical o R =o<-
linki(s) i history link(s) ' Field label
: Madica! higtory link(s)
Dose Unit Specify Dase form Speciﬁ Label position
Chooseone. * Chooseone. " Ten -
Source
[MH] Medical Histary L4

[COMMON_MH] Medical History

Frequency Specify

Choose one.. * About summary formats Format (7}
{MHTERM] - [MHSTDAT}
Select which variables to be displayed as a
representation of the form instance in Clinic.
e.g. {AESPID} - {AETERM} Width (in pixels, .g. 200}

Start date Start time 300 12
Start time |
not availabl Instructions for user
Help text for user
End date End time
End time
not available P
6 Click Save Changes

Notel

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

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

31 Form link validation

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

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

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



If there is a circular reference between source forms, for example a form link having source form as the form
containing the form link, an error message is displayed which identifies the forms with the issue.
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1. Creating booklets and setting.a workflow
2. Scheduling booklets

3. Duplicating the event settings

4. Scheduling booklet reminders

1 Creating booklets and setting a workflow

In a PMS study, adding a single event with the relevant forms to the Study workflow creates a single booklet.

For more information about study workflows, see Study Workflow.

To create a booklet:

1 On the Overview of study design page, in the Study workflow field, select Edit.
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Select Add study event (add a booklet) in the Study workflow window.

D PMsstudy1[10]

Study workflow

+ Add study event

Study start booklet

Add a booklet (study event) on the Study Start page. This registers basic information whenever a new
subject is added.

Select Add study event to open the Study event settings dialog and add an event.

Enter the Study event ID and the Event name.

The example below shows a booklet with the Study event ID - REG, Booklet (Event) Name -
Registration.

# Study Start > Registration Close

Study event settings

Here you can specify all relevant settings inked 1o this event

Study event ID

+ Add study event

REG ¢ Seraun

Event name

Registration|

Study event description

tem of the type Date

First data entry

| Exclude event date form

To add an activity to an event, select the (+) icon in the Registration booklet (event) field to open Activity
settings and enter the activity ID. In the example below, the activity ID: REG_ACTO1 has been added.

# Registration > REG_ACTO1 -

Activity settings

Here you can specify the settings linked to this activity

Activity ID
REG: Registration
REG_ACTO1

Activity name

Activity Description




5 Add the form(s) you want to include in the Study Start event to the activity. In the example below, the
Registration form has been added to the activity.

D Viedoc PMs Demo [9.0] [ seve chonge: |
Study workflow [ svow ime | o M & print ]
sty sart I schecuied vents J nschecuted Events J{ Common Evers J

0 : REG: Registration 0 i REG: Registration

REG_ACTOL:

Important! Add the study start event first, add an activity and a form, and select Save. Make sure
that these steps are performed before proceeding with adding other events to the study workflow.

6 Add the booklets you require in Scheduled Events. You can add multiple activities to each event, and
the name you give to the activities can be used to separate them within the booklets (for example, the
number of months from the study start, Adverse Event, as shown in the example below).

Study workflow D aD
oD D

1 . BOOKL tstyear # T %X

E BOOKLVISITY: 15t month

 Ptient Background [#) % || - vital siges. [ [5]
S s

2 i BOOKZ Znd year s T x

BZBOOKSTS. Check before sending a booklet

Backlet Status | #'|

3 BOOKS: 3rd year ¥ X

4+ Add study event

Notel To set a form as repeating, select Allow form to repeat for forms that can occur more than once,
such as Adverse events.

i BOOKI: 1st year

JOOK1_VISITL: 1st month

ii BOOK1_AE: Adverse Event

Adverse Event Save & Preview

|| Customize item visibility

|v| Allow form to repeat

(®) Unlimited times

)
nstance

times including first

2 Scheduling booklets



To set a schedule for a booklet:

1 Select the pen icon to open the Study event settings dialog to edit the booklet schedule.
Study workflow
®X s DIE] Edit event

‘ Patient Background  [#) () || # Vital Signs  [#] (X ‘ Administration status of the drug (& >:‘ ‘ Medical History

| Compications  [#7)[ ‘7\ | Adverse Event

| Bookiet status x|

2 On the Scheduling tab, select Enable proposed date calculation if you want to activate calculation of a
proposed date for the booklet, and configure the following:

= Set the Proposed event date to n day(s) after reference date, in which n is the number of
days between the booklet and the reference date.

