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HARDWARE AND SOFTWARE REQUIREMENTS

The following describes the hardware and software requirements to use the Trial Interactive eTMF platform.
System in Scope

o Windows Version 7 or higher

Operating o All currently supported Mac OSX releases
System

e iOS and Android for myTI mobile app (see myTI release notes)

e Microsoft Edge: Version 20 or later
e Google Chrome: Current release and earlier
e Mozilla Firefox: Current and ESR releases

o Apple Safari: Current release and earlier

Browser o Internet Explorer: Version 11 or later

NOTE: Microsoft® stopped supporting Internet Explorer™ 8 and Internet Explorer™ 9 in January 2016 and
stopped support for Internet Explorer™ 10 in January 2020. We expect slight degraded performance with
Internet Explorer™ 11, and no longer support Internet Explorer™ 10. Users accessing Trial Interactive with
this and older browsers will see in some cases a degraded experience and may have trouble using certain
features.

Optional: Adobe Acrobat®, Acrobat® Standard, or Professional version 8 or higher may be

. installed in addition to the included PDF Viewer.
Client

Software
e Optional: Drag and Drop from Outlook to Trial Interactive is supported on Windows 10®

for Chrome® and Edge® browsers. A plug-in is available for support of this feature on

Internet Explorer® and Firefox®.

o Optional: For SAS Datasets, SAS Viewer or compatible software must be installed. The free

version is available here: https://support.sas.com/downloads/browse.htm?fil=&cat=74

Optional e DocusSign Standard and DocuSign 21 CFR Part 11 (Latest Cloud Versions)

Add-Ons
o Adobe Sign (Latest Adobe Document Cloud Version)

NOTE: The Snowbound Viewer is now deprecated in Tl 10.2 All features of Snowbound are now available in
the TI Viewer.
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Chapter 1. Signing into Trial Interactive

Everything starts somewhere and the first step on the road to making use of any portion of Trial Interactive’s suite of
products is to sign into the system. The steps below may vary somewhat based upon your individual setup. For those
who are using a Single Sign On (SSO) setup or who have a dedicated instance of Trial Interactive, your login steps
will be dictated largely by your internal IT team.

The information below is intended to show the basics for getting logged into the system using our standard login setup
with Username and Password as well as some other less-common cases.

This section includes basic information that will help you get started with Trial Interactive 10.1.

Receiving and responding to a Room Invitation

e  User Registration

e  Multifactor Authentication

e Logging in on Subsequent Visits

e  Requesting a Password Reset from the Login Page

e Logging in without access to rooms

Receiving and Responding to a Room Invitation

Once a Trial Interactive room Administrator has sent you an invitation, you will receive an email message from the room
email address with a welcome message and a Registration link. If you have already completed a registration to access a room
then you will receive an email letting you know that you have been granted access to another room. This new room will be
visible to you on your Home Screen.

CNS102915 TMF Invitation inbox x &8

demo@rialinteractive.com 12:00 PM (0 minutes ago) « -
tome i~

Welcome to CNS102915 TMF. You have been invited to participate in the study room for CNS102915 TMF

In order to use the site you will need the following software:

- Google Chrome, Microsoft Intemet Explorer, OR Mezilla Firefox

- Adobe 7.0 and above

- Software for any additional file types hosted

Follow the link below to register if it's your first time on Trial Interactive. or simply join the site as a retuming member. Please do not hesitate to contact our 24/7 helpdesk at incsandbox@trialinteractive.com should you require any
assistance.

Please do not reply to this email

Please follow the link below to register.
Registration link

This message may contain confidential and privileged information. If it has been sent to you in error, please reply to advise the sender of the error and then immediately delete this message

Click the Registration link near the bottom of the message, and you are directed to the Trial Interactive user account
registration page.

Follow on to the User Registration page for the complete process.
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User Registration
|’ i l'l R

= Important:

You register to the application only once as a first-time user when you are invited to a room through an email.
Once you register, you can sign into your room.

If you are invited to other rooms hereafter, you need not register again but need to sign in to access the rooms.

Eal L

For all subsequent invitations to rooms, you are notified by emails.

After you have received your invitation email with a welcome message and Registration link, you will need to follow the
steps as below to register:

Step 1: Registration - Required Information

Registration

Required information

Your user account gives you to invintation-only rooms

hosted on Trial Interactive

Jumpfox3

Please select the secret question and answer for your
password recovery

Question 1

Question

Answer

1. Click the Registration link near the bottom of the message, and you are directed to the Trial Interactive user account
registration page.
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2. Type in your first name, your last name, and your email address as requested on the page in the appropriate fields.

3. Create your secure password, and confirm the password by re-typing it in the Confirm password field.
@ Note: Hover the mouse over the Password field to see the tool tip on password requirements.

4.  Select your password recovery question from the dropdown list.

5. Type in your answer in the Answer field and click Next to take you to Step 2.

Step 2: Registration - Optional Information
On this page enter your contact address, phone number, and other details as required and click Next to take you to Step 3 or
Previous to take you to Step 1 if you want to change any information.

@ Note: You can skip this page and fill it up later from your User Login after you have logged in.

Step 3: Registration - Custom Information

Enter your contact email. You may want to click Previous to go back and verify the information entered or click Register to
be taken to a confirmation page.

Click the link to the secure Trial Interactive website to login and begin work.

Signing in on Subsequent Visits

To log in to Trial Interactive:

1. Using your preferred internet browser, navigate to http://www.trialinteractive.com
2. Click the Client Login button located at the top-right corner of the page.

3. The Trial Interactive Login page with links to a suite of e-clinical solutions offered by TransPerfect Life Sciences
appears. Click the links to delve further into the solutions provided by TransPerfect Life Sciences or log in.

4.  Enter the Username and Password. The Username is the full email address that was submitted by the client-
appointed Administrator.

5. Click Login.

If you are logging in the first time, the Trial Interactive Homepage for the account associated with the login username
appears. If you were recently logged in and are logging back in during the same browser session, you will be
redirected to your last location within the system.

@ Note: You can bookmark http://www.trialinteractive.com on your browser for easier access to the Trial Interactive
corporate homepage. By accessing Trial Interactive through this site, you will consistently see news and new information about

Trial Interactive.
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Requesting a Password Reset from the Login Page
Users do not need to contact the Help Desk. In most cases, the user can perform the Password Reset without any assistance.

If you have forgotten your password, click Forgot Your Password? link at the bottom of the login window to initiate an
account password reset.

Password Reset

We' Il email you a link to a page where you can easily
create a new password.

To assure our messages are not accidentally filtered out,
please add origami-support-tilatest@protonmail.com
to your Address Book or Safe Sender List.

Email

1
| |

Enter your email address in the field provided. Click Reset Password.

You will receive an email with the Reset Password link.

Click the link to lead you to the Password Reset page.

Respond to the security questions and click Next.

You will be taken to the Change Password page. Enter a new password and confirm it.

Click Set New Password.

The system will confirm that the password was successfully reset. Click Back to the login page to log in
with your new password.

NoghkrwbhE

Signing in without access to rooms

If a user who does not have access to rooms in the system tries to log in, the user is automatically redirected to a separate
advisory page. A user might not have access to rooms if the user’s access to the rooms has expired or been revoked.

The screenshot below shows a typical advisory page.

I LMo e s =

testsab2@ti.com doesn't have access to any of the rooms.

Click the Sign Out button to redirect to the standard login page.
Multi-tenant SSO
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fATRIAL

LOGIN

Username

jonsnow@ti.com

Enabling Trial Collaboration in the Cloud

www.trialinteractive.com

Trial Interactive includes support for SAML Federated Single Sign-On for the TI multi-tenant platform. Now, all
customer domains on multi-tenant can be configured with single sign-on through their own Corporate Directory, as well
as third party IAM providers.

A change to the sign in page has been made to reflect the possibility of multiple providers.

The Trial Interactive sign in page will now first prompt the user for their email address, and based on the domain, will
either prompt for a password or redirect to the configured Identity Provider. Users who do not have SSO configured
will be directed to the normal login page where they will enter their password.

Please reach out to your Trial Interactive representative to discuss setting up SSO for your organization.
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Chapter 2. The Trial Interactive Home Page

After successfully logging into Trial Interactive, the user is presented with a Home Page. The purpose of this page is to help
users locate the room in which they intend to work. Users with five or fewer rooms will see a simplified version of the
screens shown below which displays room information for those rooms to which they have been granted access. For users
who have more than five rooms, the section below will assist in utilizing the available search tools to locate a specific room.
This section will help you access rooms as well as an Overview or Detailed summary of rooms in case you need to view an
overall status of a room without entering it to run a specific report or view a dashlet.

After signing in to Trial Interactive, you are landed on the Trial Interactive Home Page as shown in the screenshot below:

Trial Interactive «

Home e Qsearch A @,-,,".:35,,_.
( S

2 All7 Favorite0 Recent4 eTMF2  Study Start-Up1 Collaborate2  TIDocs3

= Last Visit Date Room Name Created Date pen Querle
Sort  pescending ¥ _ . Detailed View .v
Training Room 1 @ 8 Countries & 10 Pending Sices 2] 7 Active Sites B 598 Total Documents | -
Ti Docs Master ALPHA 7 Dx

Ti Docs & 396 Total Documents

Michael Demo

o|12192192

1 3 Active Sites [ 901 Total Documents

Click the required Room Name to enter a room.

Trial Interactive «

Qe 4 @msn
( 2

2 All7 Favorite0 Recent4 eTMF2  Study Start-Up1 Collaborate2  TIDocs3

3 Last Visit Date Room Name Created Date T Jme xpire Jmen Expiring Documer pen Querie
Sort pescending v . Detailed View |
Training Room 1 @ 8 Countries & 10 Pending Sices 2] 7 Active Sites B 598 Total Documents | -
Ti Docs Master ALPHA 7 Dx j -

Ti Docs & 396 Total Documents

Michael Demo

o|12192192

1 3 Active Sites [ 901 Total Documents

@ Note: Once inside a room, you can reach this page from the Main Navigation by clicking the Navigation Grid icon.
Refer to the screenshot below:
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Trammg Room 1 -
Start-Up / Dashboard

A & B | =
Start-Up eTMF QC Review Communication
o2

CRA . .
Reconciliation Quality Review
=

Users .
Management Settings

You can do the following from the Trial Interactive 10.1 Home Page:
e  Filtering the List of Available Rooms
e  Searching for Studies, Sponsors, and Sites across all rooms
e  Cross Study Document Search
e  Geta Summarized Overview of rooms
e  Geta Detailed View of rooms
e  Upload Documents to a Room
e  Add Users to a Room
e  Filter and Sort Rooms
¢  View and Mark favorite rooms
Al the above are accessible from the left panel of this help.

Filtering the List of Available Rooms

The TI Home page provides you with different filters by which you can narrow down the list of rooms that are displayed.
Filter categories are in the left panel. If it is closed, expand the panel by clicking Open at the left side of the screen to open it.
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aea Trial Interactive -
Home
View by Category - s
‘ Search for Room ...
View Rooms By x -
All7  Favorite0 Recent5 eTMF2  Stud
Category |
Status Room Name Created Date
Open Queries
Room Type
Sort  Descending ¥
Sponsor
Product “‘ Training Room 1 s
206
Program Tl Docs Master ALPHA
44z
Country
Michael Demo

ns

Aa Tl Docs Sandbox

419
Tl Docs

335

Viewing Room Details

You can also view details of a room and related information by clicking the 'Overview' or 'Detailed View' toggle switch
above and to the right of the list of rooms. Refer to the screenshot below:

All7  Favorite0 Recent5 eTMF2  StudyStart-Up1  Collaborate2 Tl Docs3

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents

Open Queries

Sort Descending ¥

@ 8 Countries ita 10 Pending Sites 7 Active Sites I 615 Total Documents © Add ~

Fl

Training Room 1

Tl Docs Master ALPHA

I 71 Totsl Documents © Add ~

Michael Demo 4 Active Sites I 847 Total Documents O Add =

L

@ 8 Countries i 7 Pending Sites
Aa Tl Docs Sandbox I 16 Total Documents © Add ~

I 398 Toral Documents O Add =

Ti Docs
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Searching for, and Accessing, a Trial Interactive Room

Room Search (for users with access to more than five rooms)

Trial Interactive allows you to search for rooms easily regardless of how many rooms you have access to.

To perform a room search:

1. Enter the room name or keyword in the Search box at the top of the page and press Enter.
2. Rooms matching the search criteria are displayed in the panel below the filters. If your search returns no results, a “No
Rooms Found” message is displayed. Refer to the screenshot below:

Training -— X

All1 Favorite0 Recent1 eTMF1  StudyStart-Up 1

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents
Open Queries
Sort  Descending Overview Detailed View
Training Room 1 @ 8 Countries &5 10 Pending Sites B 7 Active Sites Il 615 Toral Documents o Add -
206

Accessing a Trial Interactive Room
Click on the name of a room in the list to enter. Refer to the screenshot below:

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents
Open Queries
Sort  Descending ¥ Overview Detailed View

Trammg Room 1 @ 8 Countries &4 10 Pending Sites 5 7 Active Sites & 615 Total Documents 0 Add -

206

Cross Study Document Search

Documents Search
To perform a cross-study documents search, perform the following steps:

1. From the Home Page, click the Search icon located at the top right corner of the screen. Note, this is not the same
search as the Room search mentioned earlier.

2. The Search window appears, which consists of the following sections:

a. The Search textbox.
b. The Advanced search button

3. Enter the keyword(s) in the text box
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(< . x
Documents + 1572 ¥ Advanced
=+ Export search result e Layout =
1-3 of 3 (0 selected) <  YFilters [0 Select Columns & Views v
Title Document date Folder Room

\ \_ 2> 1572 9/7/2020 05.02.08 Form FDA 1572 Training Team eTMF Room

B > 1572 09/07/2020 stclark@transperfect.com Training Team eTMF Room

\ \_ 2> 1572 9/7/2020 05.02.08 Form FDA 1572 Training Team eTMF Room

You can perform the following actions from the Search Window:

Export the search results

Adjust the Grid columns

Go directly to the document or to the related Room or Folder in the index
View a document

il

Tl Home Page Filters

T1 Home Page provides a variety of filters by which you can filter the list of rooms to which you have been granted access.
Refer to the screenshot below:

I All7  Favorite0 Recent5 eTMF2  StudyStart-Up 1 Collaborate2 Tl Docs 3

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents
Open Queries
Sort  pescending ¥ Overview Detailed View

Training Room 1

506

@ 8 Countries i 10 Pending Sites i 7 Active Sites i 615 Total Documents O Add ~

The filters available are:

1. All: This displays all rooms that the user has access to.

Favorite: This displays the list of all rooms that the user has marked as favorites.
Recent: This displays the list of rooms that the user has visited recently.

eTMF: This displays all of the user’s eTMF rooms.

Hwn
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5. Study Start-Up: This displays all of the user’s rooms with Study Start-Up enabled.
6. Collaborate: This displays the list of all of the user’s TI Collaborate rooms.
7. TI Docs: This displays the list of all of the user’s TI Docs rooms.

Below these main filters, TI Home Page provides Additional buttons which can be used to display specific information about
the rooms being shown.

Overview View of Rooms

From the Home Page, click the Overview button located at the top right corner of the page to get a listing of the rooms that
you have access to with the following metadata:

1. Countries where sites are located
2. Pending Sites

3. Active Sites

4. Total Documents

Refer to the screenshot below:

Sort  Descending overview Detailed View

7 Active Sites I 615 Totsl Documents o Add -

Fli

Tralnlng Room 1 @ 8 Countries &5 10 Pending Sites

-.r.l_DOCS Master ALPHA I 71 Total Documents o Add -

[*] Countries & 7 Pending Sites 4 Active Sites I 847 Total Documents o Add -

Fli

Michael Demo

..Aa Tl Docs Sandbox I 16 Totsl Documents © add ~

Tl Docs i 398 Towl Documens G Add =

335

Countries
The number next to Countries link shows the total count of the countries where clinical trial sites are located.

Active Sites
The number next to Active Sites link shows the total count of sites that are activated.

Pending Sites
The number next to Pending Sites link shows the total count of sites that are pending for activation.

Total Documents
The number next to Total Documents link shows the total count of documents pertaining to a room.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 26 of 577

Detailed View of Rooms

From the Home Page, click the Detailed button located at the top right corner of the page to view rooms and studies as large
cards with the following information:

1. Collected Documents
2. Missing Documents

3. Expired or Expiring Documents

4. Require Coding

5. Final Documents

6. Open Queries

7. Rejected Documents Refer to the screenshot below:

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents

Open Queries

Sort  Descending Detailed View

Training Room 1

@ 8 Countries &t 10 Pending Sites ] 7 Active Sites I 616 Toal Documents 0 Add~ &
206
Sponsor Demo
Created 24 Jun 2017 78 187 444 140 9
Project Code SWS Training Roem Collected Documents  Missing Documents  Required Coding  Final Documnents  Expired Documents
0 44
Expiring Documents Open Queries

Tl NDare Mactar Al DHA
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Adding a User to a Room from the Home Page (Administrators Only)

Follow the steps below to add users to a room from the Home Page:

1. Click the Add dropdown menu at the right side of the Room line on the home page.

2. Click the Add Users option from the dropdown list that appears. The User Invitation window opens. Refer to the
screenshot below:

User Invitation x

User Group Membership

Emai testUser@ti.com a

First Name Last Name
Title
Role Administrator -
Expiration Date =]
Actions -
Organization transperfect.com - n
Mobile Number
Phone Number |

3. Enter the Email Address of the user, assign a Role to the user, select Actions to assign to users.
Select the Groups to add users to the group if required.
5. Click Create.

*For additional assistance, please see the job aid “How to Invite Room Users”

>

Upload Documents to a Room from the Home Page

Follow the steps below to upload documents to a room from the Home Page:

1. Click the Add dropdown menu at the right side of the Room line on the home page to reveal the options.
2. Select the Document option from the dropdown list that appears.

3. Drag and drop the files from your computer, click the arrow in the center of the window, or click Browse at the bottom
of the page to navigate to the required document to be uploaded. See below screenshots:

Trial Interactive ~
! Search A ‘Yogesh Inamdar =
Home
Technical Documentation RaraTos  @adds &
Roomid 2293

o Demo Th-Signature [ Add Documents
29 Jan 2020 0 0 0 0 0 © Al User
- E Expit pen Queries Periodic Review  Waiting for E-signature = add Task
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| Import Documents x

File Name Size Upload Status

®

Drop Files and Folders Here
-or-
Use Browse Button Below

Upload Progress No files

ack Zip Archives @
Browse v Clear

Convert the Non-PDF Documents to PDF @

mport Cancel

4. Once the document is added, click on the Import button to import the document.

Import Documents

File Name Size Upload Status

i)

53}
w5}

st Copy.xlsx 1KB not uploaded

5. Once the document uploading is completed, the system displays a notification to the user regarding the status of the job.

Q Search © Add

Import Documents

Documents were imparted successfully
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Marking Favorite Rooms

Many users are granted access to more than one Trial Interactive room. Users can make particular rooms easier to locate by
marking rooms as Favorites. This can be done in two ways.

1. On the Home Page, click the star. It will change to gold, indicating that the room has been designated as a favorite.
Clicking the star again will remove the room from your list of favorites. Refer to the screenshot below:

(Searen or oo 2)

All7  Favorite0 Recent5 eTMF2  StudyStart-Up1  Collaborate2  TIDocs3

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents Open Queries
Sort  Descending ¥
I:lTramlng Room 1 @ & Countries gk 10 PendingSites [ 7 ActveSices ||

[ ] 71 Docs Master ALPHA

448

Training Room 1

206

Tl Docs Master ALPHA
443

2. On entering a study room, you can mark it as a Favorite by clicking the star at the top left corner of the page where the
room name is displayed. The room can easily be removed from the list by clicking the star again.

Training Team eTMF Room ~ Searc - @A in103 ~
Rt Q search  © Add A Admin 103

# Edit Dashboard £ Edit Default Dashboard = # Dashlets
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Adding Tasks to a Room

To add documents to a room:

1. Click the +Add dropdown to the right of the required room name and select the Add Task option. Refer to the
screenshot below:

Training Room 1 ~
8 arch v
Start-Up / Documents Qizexr *
[ Documents
y Site v o 4 Import v Documen —
B0 titon . 0 Submitted... Generated... Q... Re... AddedBy  Submitted... -
& 102 Juliano
2. The Create Task window opens.
3. Fill in the details as instructed on the screen.
Create Task x
Subject
Start Date ]
Due Date =]
Priority  Normal hd
Status  Not Started v
Complete % 0 :
Description
Assign To | Arya Stark X |
Reminder B 4
ratesnry Nant enarifiad -

4. Click Save when all the information is filled.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2
- T R |

A L
l INTERACTIVE Trial Interactive User Guide Page 31 of 577

Chapter 3. Main Navigation and Inter-Room Navigation

Depending upon system access rights, a user may have access to a large number of rooms and possibly several different
products on the T1 Platform. The issue then becomes quickly locating and accessing the intended room or other area of the
system. Trial Interactive has several tools to assist with easily locating and navigating to the correct room or application as
needed both from with a room and from the Home Page.