= Define the Reference date by selecting whether it should be based on the Actual or
Planned or Proposed event date and select the reference event from the dropdown list.

= Optionally: Set a time window during which the event can be initiated, by entering the
number of days in the fields Time window before the Proposed event date, and in the Time
window after the Proposed event date. By default, these are set to 0 days.

If Actual or Planned is selected for the Reference date, then the scheduled date is calculated on
the Reference date entered by the site. However, if the reference event has not been initiated, then the
Planned date is used. And if the reference event has not been planned, then the Proposed date of the
reference event is used.

In the following example, the Registration booklet date is the reference date, and 30 days is the time
period during which you can enter data for the booklet.

# Scheduled Events > 1st year
Here you can specify all relevant settings linked to this event.
General Visibility Reminders
| Enable proposed date calculation

Proposed event date: 0 day(s) after reference date.

Reference date:  Proposed v Registration B EventDate

Time window before the proposed event date: 0 day(s)

Time window after the proposed event date 30 day(s)

Enable recurrence

3 Duplicating the event settings

When creating a new event, it is possible to start configuring it by duplicating the settings of an existing event. This is
done by selecting Use an existing event to duplicate settings, activities and forms and selecting from the dropdown
list the event the settings will be copied from:



# Scheduled Events > =

Study event settings

Here you can specify all relevant settings linked to this event.

General

v Use an existing event to duplicate settings, activities and forms | Visit 1 Y

Study event ID

4 Seta unigue event ID.

Event name

MName of the event as seen in Clinic. Please observe that after 14 characters the name in the evem
box is faded out but visible in full on the actual event [sample].

Study event description

Set an opticnal event description. Observe that from the 25th character the description is

! faded out in the event box but visible in full on the actual event [sample].

After entering the Study event ID, Event name, Study event description and selecting Add event, a new event is
created with the same configuration as the selected event with regards to:

= The activities and forms

= Visibility

= Scheduling

= Automatic event date

= Short/long summary format

= Source (clinic/subject initiated)

4  Scheduling booklet reminders

On the Reminders tab, you can set reminders according to the scheduled settings. The reminders are shown as
messages in Viedoc Clinic, and, optionally, sent as emails.

Note!

« The reminders are for incomplete events, and for PMS studies, the definition of a complete event is that
the booklet is not in control of the site (it is Submitted/Received/Frozen).
= For PMS studies, only roles with access to Clinic side data are available as recipients.

For more information, see Setting scheduled event reminders
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Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling

|ﬂ Send a reminder if the event has not been completed. ° Delete
Send |1 day(s) | Before W Target date ¥ | attime: 1300 ¥
[_| Repeatevery 0 dayl(s) formax | 0 times

Reminder message

To: Investigator X 0 Ce 0 Bee
Subject: [Book : 1st year | Case : {SubjectKey}] Start Entry Peried : {EventPlannedDate} e
Body: The entry period for the 1st year book of {SubjectKey} begins.

m Send as email

0 Add another reminder

Any static string and/or the following variables can be embedded in both the Subject and Body fields:

= Context form variables - can be referenced directly using item ID, for example {SAE}.

= System variables. For a list of available system variables, see the section System variables in the lesson
Using JavaScript in Viedoc.

= Other variables - can be referenced using the format Eventld.Formld.ltemld, for example
{SCR.PATINFO.SEX}.

The item values included in the message are visible for all the users with the defined roles in To:, Cc:, and Bcc:
without respecting the role visibility settings.
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1 Configuring user roles

11 The Roles page

Roles are configured on the Roles page. In Viedoc Designer, on the Overview of study design page, select Edit in the
Roles field to open the Roles page.
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Protocol Version
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1.2 Configuring roles

The Roles page allows you to edit, view, add, copy, and delete user roles. Select the Pen icon to open the Edit roles
menu and set the rights for each role.
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Roles

Compare and manage user roles (7]