The following section will discuss the various ways in which a user can navigate between rooms and applications. In
particular, we will be covering the following:

1. Using the Navigation Grid from the Home Page
2. Using the Navigation Grid from Within a Room
3. Navigating between Rooms

Using the Navigation Grid from the Home Page

The Navigation Grid can be accessed from the Home Page by clicking the Navigation Grid icon located at the top left
corner of the page (marked with a red box in the screenshot below).

Trial Interactive -
Home

ga ! HIAL

=]
| —
L —1]
H Tagks

Application Links

o o 8]

Global Learn eFeasibilizy Tl DstaPool

Given that this is the Home Page, your navigation options are limited. You can return to the initial Home screen which you
landed on when entering the room or you can access the Tasks Module. If your company or group has access to other Trial
Interactive products such as Global Learn, eFeasibility, or DataPool, you can access those from the Home Page as well.
These application links take you to the website for the chosen product.

Using the Navigation Grid from within a Room

On entering a room from the Home Page, users who have not set up a default context configuration (a specific part of the
system which they will be taken to upon entering a room) a user is typically taken to the dashboard or other default page. The
Navigation Grid is located at the upper-left portion of the screen.

From within a room, as a user of Trial Interactive, you can choose which application to access by clicking the Navigation
Grid located at the top left corner of the page. Refer to the screenshot below:
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Training Room 1 ~
eTMF / Documents

a ] =

Start-Up QC Review Communication

CRA B .
Reconcdiliation Quality Review

|~ — e
Tasks

Reports

= ® o
Users
Management

Settings

The modules that can be accessed from this menu depend on which elements of the system your group is using and also
which of those features you have been granted permission to access by the room administrators. The possibilities include the
following modules which can be found in the Navigation Grid:

Lo

Home

Tasks

eTMF

Quality Control (QC Review)
Study Start-Up (Start-Up)
Quality Review/Audit
Communication

CRA Reconciliation

. Q&A

10. FAQ

11. Users Management (Admins Only)
12. Reports

13. Collaborative Workspace

14. Settings (Admins Only)

© 00N~ ®D
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Navigating between Rooms

Within Trial Interactive, you can change rooms from any location within the application without having to navigate back to
the home page. Just click the dropdown next to the room name to open a popup window with the list of all the rooms to which
you have access. Refer to the screenshot below:

e rial Interactive[ =]

Fawvorites All Rooms

Q.

e b BB Szndboxes
= All )
= p B THO Demo Rooms
i
- p BB THO Training Rooms
3
:':l-: E Training Room 1

Sor

Click the arrow next to the room name. Select a room from the dropdown list that appears. Refer to the screenshot below:

Trial Interactive -

Favorites All Rooms

B sandboxes

Al B 7110 Demo Rooms

. &= TI10 Training Roams
L

wonns e W EEEY |
H
fs

E Training Team Collaborate Roo...
sart E Training Team Docs Room
E Training Team eTMF Room

E Training Room 1
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- Training Room 1|Z|
Favorites All Rooms

I ~lphz Room 10
Ik Beta Room 10
. O v |
I | =m0 room
I I Ccllaborate
] EEL

N

| —

I T Docs

B Training Room 1 *
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Chapter 4. User Name Menu

In the top-right portion of the screen the user can see their “Avatar” which is either a colored dot (the color is
determined by the user’s access level) with the user’s initials or a picture that was chosen by the user Clicking on the
user’s name or on the user’s avatar will open up a menu called the “User Name Menu.” This menu has a multiplicity of
uses including the following:

Q search A @ Arya Stark ~

> B= English & My Profile Settings © Help & Guide @ Sign out
i About Trial Interactive Show
Notifications 0 Clear All

All Background Jobs

No notifications to display

About This Room — This will display room-specific information.

Help (Contact Support) — Create a ticket for our Support Desk quickly and easily.
My Profile Settings — Change settings associated with your user account.

Language Settings — Users can choose to have the T1 user interface translated.
Notifications — Subscribe to or unsubscribe from room-generated email notifications.
Guide — Access our full Online User Guide, including all job aids and videos.
Logout

Noghs~wdhE

Each of these is discussed below.

About This Room

Click the Show button to reveal the About This Room window. This is typically configured by room Administrators to
welcome new users and provide them with information pertaining to the room contents, focus, study, intent, etc.
Administrators can update this information from this window or from the Settings area.

Some suggested uses for the Welcome message are:
e The correct contact for technical assistance with the room.
e Whomever is available to answer internal questions such as study-related questions.
e Links to special browser plug-ins so that you can view encrypted documents as necessary.
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About This Room - 10.1.2.59875

& Edit

Welcome Admin 103,

Welcome to the Training Team eTMF Room. This Trial Interactive room is a place for secure eTMF and Study Information. You will be
able to access the documents according to the participation privileges assigned to you.

You will need Adobe's Acrobat Reader software version 7.0 or later to view many of the documents in Trial Interactive. Click here to

getit.

If you require technical assistance accessing a site, please email help@trialinteractive.com

Happy Thursday! Welcome to our room! For any questions, contact Jeanie.

Please direct any questions to Jane Doe, Senior PM for this Room Inbox:

study. TrainingTeameTMFRoom@sandbox.trialinteractive.com
Study Contact Number: (phone number or email can be entered Study Start-Up Inbox:

here) TrainingTeameTMFRoom_SSU@sandbox.trialinteractive.com

Communication Inbox:
eTMFTrainingCommunications@sandbox.trialinteractive.com

Administrators can click the Edit icon at the top right corner of the window to type in new information or to edit
existing information. After editing the contents, click Save to save the contents and exit, or Cancel to exit from the Edit

screen. Any changes made will be immediately visible to all room users.
Help

If you encounter any unexpected system behavior or just generally need help related to Trial Interactive, you can contact
the Service Desk by clicking Help in the User Name Menu.

Clicking Help opens the Contact Support email window. Enter the details for the request (issue encountered, request for
information, etc.) and send it to the Service Desk.

Refer to the screenshot below:
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Contact Support x

Hello Arya, please use this form to contact the Service Desk
Room Name

Email

aryastark@ti.com
Address 2

Open Sans *~ 12 v &4 BIUS %

]
«
i
4
i
‘

My Profile Settings

From here, you can manage your profile. This includes options such as resetting your password, changing your security
questions, adjusting time and date settings, and telling the system where you would like to be taken to when you first
log in.

1. Click the Username Dropdown located at the top right corner
2. From the popup that appears, click My Profile Settings
3. You are taken to your profile settings page. Refer to the screenshot below:

Qs oraa- 4 Q) I

E= English ~ & My Profile Settings © Help & Guide ® Sign out
1 About This Room Show
Notifications 0 Clear All

All Background Jobs Queries

No notifications to display

The My Profile Settings is divided into the following two sections:
1. My Profile Main Section
2. My Profile Notifications Section.

Each of these is discussed in detail in separate topics. Navigate to the left pane to access the required topic.
My Profile Main Section

From the My Profile Settings page, click the Main section from the left panel. Refer to the screenshot below:
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Training Room 1 ~
My Profile / Main

General Information

Time zone

From here you can access the following:

Sub-sections with the My Profile Purpose
Main Section
General Information From this section, you can set your time zone, language for your user interface, and the
date format preferred by you
Change Password From this section, you can change your existing password to set a new one

Password Recovery - Secret Questions  [You are required to set the answers to two secret questions to help recover your password
if you happen to forget it

User Avatar From this section, upload a new avatar image for your user profile

Sites Filtering Options From this section, you can choose to view only those sites where you are CRA
Change Email Address From this section, set your contact email address

Default Context Configuration From this section, you can set the default landing page when you enter a room

Each of these is discussed in detail in the sections below:

General Information - Time Zone

To set the time zone applicable to you:

1. Click the Time zone dropdown to reveal the available time zones.
2. Scroll up or down to locate your time zone and click the appropriate time zone to select it.
3. The selected time zone displays in the box.
4. Click Save.
Time zone
(UTC+03:00) Minsk v
Language
English v
Enable custom date input
Date Format
MM-DD-YYYY
© Date format should contain day ("D", "DD"), month ("M", "MM", "MMM",
"MMMM"), year ("YY", "YYYY") and separator ("/", "-", ".")
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General Information - Language

To set your preferred language:
Click the Language dropdown.
Scroll down to locate your preferred language.
Click the language to select it.
The selected language displays in the box.
Click Save.

arwpdE

General Information - Enable Custom Date Input

With the Trial Interactive 10.1 release, while coding a document, in addition to selecting the date from the Calendar
Date tool, you can directly type in dates in whichever format is preferred by you. The system interprets the date entered
by you manually and saves it.

To be able to manually type-in dates, check the box to enable the manual entry of custom dates. Refer to the screenshot
below:

General Information -—

Time zone

Language

Enable custom date input
Date Format
[ DD/MMM/YYYY

© Date format should contain day ("D", "DD"), month ("M", "MM",
MMM, "MMMM®), year ("YY", "YYYY") and separator ("/", "-", ".")

1. Check the box labeled ‘Enable custom date input.’

2. The Date format textbox is activated. Enter the date format as preferred by you. Some of the most common date formats
are MM/DD/YY, DD/IMM/YY, MM/DD/YYYY, DD-MMM-YY.

» The informational text below the field can be used to help you enter the date format correctly.
3. Once done, Save the changes. You will now be able to enter dates in the new format.

Change Password

From this section, you can change your existing password to set a new one.

® Remember: Follow the rules displayed under Password Requirements heading while setting the password.

To set the password:
1. Enter the new password in the New Password text field.
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2. Re-enter the password in the Confirm New Password field.
3. Click Save for the new password to be applicable. Refer to the screenshot below:

Change Password e

Please change Your password

Password Requirements:

1. Must have at least 8 characters

2. Must contain one uppercase letter and digit OR one special
Character

3. Valid special characters are -!@#$%

Current Password

New Password

Confirm New Password

Password Recovery - Secret Questions

You are required to set the answers to two secret questions to help recover your password if you happen to forget it. To
set the secret questions and their answers:

1. Click the down arrow in the Question 1 field.
2. Scroll the popup through the list of questions and click on a question of your choice to select it.
3. Enter the answer in the Answer field.
4. Repeat steps 2 and 3 to set Question 2 and its answer.
5. Click Save.
Password Recovery - Secret Questions —
Question

What was the name of the city in which you were married? «

snsnannsnnne @&

User Avatar

Click Browse in the panel to upload a new picture for your account and click Save.
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User Avatar -

Upload new image

® The newly uploaded image will be scaled and processed
automatically.
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Sites Filtering Options

You can choose to view only those sites where you are specifically assigned either in the Sites module or in SSU by
ticking this checkbox and saving the changes. Refer to the screenshot below:

On selecting this option, the toggle in the Sites module of SSU changes color to red. Refer to the screenshot below:

Site Filtering Options —-—

Change Email Address

Training Room 1 ~
Start-Up / Sites

Site Activation

By Status

v & All

]

This will change the email address to which notifications and other communications are sent for the user. Enter your
new email address and click Save. You will now be able to receive emails at the new email address. Refer to the
screenshot below:

@ Note: If the email id entered matches that of another user or login id then an error message will be displayed, and
you will not be able to change the email id unless you enter another one that does not match any other user credentials.