. Investigator - s
@ @

1 Yes No No Yes
Role 1D"RY Data side: Clinic

CRC

D # + % © ) ©
Yes. No No Yes
“ Role D: R2. Dota side: Clinic

. Data manager = -
QI » % ® O]
No No Yes Yes
Role ID: R3 Data side: Sponsor

g £ 7 / O]
(XD # +x
No No No Yes
m Role [0 R4 Data side: Sponsor

. Sponsor - — - @
QI »+ % '
No No No Yes.
‘ Role ID: RS Data side: Sponsor

Read-only

No

No

No

@

Yes

O]

Yes

X + %

Enable or Disable the role

Edit the role

Create a copy of a role

Delete a role

For PMS studies, there are Clinic side and Sponsor side Edit role pages where you can choose to edit roles for either
the Clinic Side or the Sponsor side. For more information about how to edit these pages, see Configuring_ roles.

Clinic side Edit role page
D Viedoc PMS Demo [22.0]

Edit role "Investigator” [R1]

Editrole Manage rights in this role
Name Status PMS Data side
Investigator m (@) Clinic side data () Sponsor side data
Description
Save, sign, reset, delete, mask and PMS Rights
export data, resolve queries. —
‘J‘ Submit
y
Special
Avatar —
‘ ‘ User can only view form data (this overrides all edit permissions)
. . . . ‘7‘ Export of data into different formats/view reports |7‘ Metrics
G m ﬁ [ ‘_‘ Create private notes ‘_‘ View reference data
Oh Ak Ak CRF Rights

‘7‘ Add/update subject/event/form data and query answers
‘7‘ Reset/Delete events and forms ‘7| Delete subjects

‘7‘ View anonymized data |7‘ Anonymize data

Sponsor side Edit role page

‘7‘ Reports
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D Viedoc PMS Demo [22.0]

Edit role "Data manager” [R3]

Editrole Manage rights in this role
Name Status [y PMS Data side
Data manager m Clinic side data @) Sponsor side data
Description
Openings, resurvey requests, split PMS Rights
book fixed/unfixed, data output.
metrics, personal notes, add/modify + | Booklets overview +" Receive + | Return + | Freeze
queries, DM flags
el +| Unfreeze
Avatar
Special
. ' . User can only view form data (this overrides all edit permissions)
6ih GXh A | Export of data into different formats/view reports  [o#| Metrics Reports
. . \ . «" | Create private notes Medical coding
CRF Rights
| Add/change queries Add pre-queries Promote pre-queries
+ | Datareview View anonymized data Anonymize data

1.3 Userrights

The following rights can be selected:

PMS Data side

« Clinic side data
= Sponsor side data

Note! You can only select a data side when you add a new role. The PMS Data side can NOT be changed after a role
has been added.

0 Add a new role

Select data side for the new role

. ® Clinic side data
m C» Sponsor side data
m Fiole ID: A8 Data side: Clinic

Sponsor site role

Please note that this selection cannot be changed afterwards
Ready Cancel

Add a new role

PMS rights - booklet permissions
Clinic Side:

«  Submit: User can submit booklets

Sponsor side:

= Booklets Overview: User can see Booklets overview on the study start page
« Receive: User can receive booklets

« Return: User can return booklets

= Freeze: User can freeze booklets

= Unfreeze: User can unfreeze booklets

Special rights - rights that give access to specific features
= User can only view form data (this overrides all edit permissions)

= Export of data into different formats/view reports
= Metrics



= Reports (only visible when Metrics is selected). For export/download rights in Viedoc Reports, the user
must also have "Export of data into different formats/view reports" selected. The rights may not be

applied directly due to the 24-hour data sync in Viedoc Reports.

For Demo sites to work with Viedoc Reports, a user must be invited with direct site access (not through All sites site

group).

For Production sites, Viedoc Reports is available for all site groups (All sites and the country-specific groups).