Change Email Address -

Please enter a new email address:

ti_editor121@ti.com

Cance Save
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Default Context Configuration
You can choose which part of the system should be your preferred landing page by selecting your Default Context as shown in

the screenshot below:
1. Select the Default Context from the Default Context dropdown.
2. Select the preferred view from the Default module dropdown.
3. Click Save.

Default Context Configuration -—

Default Context
eTMF A
Default Module
Dashboard -
@ This configuration is optional and is defined for the current
room. If for some reason the user has no access to the

selected context or module, the default context and module
will be automatically determined.

ance Save

[a]

Notifications

The Notifications section allows you to specify which email notifications you would like to enable for your account for
each of the Trial Rooms to which you have been granted access. Refer to the screenshot below:

Training Room 1 =
My Profile / Notifications

Favorites All Rooms

I Training Room 1

Select the desired room from the list of studies in the left pane of the Notifications panel. Using the options grid on the
right of the Subscriptions window, you can select which notifications you would like to receive. Administrators can
choose to disable some notifications or to make some mandatory as well.

The notification options will vary by user depending upon their access level.

You can elect to receive either a mini summary of notifications or nightly newsletters recapping all of the new events in
the past 24 hours for each of the notification categories.

& Important:
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The availability of the notification option is determined by the client-appointed Administrator in each room. Some notifications
may not be enabled and appear greyed out to the user. For example, workflow notifications may not be available to users with
Editor access.

Language Settings

This allows you to set the language of your choice for your login.
1. Click the language dropdown scroll to locate the language of your choice.
2. Click the language to select it to make it the default language for your User Interface. Refer to the screenshot
below:

BB= Engiish v

=)

M Deutsch

= Espafiol (Espana)

= ESpanol (América
= Latina)

l l Francais

User Requested Job Notifications

Through the notifications panel, located within the User Name Menu, you can view messages and results of various jobs
that you perform in Trial Interactive. The bell icon in the screenshot below shows the number of notifications waiting
for the user. Refer to the screenshot below:

Al
asersn ox- | 40| ()
Downloading Documents (Multiple Documents) x
Room: Training Room 1
Finished: Export: 1 of 1 completed
Operation was successfully completed!
Get Job Result 6 May 16:54

Clicking on the bell icon will open the User Name Menu and display the user’s notifications.
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A
asecn oxo- [ 4] @ I

B= English & My Profile Settings © Help & Guide @ Sign out

i About This Room Show

Notifications 1 Clear All

All Background Jobs Queries

Downloading Documents (Multiple Documents) x

Room: Training Room 1

Finished: Export: 1 of 1 completed
Operation was successfully completed!

5 May 23:39

This section has the following tabs:
¢ All: Click this tab to get a list of all the tasks that are ongoing, pending, or are overdue. This is a shortcut that provides
you with an overview of all the tasks in your current room.
¢ Background Jobs: Through this tab, you are notified about a background job that is executing or is completed.

¢ Queries: Click this tab to get a list of all the queries pending for action. You can click any individual query link to lead
you to the Queries sub-module for you to initiate your actions on it.

¢ Some messages like downloading/mass coding documents provide the Get Job Result button that you click to get
further details on the action like a message or a downloadable zip.

Guide

You can access the online help of the version of the Trail Interactive from here. Clicking Guide opens the help in the
browser. Refer to the screenshot below:

Qsearcn ©add~ & () I -

B= English & My Profile Settings @ Help & Guide ® Sign out
i About This Room Show
Notifications 0 Clear All

All Background Jobs Queries

Sign Out

Click “Sign out’ to end your current session and exit the application. Refer to the screenshot below:
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Q Search O Add » A @ _ v
B= English & My Profile Settings @ Help & Guide @ Sign out
i About This Room Show
Notifications 0 Clear All
All Background jobs Queries

Chapter 5. Users Management

The initial users for a study room will often be invited by Trial Interactive as indicated on the Configuration Manual for
the room. However, it is not uncommon for Administrators to find themselves needing to manage Groups, Users, and
Contacts over the lifetime of the room. Administrators can add new users, revoke access to users, or simply edit the
access for an existing user through the Users Management module of TI. Some examples of what a room administrator
can do are listed below:

Invite new users to a room/study

Create a group of users

View lists of room users under different categories

Edit user profile

Change access level of users in a room and of groups to which they are assigned
Resend invitations to room users

Filter and Export users

Delete users

N~ WNE

You can reach this page from Main Navigation by clicking the Users Management application. Refer to the screenshot below:
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Technical Documentation ~
Users Management / Users

TFlIAL

& b

Version
Documents Control

Users )
Management Seftings

From the User Management page:

a. Click the “Users” icon for the Users page to create/edit/delete groups in a room. This is also the default
page that you land in when you open the User Management application.

b. Click the “Contacts” icon from the left pane to access site contact such as Principal Investigators, Study
Coordinators, etc.

c. Click the “Groups” icon from the left pane for the Groups page to add/edit/delete users in a room.

d. Click the “Responsible Departments” icon for the Responsible Departments page to add/edit/delete
members and document types to different departments.

Refer to the screenshot below:

m Q© Invite ~
a
R
— -
m I Administrator
I Editor
Responsible Departments ’—’ . Reader
B No Access

Users Management - Users

From this page, you can do the following:
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Invite users through a Regular Invitation or a Quick Invitation
View room users sorted by category

Edit a user’s Role (Reader, Editor, Administrator)

Change the user’s access rights to the room

Resend an invitation to a room user

Delete a user access

Export User information

NogakrwphE

User Viewing Options
Users in Trial Interactive can be grouped under several categories for easy viewing. This is particularly useful when you want
to audit the room users to ensure that everybody has the correct level of access or that all of the users associated with a
particular partner organization are categorized appropriately. Follow the steps below to view users by one of the available
categories:

1. Click the View by dropdown menu at the left side of the screen.
2. This opens the View Users By popup window with the list of categories for user viewing. Refer to the
screenshot below:

EEW by By Organization

View Users By & X

By Role
By Status
By Group

By Action

Make def

Make d or all rooms

Select the category by which you want to sort the users.

Click Select. You can also make this the default view by selecting the Make Default checkbox.

The screen will refresh to show the users by the category chosen.

Choose from any available sub-categories. In the screenshot below, the user has selected to view all users by
their Role and they have selected to view all Administrator level users.

HPowppE

View by By Role Ml 11207140 selec=d) 2 [ select Colurm
~
=~ Last Name = First Name Emai Phone Maobile Phone Organization
v & Al | TransPerfect
transperfect.co...
I Editor = ew e TransPerfect
I Reader TransPerfect T...
la{iclaccsss g TransPerfect
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When inviting new users to a room in Trial Interactive, the room administrator can choose from two different types of invitations: Regular or
Quick. The Regular method is best used when the administrator wants full control over the information entered and wants to be sure that all of the
user’s information is complete prior to being sent an invitation. In short, this method is for inviting one user at a time while inputting all of their
information.

When inviting large numbers of users, it may be more efficient to use the Quick invitation method (shown later in the chapter). This method
differs in that it requires less information to be entered for each user prior to the invitation being sent. Each recipient will then be required to
complete a registration process prior to entering the room for the first time. When using this method, it is important that the administrator use the
available management tools to ensure that all information was entered completely and correctly during this process.

Follow the steps below to create a new user using the “Regular” invitation method:
1. Navigate to Users Management.
2. Click the Invite dropdown menu from the menu bar near the top of the screen and then select ‘Regular’ from the list that
appears. Refer to the screenshot below:

Technical Documentation -
Users Management / Users

@ Invite *

*+ Quick

. TransParfect
i TransParfect Trial Interactive

I transperfect.com

The User Invitation pop-up opens.
Complete the required fields and fill in any optional information as desired.
If you would like to add the user to a group while you are creating their invitation, click on the Group Membership tab at the
top and select the desired groups.
a. If you would like to create the user but not send an invitation right away, use the Invite Later option. This
will create a Pending user account.
6. Once you are done, click Save.
7. The user will be created and, unless the Invite Later option has been selected, the invitation will be sent.

g w

@ Note: The Edit User and Group Memberships pages are discussed in separate sections below.

Completing the User Profile
1. In order to complete the User Profile as required during the invitation process, select the Regular invitation as shown below.

User Invitation x

User Gro

[
c

Cancel
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a. User Email: This is used by the system as a unique log in for Trial Interactive. This can be typed in manually or, if the user is already
present in the system, you can search for it by clicking the magnifying glass icon at the end of the field.

b. Role: Choose the user’s access level by selecting their Role from the dropdown menu. The roles can be Admin, Editor, or Reader.
» User access is awarded on a room-by-room basis and can vary as needed.
c. Actions: These are actions or permissions that can be awarded to a user above and beyond their basic user access role privileges.
Expiration Date: Enter this date if you want the user’s access to be revoked on a specific day.
» This is particularly useful for temporary user accounts such as external auditors or short-term contractor access.
e. Organization: Choose the organization to which the user belongs from the dropdown menu if the organization has been previously used
in the room. If necessary, the Administrator can also create an organization by clicking the ‘+” sign at the end of the textbox.
f. Invite Later: Click the toggle switch on if you want to create a user account in the room but not send the invitation yet. The
administrator can select the account and send the invitation whenever they are ready using the Send Invitation option in the Invite
dropdown menu at the top of the screen.

3. When all the required fields are filled, the “Group Membership” tab becomes active. Click on the icon to open the “Group Membership”
page. Refer to the screenshot below:

User Invitation x

User Group Membership

Add the name of the groups the user(s) should be listed a5 8 member. Please make sure to enter the
group name as it appears on the room. If the group name doesn't exist in the room, user will not be
added to thatroom

© Add New Group # Edit Group Delete Group

All Department

All Departme!

EE
Ll'

All Department Ow

All Department R

[
®

epartment] Appro
epartment] Document Owners

epartment] Editors

A
A
A
[
D
v}
D

® Department1 Readers
Department2 Approvers
Department2 Document Qwners
Department2 Editars
Department2 Readers
D

epartment3 Approvers -

Groups Memberships

From this page, you can select the required groups from a pre-created list of groups to add the user as a member. If the group does not exist, then
you may create the group on the fly through Add New Group. Besides, you can also edit or delete a group.

Note that the Edit Group and the Delete Group buttons enable on when you select the group from the list. Refer to the screenshot below:
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User Invitation

User Group Membership

Add the name of the groups the user(s) should be listed as a member. Please make sure to enter the
group name as it appears on the room. If the group name doesn't exist in the room, user will not be
added to that room.

© Add New Group

& Site Activation Members
§ Auditor

§ Auditors

Cats

CRA-EU

CRA Recon- Tool

CRAs - US

CRO - Asia

Doc Editors

E BE 0K OE SE OE SE BE OF

NAr Mananar

Can(el

The following topics are discussed later in this chapter:
1. Add New Group
2. Edit Group
3. Delete Group

Inviting a user via the ‘Quick’ Invitation

You can use the Quick Invite method when you want to invite a group of users at the same time. These users will all be granted the same role,
actions, access period, and group membership. This requires less time on the front end but it does mean that the room administrator will need to
follow up to ensure the accuracy and completeness of the information provided by the users during the registration process.

Follow the steps below to use the Quick Invitation to invite users:

1. From the Users Management area, click the Invite dropdown from the top menu bar and then select Quick from the list of
options that appear.

2. The Quick Invite window will open.
3. Enter the email addresses of all the users to be invited.
4. Complete the remaining required fields as well as any optional fields necessary.
a. Whatever information is entered will be applied to all users invited.

5. Click the Groups dropdown menu to grant these users any group membership required.
6. Click Add. Refer to the screenshot below:
Quick Invite x
Email List
Raole -
BeIe ff
ite Late
Groups -
Cancel Add

The invited user(s) will receive an email invitation to register in the Trial Interactive room.
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Follow the steps below to edit user access:
From the Navigation Grid, select Users Management.
Locate the user whose account needs to be edited.
Select the user from the list on the grid
From the top menu bar, click the three dots and then click Edit from the options that appear. Refer to the screenshot below:
a. Editing a user account can also be done via the pane at the right side of the screen or by right-clicking on a
user in the grid and selecting Edit.

popNpE

© Invite v s Change Access ¥ Resend Invitation |"' ¥ |
view by By Organization ' m # | |# Edit First name Email
a [l Delete Try try@demo.com
v B Al
N @ Change Emai S d ditor2
I demo.com S econ auditor2@test.com
.‘ elilink.com & B Swati swatib008@gmail.com

5. The Edit User popup will open. From here, you can select from the following tabs:
a. User
b. Group Membership
c. System Groups
d. Activity Log
Refer to the screenshot below:

#{Jser x

User Group Membership System Groups Activity Log

Emai L R

Technical Writer

Role Administrator -

Actions | Redaction X || Page Manipulations X || eSignature X -

| Assign Tasks X |

Select the User section to edit the user details.
Select the Group Membership to edit the user’s group membership.
Select the Systems Group section to manage the user’s assigned security groups.
Select the Activity Log section to view the timestamp of activities for the user. See the screenshot below:

© o~ o
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Group Member%p System Groups | Activity Log

1-34 0f 34 (0 selected) b
Date Updated By Activicy Description Source
14Jul 2020 17... SerUserActions | DELETE: Docu...
14 Jul 2020 17-... Role change Role changed t.
14 Jul 2020 17-... Edituser
29 Jun 2020 12... SetUser Actions ADD: Docume.
29 Jun 2020 12-.. - - Set User Actions ADD: Assign T
29 Jun 2020 12:. Set User Actions ADD: eSignature
29 Jun 2020 12... SetUser Actions ADD: Page Ma...
29 Jun 2020 12-.. Set User Actions ADD: Redaction
29 Jun 2020 12:. Role change Role changed .
29 Jun 2020 12-.. Edit user
15 lun 2070 18- Role rhange Role changed r
4 Previous 1 |of1 Nexx p
»

Deleting Users and Revoking User Access

**Please note that deleting a room user should not be used unless the invitation was sent in error and the user has never entered the room. It is our
best practice recommendation to use the steps below to Revoke User Access instead.**

In order to Revoke access for a room user, use the steps listed above to Edit an existing user and make the following changes:
1. Expand the Role dropdown menu.
2. Choose Revoke from the list of options as shown in the screenshot below.

Role * Access Revoked X~

Administrator
Editor
Reader

Actions
* Access Revoked

Expiration Date

When appropriate, follow the steps below to Delete users from a room:

1. Locate the user whose access needs to be removed.
2. From the menu at the top, click the three dots and then click Delete from the options that appear. Refer to the screenshot below:

echnical Documentation -
Users Management / Users
@ Invite * # Change Access & Resend Invitation — &
e - - . # Edit
View by By Organization 1-180f 18 (
¥ Delete

~u
= ] ¥ Export

Changing User Access
Follow the steps below to edit user access:
1. Navigate to Users Management — Users.

2. From the left pane Index View, select the preferred category to view the user.
3. From the list of users displayed in the right pane under the selected category, tick the checkbox of the user whose access you want to change.

4. From the top ribbon bar, click the Change Access icon.
5. The Change Access popup opens
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Change Access x 5

Role | Administrator -
Group

Fileer | Al - Sesrch Q

= Type ~ Name Description |

All Department Qwners
I N T
Change Control Approvers
Department] Approvers
Department] Document Owners
Department] Editors
Department] Readers
Department2 Approvers

Department2 Document Owners -

S ] a

The fields of importance are discussed below:

a. Append group access will add the user to the new group without removing the user from previous groups.
b. Overwrite group access will remove the user from all the previous groups and add the user to the selected group.

Resending Invitation
Room Administrators can resend an invitation to a user if the user has been invited but has not visited the room.

To re-invite users:
1. Locate the user or users in the grid and tick the checkbox for users to whom you want to resend the invitations.
2. From the top ribbon bar, click the Resend Invitation icon. A popup appears asking you to confirm. Refer to the screenshot

below:
— Technical Documentation ~
- Users Management / Users
© Invite » # Change Access & Resend Invitation —=

Q
&7

Last Name =

B testtest

B Transperes AN _

. TranzPerfect Trial Interactive

i transperfect.com

3. Click Yes.

Re-invite Selected users x

Are you sure you want to resend the invitation?

- -

4. Invitations are resent to the selected users, and a confirmation notification appears for the same.
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sections below:

Exporting Selected Users

1. Navigate to Users Management — Users.

2. From the left pane Index View, select the preferred category to view the users.

3. From the list of users displayed in the right pane under the selected category, tick the checkboxes of the users whose information

should be exported.

4. From the top ribbon bar, click the three dots and then click Export from the options that appear. Refer to the screenshot below:
Technical Documentation -
Users Management / Users

Q Invite * # Change Access & Resend Invitation v
X Delete

5. The Export Users popup opens with the Export Selected Users radio button highlighted.
6. Select the Type of export file format. You can select either HTML, Microsoft Excel, or Microsoft Word.
7. Click Export. Refer to the screenshot below:

Export Users x

Export Options

Source @ Export selected users
Type  HTML
Cancel m

8. You will receive a notification about the job completion.
9. Click Get Job Result to download the document.
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2. The Export Users popup opens with the Export all Users radio button selected.

Export Users x
Export Options
Source Export selected users
® Export all users
Type  HTML
Cancel m

Select the Type of export file format. You can select either HTML, Microsoft Excel, or Microsoft Word.
Click Export.

You will receive a notification about the job completion.
Click Get Job Result to download the document.

o s w

User Management - Contacts

From this page, you can do the following:
1. View contacts by Investigative Sites
2. View Investigative Site Main Contacts Only

Viewing Contacts
This section allows you to view contacts that are available in the Investigative Sites.
Follow the steps as below to view users under various categories available in Trial Interactive:

1. From the Users Management, click Contacts from the left menu.
2. Select the category under which you want to view the users.
3. Click Select located at the bottom of the popup window.
4. The category and the list of users grouped under the categories are displayed in the Index Pane. The screenshot below shows the
users added to the investigative sites ‘Hamilton’.
Training Room 1 ~ e
Users Management / Contacts & st
© Invite ¥ -
| View by By Investigative Site | 1-6 of 6 (0 selected) S [MselectColumns @ Views ~
2 Last Name -  First name Email Phone Mobile Ph... ~ Organizati...
v & Al 101 Reader TIReader1... ti.com
B 102)ulizno 103 Editor ti_editor1... ti.com
i 103 Boges 104 Editor Tleditor10... ti.com
I 104 Fantin
a Hamilton David dhamilton...
I 621 Investigator
Hamilton Alex a304c0bb...
B 999 Moto

User Management - Groups

For those who have a smaller team, managing user actions and security privileges on a user-bu-user basis may be entirely feasible. However, as a
team grows, managing user access individually can become difficult and inefficient. To that end, we have created the Groups feature in Trial
Interactive.
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at a time would be tlme consuming and inefficient. Instead, creating a group whose members would be granted the CRA ReconCII iation action and
then adding all of the necessary room users would take only a matter of a few minutes.

Similarly, managing index folder access privileges individually can be very complicated whereas creating a group and assigning security rules to the
group greatly reduces the potential confusion when determining who has been granted access to a folder or zone of the index. See the section on
Managing Security for more information regarding this function.

Administrators can create, edit, and delete Groups as well as manage their membership by adding and removing users from the group as necessary.

Administrators can perform the following activities from the Group management area:

1. Adda New Group
2. Add a Child Group
3. Edita Group
4. Delete Group

Each of these is discussed in separate topics below. Navigate to the topics from the left menu to access them.

Adding a New Group
New Groups can be added by clicking the Add Group button from the left of the Groups panel.

1. Toadd anew group, click the Add Group button at the top of the left pane.
a. Please note: If any group has been highlighted in the left pane, the system will assume that the user is
attempting to create a sub-group to that group. This is referred to as a “Child Group.”
2. The Create new group window will open. Refer to the screenshot below:

Create New Group x

Cancel Create

3. Enter the new group's name.
4. Add the description of the new group.
a. This step in particular, while not required, is highly recommended so that others immediately know the
intended use of the group.

@ Note: You have the option here to clone security settings from an existing group. If you know that the settings for this new group are identical
to another group already established in the room, select that group from the dropdown menu and continue.