= Create private notes

= Medical coding, and if selected (Sponsor side):
= Perform medical coding
= Approve medical coding

« View reference data, and if selected (Clinic side):
=« Edit reference data
= Publish reference data

CRF rights - rights regarding adding/editing/saving data and queries
Clinic Side:

» Add/update subject/event/form data and query answers
= Reset/Delete events and forms

= Delete subjects

= View anonymized data

» Anonymize data

Sponsor Side:

= Add/Change queries

= Add pre-queries

= Promote pre-queries
« Data review

= View anonymized data
= Anonymize data

1.4 Using predefined roles

By default, a set of predefined roles is set up by the system, and it can be modified for your study. The default roles
and default permissions for the Clinic side and the Sponsor side are listed in the following tables:

Role PMS rights Special rights
Investigator (Clinic side) Submit - Export of data into different
booklets formats/view reports

CRC (Clinic side)
formats/view report

Data Manager (Sponsor - Booklets - Export of data into different
side) overview formats/view reports

- Receive - Metrics

booklots - Reports

- Return - Create private notes

booklets

- Freeze

booklets

- Unfreeze

booklets

Export of data into different

CRF rights

- Add/update
subject/event/form data and
query answers

- Reset/delete events and
forms

- Delete subjects

- Anonymize data

- Add/update
subject/event/form data and
query answers
-Reset/Delete events and
forms

- Delete subjects

- Add/change queries
- Data review



Role PMS rights

MR (Sponsor side)

Sponsor (Sponsor side)

Submit
booklets

Data puncher (Clinic side)

Reference Data Editor
(Clinic side)

Regulatory Inspector
(Sponsor side)

Special rights

- The user can only view
form data (this overrides all
edit permissions)

- Export of data into different
formats/view reports

- Metrics

- Reports

- The user can only view
form data (this overrides all
edit permissions)

- Export of data into different
formats/view reports

- Metrics

- Reports

Export of data into different
formats/view report

- The user can only view
form data (this overrides all
edit permissions)

- View reference data

- Edit reference data

- Publish reference data

- The user can only view
form data (this overrides all
edit permissions)

CRF rights

- Add/update
subject/event/form data and
query answers

- Reset/Delete events and
forms

- Delete subjects

- View anonymized data
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1 Introduction

On the Study Settings page, you can configure other settings useful for your study.
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Study Settings

E Selection View Settings Times In use & Edin
[z—] Subject Id Generation Settings # Edit
] SDV Sewings [ET8 & Edit
] Miscellaneous [EELIE &) £dn
E7] Alerts Times In use # Edi
[z Subject Status £ Edit
[£-] RTSM Settings # di
] eLearning Times In use & Edit

Below is a summary of each menu. For more information, select the relevant page links.

11 Selection View Settings

The information to be displayed on the subject card is set on the Selection View Settings page. The subject cards
are displayed on the Selection page in Viedoc Clinic.

Select and manage variables for the card view (1-3) and list view (1-5).

Patient Information v SEX / Sex

Patient Progress Status

STATUS Set header of variable here.

Patient Information

CONSENT Set header of variable here.

1.2 Subject ID Generation Settings

PPS / Patient Progress Status

ICDAT / Date of Informed Consent

SEX Set header of variable here o INTO  DOB O
ABC 07 Aug 1975
@ 0
1/ Male 2/ Female
[} [¥] —
Patient Information INIT / Patient Initials(e.g. ABC or A-C)
INIT Set header of variable here.
SEX 11 1D 4 INIT 51 oos 4t GROUP 4t | STATUS 41 PROGRESS 11
Patient Information BRTHDAT / Date of Birth o ° o © o
8 SE001-021 ABC 07 Aug 1975 A ONGOING —
DOB Set header of variable here.

Sample of the card and list views.Click to show entire image

The format for the Subject ID, used to identify a subject within the system, can be configured on the Subject ID

Generation Settings page under Study Settings > Subject ID generation settings. The Viedoc default configuration
consists of the country code followed by the site ID and finally the consecutive subject ID. This can be changed by
modifying the contents of the text field:
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Subject Id Generation Settings

Subject ID format Instructions %]

{CountryCode}{SiteCode}-{SiteSubjectSeqNo:000} Any static string and/or the following variables
«can be used:
15iteCode] - Site code for the study site
{SiteNo:00} - Sequence number for the study site

{SiteSubjectSeqNo:000} - Sequence number for
the patient in site

{StudySubjectSeqNe:0000) - Sequence number
for the patient in study

{CountryCode} - 2 leter ISO country code

The following variables from the Add Subject
form can alsc be used:

:00 indicates preceeding zeros
eg

{CountryCode)-{SiteCode)-
{SiteSubjectSeghia-000)

produces first subjectid to be 'SE-01-001

1.3 SDV Settings

Not available for PMS studies. The Source Data Verification (SDV) setting enables you to choose which forms
and items to require SDV in your study.