5. Optional: Using the Actions dropdown menu, select which actions the group’s members will have access to.

a. Note: A user added to a group which grants an action which is beyond their User Access Role will not be
granted access to perform that action in the room. The user can still be added to the group, but the action
will not be awarded to that user.

i. Ex: Areader level user is assigned to a group which grants the Redaction action. Readers cannot
perform this task and, therefore, the action will not be awarded to the user.
6. The Administrator can also view the actions available in a room along with their purpose from the Main Navigation -> Settings -
> General -> Actions. This is discussed in Section Actions.
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Follow the steps below to create child groups:
1. Click the arrow to the left of All to expand the list of groups and select the parent group from the list. Note that the Add Group
button at the top left now changes to Add Child Group and the buttons Edit and Delete are also enabled. Refer to the screenshot
below:

Technical Documentation -
Users Management / Groups

© Add Child Group = # Edit X Delete

v & an
il Change Control Approvers
All Department Approvers
Department] Approvers
Department? Approvers
Department3 Approvers

Departmentd Approvers

2. Click Add Child Group from the menu. There are two options for group addition: a) Add New Child Group, b) Add Existing
Child Group. See the screenshot below:

2z Technical Documentation «
Users Management / Groups

© Add Child Group |j, I (4 X Delete © Add Users to Group

© Add New Child Group 1-5 of 5 (0 selected)

+ Add Existing Child Group

k3 User Name

All Department Approvers
Department] Approvers
Departmentl Approvers
Department3 Approvers
Departmentd Approvers

4 Document Owners

3. If Add New Child Group is selected, then the Create New Group window will appear. Enter the details of the group to be created
and click the Create button.

Create New Group x

Name

Test

Description

Clone security from an existing group

CRO - Asia -
Actions
[Document Manager | -

Cancel |m

4. If the option of Add Existing Child Group is selected, then the Select Groups window will open.
5. Select the required group from the list for which you want to create a child group.
6. Click Select. Refer to the screenshot below:
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Select Groups

Al

Type - Name Description
All Department Approvers
All Department Editors
All Department Owners
Change Contral Approvers
Department] Approvers
Department] Document Gwners
Department] Editors
Department Readers
Department2 Approvers
Department2 Document Qwners
Department? Editors
Department2 Readers
Department3 Approvers
Department3 Document Gwners

Depariment3 Editars %

The group will be added to the Parent Group.

Editing a Group
You can reach this page by clicking the Groups icon from menu bar on the left of the Users Management application.

Follow the steps below to edit a new group:
1. Select the group you wish to edit from the list of groups in the left pane.
2. Click the Edit button above the list of groups.

- Technical Documentation -
Users Management / Groups

© Add Child Group ~ # Edit X Delete
v = Al

hd Change Contral Approvers

Al Department App J%ers

Drepartment] Approvers

The Edit Group popup V\;indow Will open.
Make any necessary changes.
Click Save. Refer to the screenshot below:

g w

Edit Group ? X

Name

101010 ed

Description

Actions

[ Document Collaboration Administrator X ] v

Deleting a Group
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another group. A contirmation window will open to warn you about the potential implications ot deleting the group.

Follow the steps below to delete a group:

1. Select the group from the list of groups.

2. Click the Delete icon from the menu above the list.
3. A confirmation window will open.
4

Click Yes.

Delete Group X

Deleting this group also deletes group members access to documents assigned to this group.
Are you sure you want to delete this group?

Adding Users to a Group
Follow the steps below to add users to a group:
1. Navigate to Users Management using the Navigation Grid.

2. Select the Groups icon at the left side of the screen.
3. Select the group to be modified. The list of users will appear to the right.
4

Click Add User to Group from the top menu in the right pane to add the user to the group.

Technical Documentation -
Users Management / Groups

@ Add Child Group * # Edit ¥ Delete |G Add Users to Group |
- B @ 1-9of 9 (0 selected)

b 'ﬁ Change Control Approvers 2 User Name
All Depariment Approvers
Department] Approvers

Department Approvers

Department Approvers

5. The Select Users window opens up.

6. Select the users you wish to add to the group and click Select. The users will be added to the group. Refer to the
screenshot below:
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Select Users

| | Last Name First Name Email Address Phone No Mobile No Organization N...

vlad3101@ya.ru

auditresp2@te...

ga+03@ecisys....
& qa+04@ecisys....
Again Try try@demo.com ‘ok
Auditor Second auditor2@test.... k
Auditor First auditor1@test....
B Swati swatibo08@gm... ‘ok
Bob Bob 123abc@elilink... TransPerfect Tr...
& Chakraborty Polly pchakraborty@... techwriters
def abc abc@demo.com "ok
& DEF ABC abc@gmail.com gmail.com
dg dtg ulu@ti.com 'ok [
Editor Nick akul_editor@tu... QA
&  EDITOR DS dseditor@mail.... GAZETA.PL

£ Previous 1 of24  Next >
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Editing a User in a Group

A room Administrator can edit an individual user’s profile via the Group list as well as by using the Users area of the User’s Management module.
Editing an individual user’s profile from the User’s area is discussed earlier in this chapter. Users in a group can be edited by selecting the user from
the list of group members and clicking Edit above the list of group members. Follow the on-screen instructions to edit the user details. Refer to the
screenshot below:

1 Technical Documentation -
Users Management / Groups

© Add Child Group *  # Edit % Delete Q Add

s to Group ® Delete

v B A 1-80of 9(1 selected)

M & Change Control Approvers
& < e L3 User Name Email
All Department Approvers _ ) 5 u ) 5
& & | abctest@gmail.com abc test@gmiail.com

Department] Approvers

o

The User window will appear:

User x

Ukr Group Membership System Groups Activity Log

Emai abctest@gmail.com
First Name Last Name
Role Reader M
Expiration Date =
Actions [ esignature X | -
Organization test.test N a
obile Numbe

State Zip code
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confirmation window that opens if you wish to delete the user. Refer to the below screenshots:

Technical Documentation «
Users Management / Groups

© Add Child Group * # Edit *® Delete © Add Users to Group # Edit

v B Al 1-90f 9 (1 selected)
M & Change Control Approvers
& g o "oz User Name Email
All Department Approvers _ _
abc test@gmail.com abc.test@gmail.com

Department] Approvers

Dienartment? Annrovers

Delete Users x

Are you sure you want to delete the selected users?

O -

Users Management — Responsible Departments
Room administrators can indicate which internal department is ultimately responsible for the collection of specific document types. This will allow
for more detailed reporting of the health of the eTMF and will enable team leaders to readily identify those documents for which they are responsible
and which are still missing from the system. The list of Responsible Departments can be managed from the Users Management module.

Administrators can choose from the following options with regard to Responsible Departments:
e Create a new department
e Add or remove department members
e Add or remove document types associated with the department
e Delete an existing department

Creating a new Department

To create a new department, follow the below steps:
1. Inthe Users Management area, Click on the “Responsible Departments” icon from the menu at the left side of the screen.

2. Click ‘Add’ from the top ribbon bar. The Create New Responsible Department window will open.

Create New Responsible Department x

Department Name* |

Close

3. Enter a name for the Department in the field at the top of the window.

4. Associate room users with the department by adding them as department members. Add members to the department by
clicking on the Add button.
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0. ICK Add.
7. Once users have been added to the department, select the Document Types tab and click the Add button.

8. The Select Document Type window will open. Drill down in the document categories or use the search bar to locate the
document types which will be associated with the department.

9. Check the box next to the document type
10. When all required document types have been selected, press Select.
11. Press Create to finish creating the department.
12. The new Responsible Department will appear in the list of departments.
Editing an existing department and its members
To edit an existing department, follow the steps below:

1. Select the Responsible Departments area from the Users Management module.
2. Select the department to be edited from those listed.
3. Click Edit above the list of departments. The Edit Responsible Department pop up appears.

Technical Documentation -
Users Management / Responsible Departments

# Edit X Delete
1-10of1 (1 selected)

¥ =

Department Name

4. Add or remove any members or document types assigned to the department as needed and click ‘Save’. Refer to the
screenshot below:

Edit Responsible Department x

Department Name |Tes:‘

Members  Document Types

© Add

Name

Deleting an existing department
Administrators have access to delete departments when necessary. To do so, follow the steps below:
1. Before a department can be deleted, any associated document types must first be removed using the steps listed above for

editing a Responsible Department.
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— Technical Documentation -
Users Management / Responsible Departments

%@J Add # Edit % Delete

1-10of1(1 selected)

Department Name

4. A confirmation message will pop up:

Delete Departments x

Are Su sure you want to delete the selected departments?

5. Click “Yes’ to delete the department.

Responsible Department Views
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S = Manage Filters © Create New Filter
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Fy @ Principal Sclentist @ Reg_Submission_Redacted - Copy (5)
Q@ Project Management @ Reg_Subemission_Redacted - Copy (3)

O Regulatory CUA - COPY

gula
Screen Shot 20170710 at 2.38.16 PM

Other Approvals_eD12GyRn

Site Initiation Visit Report

\

One of the business challenges with eTMF is the ability to ensure that documents are submitted ina timely fashion as the trial
progresses. To ensure that this happens, it is important to know whichperson or department is responsible for authoring,
collection, and submission of each required document and placeholder.

While CRAs are often responsible for document collection from the sites, many other documentsmust be collected from
internal groups, regulatory authorities, IRBs/IECs, and partners.

10.1 introduces the definition of Responsible Parties and Owners to Trial Interactive. For each
Document Type, the responsible group or person may be defined. These definitions may be set up
using groups within the room for a flexible assignment of ownership. Once configured,
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documents for each Responsible Department or Owner.

Setting up Responsible Departments

In order to set Responsible departments, the user should navigate to the Users Management Module. There is a new icon
present on the menu at the left side of the screen which represents theResponsible Department management area.

Clicking on this will open the Responsible Department management area.

1. Press the Add button in order to create a new department. The user could also press the Edit
button in order to make changes to a preexisting department.

2. Enter the Department Name.

3. Select the Members tab to add users to the department.

Once the department members have been selected, change to the Document Types tab. From here,the user can drill down in
the folder structure to assign specific document types to this department.Check the box next to the document type and press
Add.

If there is no box next to the desired document type, this indicates that the document type has alreadybeen assigned to another
department.

Once all required members and document types have been assigned to the department, press theCreate button in order to
create the department.
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Create New Responsible Department x

t Name Demo Department

Members Document Types

O Add
Document Type Name
Site\01 Trial Management\01.01 Trial Oversight\01.01.06 Recruitment.
Site\01 Trial Management\01.01 Trial Oversight\01.01.11 Debarment
Site\01 Trial Management\01.01 Trial Oversight\01.01.14 Audit Certifi.

Site\01 Trial Management\01

o

1 Trial Oversight\01.01.15 Fllenote Ma.
Site\01 Trial Management\01.05 General\01.05.02 Tracking Informati.

Site\01 Trial Management\01

S General\01.05.04 Filenote
Site\02 Central Trial Documents\02.01 Product and Trial Documentati...
Site\02 Central Trial Documents\02.01 Product and Trial Documentatl...

Site\02 Central Trial Documents\02.01 Product and Trial Documentati...

Site\02 Central Trial Documents\02.02 Subject Documentation\0

Site\02 Central Trial Documents\02.02 Subject Documentation\02.02.

~

Site\02 Central Trial Documents\02.02 Subject Documentation\02.02..