SDV Settings

Specify the content (forms and items) to be 5DVd in the study

Require Source Data Verification (5DV) for following forms and items
Mone
® All forms and items

Include single forms and items

1.4 Miscellaneous

The Miscellaneous section is for various settings that don't fitin anywhere else.

Currently you can choose to enable/disable the need for entering a reason when a field is left blank, that is, when
confirming data as missing in Viedoc Clinic.

Miscellaneous

» Reason required when confirming data as missing

1.5 Alerts

By setting up an alert in your study you can notify users about important occurrences in the data. You can set up
alerts that are issued in defined conditions (for example, in case of a Serious Adverse Event). For more information.
see Alerts.

For Japanese PMS studies, there is a setting where you define which type of change that will trigger the alert.
For more information, see Alert triggers for Japanese PMS studies



https://help.viedoc.net/l/a559c4/en/#SDV
https://help.viedoc.net/c/e311e6/b2a5ff/en/
https://help.viedoc.net/c/e311e6/dfbde8/en/
https://help.viedoc.net/c/e311e6/dfbde8/en/#toc-AlerttriggersforJapanesePMSstudies2

1.6 Subject Status

The subject status calculations are used in Viedoc in the following places:
= Metrics in Clinic
« Exporting data in Microsoft Excel Open XML, CSV and ODM

= Viedoc Reports

In the Subject status settings, the following statuses are defined:

. subjects

. subjects

. subjects
. subjects

For more information, see Subject status

1.7 RTSM Settings

Viedoc offers support for randomization. (Not available for PMS studies).

Subjects can be randomized using either: static randomization: randomization based on a randomized list, or
dynamic randomization (Pocock and Simon): randomization based on an algorithm. For more information,see
RTSM Settings.


https://help.viedoc.net/c/47e0ad/6c15d6/en/
https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/a559c4/en/#XML
https://help.viedoc.net/l/a559c4/en/#CSV
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/c/e311e6/603323/en/#ViedocReports
https://help.viedoc.net/c/e311e6/603323/en/
https://help.viedoc.net/c/e311e6/0789e7/en/
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1. Publishing a study design

1 Publishing a study design

When you are ready with the design, select Publish. This will first validate the design, and if no errors are detected,
this version will be locked for editing and published, becoming available in Viedoc Admin. All the study design
settings are, however, available in view mode.

Study Description

Viedoc PMS Demo
Study Settings

Protocol Name

.l.__. Not published  vaupare gg;figl..lrm;on rgport L l Publish design
Last edited 2022-06-30 15:23 by Toru Sugihara reviate omplete
ntermal Description Forms m
Viedoc PMS Demo Forms Times in use
Study Mame
) Study workflow m
Viedoc PMS Demo
Scheduled Unschedulad Common
Version Revised version
Active roles

YNA_SAMPLE_PMS Outputs and Validation

Edit checks Formats OID's and Labels
Protocol Version

10

& Design Settings Duplicate design

Note! A published study design can be unpublished and unlocked only if it has not yet been assigned to any site(s) in
Viedoc Admin.

To unpublish a design, Go to Design Settings and select Unpublish:



Design Settings

Export Design

E Locked 2022-06-30 15:23 UTC.

Design cannot be changed after published.

Unpublish

Internal Description Study Name

Viedoc PMS Demo Viedoc PMS Demo
Study Description

For more information, see: Unpublishing a study design.

Note! You can validate the system to check for any study design errors by selecting the VALIDATE icon in the top left
corner of the study design page. For more information, see Validating_a study design.

Irtemal Description

Viedoc PMS Demo

Study Name
Viedoc PMS Demo


https://help.viedoc.net/c/e311e6/19dacc/en/#:~:text=in%20view%20mode%3A-,Unpublishing%20a%20study%20design,-A%20published%20study
https://help.viedoc.net/c/e311e6/fdb59b/en/
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1. Unscheduled and common events
2. Adding Adverse Event forms
3. Managing Adverse Events independently
4. Setting alerts
41 Alert triggers for PMS studies

1 Unscheduled and common events

Important! Unscheduled Events and Common Events are not available for PMS studies although they are visible
on the Study workflow page.

Study workflow Showsime | oFF J{ & prim: J
sy s —_——

0 REG: Registration Fle

i REG_ACTOL:

2 Adding Adverse Event forms

To add an Adverse Event form:

1 Create an Adverse Event form with the form ID as AE and add it as a repeating form in a booklet. A
form with an ID set to AE becomes an Adverse Event (AE) form.



2 In AE Settings, on the General tab, set the ID of the AE form to AE.

Forms / Adverse Event

Preview of your form @ AE Settings
| Advanced  Visibikty |
i Adverse Event @4 g :
1
Adverse Event |
AEID Description [ AEEVENT Summary format
B seno [ 1D: {AENO} { Description:{AEEVENT} / Start d

] ) —

Start date [ AesTOT Ongoing? End time [ AEsPOT

[ﬁ B reonG
/ O Yes O No

Severity [ Aesev Serious? [E) AESER

() Mild () Moderate () Severe () Yes () No

3 Set the format to be displayed in Viedoc Clinic in the Summary format field using the IDs of the items
on the form.
Preview of your form @ i | ShowIDj AE Settings
AR General Advanced Visibility
i Adverse Event @ .D
0 ] AE
Name
Adverse Event
AEID Description AEEVENT Summary format
Uil AENO ID" {AEND} / Description {JAEEVENT} / Start d
1
Start clate [ AesTOT Ongoing? End time [ AespOT
[} AEONG
Yes ([ ) No
4 Select the pen icon on the form in the study workflow and select Allow form to repeat. This allows you

to add multiple adverse events to a booklet.

AE: Adverse Event
4 AE: Adverse Event

E: Adverse Event

Adverse Event Save & Preview

| | Customize item visibility

[+ Allow form to repeat

(@) Unlimited times

—T T § :
) times including first instance

Note! All forms in the booklet, including the Adverse Event form, must be completed in order to submit the booklet.
Therefore, the Adverse Event form should appear only when an adverse event occurs.

One way to implement this is described in the steps below:



1

Add a form to check if an Adverse Event occurred during the booklet period by adding the form AE

occurred?

Forms / AE occurred?

Preview of your form @

AE occurred? @ acoco

= AEOQOCDYN

) Yes [ ) No

Configure the visibility condition of the Adverse Event activity using the added form item value.

I;;Medlcalﬂlstory ngt.-_l:!-liimp"m"“‘ @@I:ﬂ_

BOOK1_AE: Adverse Event ||

# 1styear > BOOK1_AE : Adverse Event

Activity settings
Here you can specify the sextings linked to this activizy
General
Activity ID
BOOK1_AE | 4 seta unique Actviry 1D
Activity name
Adverse Event | 4 Opticnal name of the activity, like "2 hours-post dose”.

Activity Description

4 Optional text 10 describe the activiy in detail.

Visibility condition

= B, Example:
STHISAEGCDAROCDYN==1 EVENTID .FORMID. ITENID==1



3 If you perform these steps, the Adverse Event form will become visible when an adverse event occurs,
as shown in the example below.

Lo

001-0028 ~ | 1styear [08 Sep 2022] ~

AE occurred?

1st year

1st year description is displayd.

1st year

15t year description is displayd.

1st month

1st month
Patient Background Patient Background
Vital Signs Vital Signs

Administration status of the drug Administration status of the drug

AE occurred? AE occurred?

Check kefore sending a booklet Adverse Event

Adverse Event

Booklet Status

Check before sending a booklet

Booklet Status

3 Managing Adverse Events independently

If you want to manage adverse events independently from other forms, you can do that by adding one booklet that
contains only an AE form. You can report multiple adverse events at any date and time by selecting Allow form to
repeat.

i AE: Adverse Event

4

i AE: Adverse Event

AE: Adverse Event

Adverse Event Save & Preview

| | Customize item visibility

Allow form to repeat

AE: Adverse Event

@ Unlimited times

O [ | times including first instance

In Clinic, each time you add an adverse event, you can submit each adverse event individually.