Site\nN? Central Trial Dacumeanta\nN? 02 Subisct DOCHMANTATINNNZ .02
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Chapter 6. Room Settings

Access the Room Settings from the Main Navigation by clicking the Settings application. Refer to the screenshot below:

Training Room 1 -

@ Settings

Seree

[~

CRA . .
Reconciliation Quality Review

Users .
Management Q&A Settings

A

¢ The Administrator can access the modules from the left pane of the Room Settings page.

¢ By default, when Administrator users click on Settings, it only displays the first item of the General Settings, which is
the About page of the study room.

¢ The modules of the Room Settings are displayed in the left pane.

¢ Every room setting module that displays on the left column is divided into sub-sections, allowing specific modifications
for each defined category.

¢ To view and modify a specific module of the room settings, click the Expand button which is located next to each
module name. This reveals the sub-sections in the respective module.

¢ When each sub-section of the room setting tab is clicked, it appears as a separate tab on the right side of the screen. If
users click multiple sub-sections, it will not override the previous tab; instead, separate tabs will be created for each item
clicked.

¢ Toclose the tab, right click on the tab and select Close Tab.

¢ Right-clicking a tab will also provide an option to Close All Tabs and Close Other Tabs. A Search box is also
available in the Settings.

¢ If users wish to search for specific settings, simply type in the word without looking through the entire settings menu.
The features mentioned will further be discussed in the following sections.

¢ Administrator users can view and change most of the room settings in Trial Interactive. The client is given orientation on
making the initial settings and on changing the settings in the client walkthrough.

¢ Typically, the room’s settings will be decided upon during the client walkthrough, and the settings will remain
unchanged, for the most part, for the duration of the study.

Refer to the screenshot below:
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s raining Room 1w

Settings
Search Q| l«
[ o oo [T
B About

K About This Room

B Instructions

& Organizations List
B Data Grid Navigation
B Machine Translation

¢ Milestones

General Settings
Individual settings windows are typically available to you as an Administrator under the General Settings tab.

About

B About
Room Name: Training Room 1
Room Type: Study Start-Up
Creation Date: 23 June 2017 23:38:43 EST
Time Zone: |(UTC-05:00) Eastern Time (US & Canada) *

at @

Date For

Project Code: SWS Training Room

laborative #291 [go to the room]

Document Upload: Not Expected
Study contact#: [215-555-0011
Study Contact# Help |For assistance, please contact Jane Doe, Sr. PM, by email or at this nun
Text
~| Total Document Count: 786
eTMF Document Count: 722

Start-Up Document 64
Count:

This window displays the room’s name, room type, and creation date besides other details. Here you can add a phone number
for the Study contact person along with the text of the message that will pop up on the screen when a user exercises this
option. The total page count and document count for the room are also available here. You can click on the expand icon to
view details. Once desired changes have been made, click Save at the bottom of the box.
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About This Room

B About B About This Room
<> TimesNew . ~ 12pt ~ B I U A-RA~- f WM E E E = = E E Insertz#UserNamess

Welcome, #HUserName##,

This is the training room for TI10. The contents of the About This Room dashlet are configured by the room administrators from the Settings
menu.

Use this area to say whatever you would like about the ongoing study.

o

In this window, the user can see and change the information contained in the room’s Welcome message, which is the
message that all users see when they access the room. This space can be used to share important information about the
study once the study is in full swing, and the welcome message is no longer necessary. Once you have made the
desired changes, click Save in the lower-left corner of the box.

You can view the Change Log History by using the Change Log button that is directly available on the bottom right
corner of the About this Room dashlet.

Instructions

Instructions under general settings will be filled out by Administrator-level users. By doing so, this portlet will give
‘instructions’ to those users who can perform limited actions on SSU documents (i.e.,they will be given a simplified
User Interface). Unless a user is viewing a simplified Ul, this instruction portlet will not be visible to general level
users.

Dashboard Setup

Dashboard setup can be accessed via modules. Select any module through the Main Navigation. For example, select
eTMF. You can see the setup options like this:

£ Edit Dashboard £ Edit Default Dashboard = ## Dashlets

To modify the availability of dashlets to users, click on Dashlets button.
1. This Dashlet setup screen appears:

.

Title
By Workflow Status

Description
Document processing Status in wDocuments

the Document Review Workflow Approved Submissions

By Workflow Status

Documents to be Signed

Available for Document Submissions

Administrators and above - Popular Documents
Documents View
My Favorite Documents
b ETMF
Users
Recent Communication Log
winvestigative Sites
Expiring Sites
Milestone Type Report
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2. Expand the options by clicking on arrow”  and select the desired one. Once the option is selected, details such as Title,
Description, and Available For, get displayed on the left pane.

3. You can edit the Title and keep it as per the choice.
4. In the Available For field, you can select the option for whom the dashlet will be set. See below image:

Title
By Workflow Status

Descriprion

Document processing Status in
the Document Review Workflow

Awvailable for

Administrators and above v

Administrators and above
Editors and above

Readers and above
Disabled

5. Click Save upon the changes is made.
From the Dashboard Settings, the following activities are available:

1. Setting and Renaming a Dashlet
2. Default Dashboard Setup

The above activities are discussed in detail in the sections below.
Renaming a dashlet
To Rename a Dashlet follow the steps as below:

1. Select the dashlet and click in the Title field to edit its name.

Dashlets
Select the textio
Title edit the fitle
By Workflow Status]
Description
Document processing Status in wDocuments
the Document Review Workflow Approved Submissions
By Workflow Status

2. Click Save.

Default Dashboard Setup

You can set the default dashboard for the minimum level role by clicking the button Edit Default Dashboard. The Default
Dashboard Setup window opens. Make the appropriate choices as required and click Save.
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Edit Default Dashboard Administrator

Claimed & Unclaimed

Count of documents with the following
tatuses of Undlaimed snd In
Progress (Claimed, Clarification Status)

workflow

> Documents
Mandatory - B eTMF
eTMF Health
Documents Expiration
Rejection & Clarification
My Queries
Open Queries By Age
Users

Recent Communication Log

> Investigative Sites

> Common

& Edit Dashboard © Edit Default Dashboard ~ © Dashlets
S

Reader

Editor

Administrator Cancel m

Milestones Settings

Follow the steps below to configure milestones:
1. Navigate to Main Navigation-> Settings->Milestones.
2. The Milestones window opens with the list of milestones.
3. Toadd a milestone, click Add from the right panel. Refer to the screenshot below:

B About & Milestones

[site | | |

Study _ Milestone Type Enabled

Site typel s
type2 fes

[[] domain site mile 3 type3 Yeg

[ pssv typel e

[71 active mile mile type 1 fes

[ pollytry MilestoneCoutry fes

[T RM Milestone TestCountry3 fes

[[] roomspecificmilestone Site Yeg

4. The Milestones Profile window opens. Refer to the screenshot below:
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Milestone Profile X
Milestone from: Existing list @ New
Milestone Name: * Techwriters Milestone
Milestone Category:*  Site v
Milestone Type: Site ’V +
[ ok |

5. Choose from the Existing list of milestones to enable that milestone for your room or enter the milestone name to create
a New milestone. Refer to the screenshot above.

i.  Select the Milestones Category as Study, Site, or Country.
ii.  Select the Milestone Type from the dropdown and click Ok.
iii.  To select the Milestone Type of your choice, you will need to add milestone types.
a. You can create Milestones Type on the fly by clicking the ‘+’ icon in the Milestone Type field.

b. Once a milestone type is created, it will not automatically populate in the textbox. Select the milestone type
from the dropdown.

6. The milestone thus created is enabled by default.
7. Double-click a milestone, or select an existing milestone and click Edit to edit a milestone.
8. Select a milestone and click Delete to delete it.

Inbox Settings

From this page, Admin can enable the Inbox feature.
1. Navigate to Main Navigation->Settings->Inbox. Refer to the screenshot below:

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 75 of 577

raining Room 1 «

Settings
Search Q| [ | m About & Misstones * | (8 Inbox
S
9 Enable Inbox Feature

&9 Milestones

010.tnalinteractive.com

Inbox Email'* | TrainingRoom1

51 Forms Seftings

& General Integration [0 Check Dup!
» B Documents Start-Up inbox
» % Document Types & Enable

» B Required Documents TrainingRoom1ssu @demo10.tralinteractive.com

» @ Countries

» 08 Investigative Sites
@ IRBEC

» = Email
= Document Templates

» B Audit TrainingRoominbox_comn @demo10 trialinteractive.com

-

7 Workflows

-

Y\ Security Hash Value

v

/ E-Signature
» [ Tasks
b & Q3A

& FAQ

nts with these specific email domains

Inbox

1. Admin can Enable Inbox Feature by ticking the checkbox to make it possible for room participants to send trial
documents directly to the room’s inbox.

B Note: The Administrator has the ability to disable the inbox feature or to allow non-participants in the room to
send documents to the room’s inbox.

2. Ticking the checkbox of Convert Email Body option will automatically convert the emails that enter the Inbox into
PDFs.

3. Choose Unpack Zip-Archives to extract files from an attached zip folder.

4. To prevent duplicate publishing of email converted documents to the room, activate the Check duplicates by the hash
value.

Start-Up Inbox
1. Admin can Enable Start-Up Inbox by ticking the checkbox, and the user can send the documents to the Start-Up Inbox.
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2. Ticking the checkbox of Convert Email Body option will automatically convert the emails that enter the Inbox into
PDFs.

3. Choose Unpack Zip-Archives to extract files from an attached zip folder.

4. To prevent duplicate publishing of email converted documents to the room, activate the Check duplicates by the hash
value.

Communication Inbox
1. To enable the Communications Inbox, tick the checkbox next to it. These emails can be located in the Inbox from the
Communications Module.
2. If you choose to file email converted documents to the eTMF as Final, tick the checkbox Documents as Final next to it.
3. Enable the Merge Attachment option to merge attachment into one document. Besides the above options, you can also
enable the following options for the Inbox:
1. Accept email from room participants only: This option, when enabled, only the room participant can send the
documents.

2. Accept email from ANY non-participant: This option, when enabled, allows a user outside the room to send
documents via emails.

3. Accept email from non-participants with these specific email domains: This option, when enabled, a user can send the
documents via emails with the domains defined in the Email Domains text box below the options. Refer to the screenshot
above.

Forms Settings

Clients sometimes request custom settings to form fields that appear in several forms throughout a Tl data room, such as
document type metadata fields, question and answer forms, and audit form options.
« Metadata system fields can be switched off and on from this view.

¢ Changes here will affect the fields that users have the availability to view in document profiles for all different document
types in a room.

¢ Settings here work in conjunction with Q&A Settings, with Document Types settings, and with Countries settings.
Custom metadata fields can be created and set up here, too.