You must submit by selecting Manage on the Adverse Event form. If you submit the booklet by selecting the Submit
booklet button, the booklet is locked and you cannot add more adverse events.



g 1] ‘
Details EEEN R
TOKYO TEST SITE 002 2/2 required forms
@D The bookiet has Adverse Event which must be reported immediately! completed

[©7]  subjectiD

= Adverse Event

Administration Start Date

01 Aug 2022
Adverse Event
|
8% 1/4 2/25 ID: 1/ Description:Headache / Start date:01 Aug
of study booklets forms 2022 00:00 / On going:No / End date:12 Aug 2022 >
00:00 / Serious: No @ 0 .
Adverse Event received 08 Sep 2022 17:12 JST | [Z Manage
Eﬁ Registration ﬂ
ID: 3 / Description:Stomach ache / Start date:15
B st year Aug 2022 00:00 / On going:Yes / End date: /
Serious: No @
E Adverse Event Not subiticd

B 2ndyear .+ Adverse Event\
B srdyear \

@ Manage Adverse Event

ID: 3/ Description:Stomach ache / Start date:2022-08-15 00:00 /
On going:Yes / End date: / Serious: No

Submit Adverse Event

History

Close

4  Setting alerts
You can add alerts to a study to notify users about important events.

Viedoc allows users to set up alerts that are issued under certain conditions (for example, when a severe adverse
event occurs). It can be used to notify the Sponsor side that the Clinic side has submitted a booklet, or to notify the
Clinic side that the Sponsor side has returned a booklet to request a re-investigation.

See Alerts for more information.

Setting up the alerts is done in Viedoc Designer, under Study Settings > Alerts:


https://help.viedoc.net/c/e311e6/dfbde8/en/

‘ Configuration report , Publish demgn

Forms
a Forms m Times in use

Study workflow _ n View Settings
(5) Scheduled [} Unscheduled (E]) Common

subject Id Generation Settings

Roles h 3
: ==| SDV Setting

B Active roles -:
Study Settings V& Edit
Qutputs and Validation ¥& Edit k

m Edit checks Formats OID's and Labels

The Alerts page displays a list of existing alerts (if any) and allows you to add new ones, as illustrated below:

« The Add new button that allows you to create a new alert by opening the alert details page.
= The Edit button directs you to the alert details page, where you can see or edit the alert.

—_—

Alerts &

—————
=] REG: Frozen x Delete
[E=] REG: Submiued # Edrt X Delete
[E-] REG: Received 4 Edit 3 Delete
"] REG: Returned # Edit X Delete

41 Alert triggers for PMS studies

On the Alert details page, you can define which type of change will trigger the alert. There are two options:

« On context form data changes - the condition is evaluated when the selected context form below is
saved. This option is the default for all existing alerts.

Sponsor users do not receive the message until the Sponsor side receives the booklets with settings that meet the
alert condition.



Alerts

Internal description of alert

Serious Adverse Event

Trigger on changes to  Form data. A o
Condition
AESER == ] o
4
Contextform | any even T Anyactivity * | AE/Adverse Event \

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective
context form is edited, saved, and the condition evaluates to true, which will also result in True actions being performed again even if performed previously.
False and Tracker actions will not be performed until an alert has become active again.

¥ Trueactions | Falseactions | Trackeractions  Repeating actions

[#] Send message when the condition becomes TRUE

Message

To: Investigator X ©cc @ Bee

Subject Serious Adverse Event Reported (2]
Body: A serious adverse event has been reported for the below mentioned subject. -

Subject Number: {Subjectkey) |
AE Sequence Number: {AESPID}

o

Ol i b bbb

You can add variables with braces, for example (3THIS.Formid.ltemid).

T SO

+| Email copy of message to selected roles

= On booklet status changes - the condition is evaluated when a booklet status is changed. The booklet
that changes its status will then be the context.

Alerts

Internal description of alert
[ REG: Submitted
ITriggeronchangesw [mms v | 0 I

Condition

IHSTHIS SEVENT BookletStatus=="5ubmitted™){ @ 6
FETUIN True;

b
return false;

[ True actions False actions Repeating actions

Send message when the condition becomes TRUE.

Message
Ta: Sponsor site role X 0 Cc o Beco
Subject:
| [Transmittal Communication: Registration form] {Subjectiey} | 9
Body:

The follewing data has been submitted

Facility Code: {SiteCode}
Subject ID: {Subjectiey)
Subdivision: Registration Table

You can add variables with braces, for axannple (STHIS Formid lkemid),

Email copy of message to selected roles,
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1. Introduction
2. Settings

1 Introduction

The PMS dashboard report is available for Japanese PMS studies only. This report allows data to be sorted to focus
on the booklet status by site, subject, booklet, booklet history, or timelapse. The PMS Dashboard page gives users
snapshots of the registration and study progress with terms specific to Japanese PMS studies.

Doshboard Demographics | Adverse Events Data Browser @

PME dashboard + by Site & s+ m
Search Q.
Cases oaklet
Pre-regsterad  Registered Initigtad (with ~ Raody to

Study Country Site Code Sitobame  cases casas ) submit Submitted ocaived Aeturned Frazen % Frozan

PMS Dos Ching oo4  Baijing 4 2 0 F 1 o 5 [ ERl e

PMS Dos Gormany 003 Borlin 3 1 [ 0 1 0 4 4 o [0

PMS Dos Japan ooz Tokyo n 4 26 1 3 2 ® a 2 I e

PMS Dos Swadan 001 Uppsale 0 4 W 1 15 1 1 5 « TN

For more information, see PMS dashboard and Japanese PMS studies

2 Settings

The following settings are required in order to use Viedoc Reports:

« InViedoc Admin, on the Study settings page, select Enable Viedoc Reports.

" Enable Viedoc Reports

= InViedoc Designer, select Metrics and Reports on the Roles page for the Clinic role that will be using the
report.


https://help.viedoc.net/c/8a3600/c32eb3/en/#toc-PMSdashboard23
https://help.viedoc.net/c/8a3600/1f1679/en/#toc-JapanesePMSstudies9

Special

|:] User can only view form data (this overrides all edit permissions)

Export of data into different formats/view reports Metrics q/l Reports

| Create private notes D View reference data

= To be able to download report files, the user also needs the permission Export of data into different
formats/view reports.

Special

r] User can only view form data (this overrides all edit permissions)

‘7] Export of data into different formats/view reports I7| Metrics |7] Reports

] Create private notes View reference data

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

In Global design settings > Reports configuration > Viedoc Reports / Visibility settings, add the roles who have
access to PMS Reports.

Reports configuration
] Visibility settings @ inuse & Edit
=] Dashbeard @ Notinuse & Edin

[z_] Demographics @ nuse

= Viedoc Reports / Visibility settings

7] Adverse events @ Notin us

!:_‘ Custom Reports @ notiny Select which roles should have access to the Reports page,
Report pages Roles
Dashboard Investigator ¥ | Sponsor ¥
Demographics Investigator ¥ | Sponsor ¥
Adverse events Investigator ¥ Sponsor ¥
Data browser Investigator ¥ Sponsor ¥

Reports Investigator ¥ Sponsor ¥
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1. Assigning_a study design to production sites

1 Assigning a study design to production sites

When the Study Designer has added all booklets to Scheduled Events, and published the study design, the study will
appear on the production environment in Viedoc Clinic.

The Study Manager assigns the designs to sites in Viedoc Admin. See Assigning_a study design for more
information. When the study design is assigned to one or several sites in the study, the study is available in Viedoc
Clinic and all booklets are then available for the sites to enter data.

Once a study is on the production server,it is possible to configure the sitesto operate in one of the following modes:

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

Study site type

Production /| Training

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

Study site type

v/ Production Training

Bothtraining (demo) and production modes: This isnotrecommended, see Training(Demo) vs Production mode.

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


https://help.viedoc.net/c/331b7a/be9806/en/
https://help.viedoc.net/c/e311e6/260a1c/en/#TrainingVsProduction

Details

001-0029

TOKYO TEST SITE 001

7] subjectiD Administration Start Date

03 Oct 2022
I
0% 0/3 0/21
of study booklets forms

B Registration
B 1styear
B 2nd year

B 3rd year

(]|

1st year

1st year description is displayed
1st month
Patient Background
Vital Signs

Administration status of the drug

Adverse Event
Adverse Event
Check before sending a booklet

Booklet Status

&"‘ N 1%9 L

Booklet period starts @
31 Oct 2022

Booklet period ends

02 Nov 2022

0/5 required forms completed

All required forms must be completed
before the booklet can be submitted
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