¢ Making changes to these advanced settings should only be done in close consultation with the Project Manager.

Navigate to Settings module and select Forms Settings
The Metadata Fields window opens in the grid. Refer to the screenshot below:

T Metadata Fields

|Oa:c / Edit @Delete || Advanced Validation [ Change Log ] System Fields @ Custom Fields | (& All Columns || Searct Ql

Searches Coding Workflow Fields Workflow Actions Export Grid Notification Mass Coding Related Fields Readonly Required

Though the individual fields and field options differ from form to form, the operations to add, to delete, and to edit these
settings are consistent across the array of forms. From here you can perform the following settings functions:

Adding a Custom Field Editing a Metadata Field Deleting a Field
Setting Advanced Validation Fields

Adding a Custom Field

1. Click Add from the menu bar.
2. The Create Metadata Field window opens. Refer to the screenshot below:
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Field title:*

Description:

Field type:
Options:”
Include in:
Category:
Readaonky:
Required:

Validation type:

Create Metadata Field

Keyword Lookup

Radio

(Checkbox
Radio

Combo

none

dsosis | e

3. Select the appropriate option.

« Checkbox — the values entered display as a list and users can choose one or more
e Radio — user must choose only one value from the list
e Combo — users can choose only one value from a dropdown list

No apM

Click the Include in dropdown arrow and select the appropriate option.

Select the Document Type Category or categories in which this new custom field will appear.
Click the Read-only checkbox if the client has requested that option.

Click the Required checkbox if the client has requested that option.

E Note: If this option is activated, users can’t save the form unless this field is filled out when they have made
modifications to a document’s Document Profile metadata.

8. The Validation type field is dependent on Field Type. For instance, if the Text Field Type is selected, you might restrict
the entries made there to alphabetical characters or alphanumeric characters.

9. Click Add to Grid. The view returns to the full Document Profile Form display.

Editing a Metadata Field
1. Click Edit in the menu ribbon. The Edit Metadata Field window opens. Refer to the screenshot below:

Field title: *

Description:

Field type:
Options: *
Include in:
Category:
Readonly:
Required:

Validation type:

Edit Metadata Field

Description

Lang Text

Searches, Export, Grid

1
]

none

v

(e

2. Make appropriate changes in the available fields.
3. Click Update in grid at the bottom of the window.
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Deleting a Field
1. Select the field to be deleted. The row highlights in light blue.

2. Click the Delete from the menu ribbon.
@ Note: If the field is already in use, you will see a warning message, asking if you really want to delete the field.
3. If you delete by mistake, you can click the Undo button to undo the changes.

Setting Advanced Validation Fields

This advanced function that links two or more metadata fields based on specified validation criteria is not generally used by
Administrators.

@ Note: Consult closely with the Trial Interactive management team before making any changes here.

1. Click Advanced Validation in the menu ribbon. The Edit Advanced Fields validation window opens. Refer to the
screenshot below:

Edit Advanced Fields validation x
Advanced Flelds Validations Validation Criteria

© add @ Delete + ¥ | When | ¥ | Equals
Apply actions to fields listed below

Criteria Condition

equals ™

Make Required Actions

Comments

Contact

Country

Disable auto Document Name
Document Date

Document Name

Document Status

Document Type

Document Version Number
Effective Date

Exclude From Expired Documents

Expiration Date

™
.
0O
O
O
0O
0
]
0
]
.
[
0
[

IMC big key -

2. Click Add in the Advanced Fields Validations panel on the left. The Validation Criteria panel on the right activates.

3. From the When field dropdown, select the metadata field that will trigger an action in another metadata field or fields.
Those fields are selected in step 7 of this process.

4. Complete the Equals field.

@ Note: For fields for which the field data must be selected from a particular set of options, you need to choose
from the dropdown menu of selections. For date-related metadata fields, the Equals field converts to acalendar
selection. For some metadata fields, the Equals field is a textbox.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2
= T R |

A L
l INTERACTIVE Trial Interactive User Guide Page 79 of 577

5. Click the Actions button. Select the appropriate radio button to define what action will be implemented in the field or
fields that will be selected in the next step of the process.

6. Click the checkbox or checkboxes for the field or fields that you want to be affected in this field validation.

7. Click Save. The selected Action will apply to the selected Fields when the Validation Criteria you have set are met in a
particular document’s metadata.

General Integration

By default, all documents uploaded into the system will take its place in a subfolder by the name of the user uploading the
document that is created automatically under the Upload folder. Such documents will then go through the normal workflow
process.
Through Integrations, the client can opt to skip the workflow process of a document and upload it directly with its status as
Final. To allow uploading of documents as final, two criteria must be fulfilled:

1. Assign a related folder for the document types of the documents to be uploaded, and

2. Enable auto-indexing for the documents.
Documents, on uploading, would then move directly to the related folder assigned to their document types and acquire the
status as final. Refer to the screenshot below:

1. Navigate to the Main Navigation->Settings--> General Integration.

2. Tick the checkbox to upload documents as Final

3. Tick the checkbox to skip validation of duplicated document name.

Training Room 1
Settings

Bearch Q| (% | W About =& General Integration

[ Forms Settings “ @ Upload documents as Final

| > General Integration | @l Skip Duplicated Document Name Validation

» B Documents
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Documents

All settings related to documents in a room are made here. You can perform the following document settings from here:

1. Documents Module

Document Process Option
Document Replacement Reasons
eTMF Health

Index Outline

Non-PDF to PDF Conversion

7. Export Configuration

I A S

All of the above are discussed in separate topics accessible from the left panel of this help.
Documents Module

Auto Purge Settings

Clients might ask that documents that have, for some reason, been uploaded or sent to the room and then deleted, be purged
completely from the room.

1. Navigate to Main Navigation -> Settings -> Documents Module -> Auto Purge.
2. Click the checkbox next to Enable auto purge. Refer to the screenshot below:

K About I About This Room | Documents Module *

Enable auto purge:

Days to auto purge: (30

Document Expiration

Expiration Dashboard View: (30

Expiration reminder: |60

Notification Recipients 0 users 1 groups selected

Document Name

auto generated document name as output name (export, download, email
attachme

O Regenerate Document Names ~
Type of Document Link

(® Link to Document

QO Link to Document with Metadata

(M=

nable coding on Mass Import window as default option

M Save « Undo

1. Adjust Days to auto purge by clicking the box and typing the number requested by the client.
2. If that is the only requested change to the settings in this module, click Save.
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Document Expiration Settings
As an Administrator, you might want to specify the time by which a document will expire and require a new version.

1. Navigate to Main Navigation -> Settings -> Documents Module -> Document Expiration. Refer to the screenshot
below:

Document Expiration

Expiration Dashboard View: |30 ¥ | days before

Expiration reminder- |60 ¥ | days before

Notification Recipients: m 0 users 1 groups selected

2. The Expiration dashboard view field controls how long before a document expires that it will appear in the Expiring
Documents list in users’ Dashboard view.

3. Insert the number of days requested by the client.

4. The Expiration reminder field controls how many days before expiration, a reminder email will be sent to users and
groups selected in the option below to receive this reminder. Insert the number of days requested by the client. By
default, the value of both fields is 10 days before.

5. Click Select from the Notification Recipients field to select users/groups to receive a notification email.

Members X
Users b Search Q| Selected Subscribers
0 Last Nam... FirstName Email Phone Mobile... Organizat... 0 Name Email
i testeditor1 @ti.com ti.com a QcH1
F 8 Test12124@ti.com ticom A Reader 100 TIReader1 00@ti.com
A 100 Reader TIReader1 00@ .com /
4 100 Editor ti_editor100@ti.c.. ti.com
A 101 Reader TIReader101@ti ti.com
A 101 Admin Tladmin101@ti.... ti.com
A4 101 Eddie ti_editor101@ti.c.. ti.com
M;’EQE 1 UT;‘ > ] E‘;ﬁ ‘‘‘‘‘ UISDlavlﬂ;I users 1-50 0158 | Select the users by double clicking or drag the entries to this pane
o] e ]

Automatic Document Name Generation

Clients can choose to set the auto naming pattern for a document type and generate the document name automatically
as per the pattern.

Automatic Document Name Generation

Use auto generated document name as output name (export, download, email
attachments)

) Regenerate Document Names ~
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1. Tick the checkbox to enable Use auto-generated document name as output hame option.
2. Click Regenerate Document Names button to regenerate document names of selected document types.

The Select Document Types to Regenerate Documents Names window. Select the document types and their
categories for which you want to regenerate document names. Refer to the screenshot below:

Select Document Types to Regenerate Documents Names x

[¥] Automatically check child items | Search Q
w & All Document Types
v & L) General
» % O 01 Trial Management
» % O 02 Central Trial Documents
» % O 03 Reguiatory
» % (J 04 IRB or IEC and Other Approvals
% (J 05 Site Management
» % J 06 IP ana Tnal Supplies
» % (J 07 safety Reporting
» % (J 08 Central and Local Testing
» % O 09 Third Parties

» % [J 10 Data Management =

4. You can also choose to Regenerate all the document names in the dataroom by clicking the dropdown option
Regenerate all document names in the dataroom. Confirm the popup by clicking Yes to proceed further.

5. For either of the options mentioned above, a background job starts which then exports the document names in a .xIsx file.
On receiving a notification about completion of the job, click Job Result to retrieve the file.

Document Upload Date as Document Date

@ Note: Even though it is not advised to do so, an Administrator can change the naming and dating conventions used for
documents that are bulk uploaded or delivered to the room through the Inbox.

1. Enable the Use document upload date as the document date for bulk upload and Inbox option by ticking the
checkbox.

2. Now, the upload date will automatically be assigned as the document date in the document profile. Refer to the
screenshot below:

@ Use document upload date as the document date for bulk upload and Inbox

Document Replacement Reasons

From this section, an Administrator can configure the set of reasons that might be applicable to replace an attachment to a
document. These reasons, so configured, will appear in the dropdown of Choose replace reason while replacing a document.

1. Navigate to Main Navigation->Settings -> Document -> Document Replacement Reasons. Refer to the screenshot
below:
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K About | Document Replacement Reasons
© Add

Reasons

Admins configure drop down choices
Poor Scan

Updated/revised version

Original was missing page(s)

Click Add from the top ribbon bar. Create new reason popup opens.

Enter the reason and click Create.

The reason thus created is added to the list of reasons in the panel.

You can also choose to Edit or Delete a selected reason from the top ribbon bar options.

g~ wDd

eTMF Health Settings
The eTMF Health dashlet provides information regarding the current health of the eTMF system by indicating what
percentage of required eTMF documents are collected/missed so far.
The eTMF Health functionality under Settings -> Documents Module -> eTMF Health, if enabled, checks for:
1. The configurations and current status of milestones
2. The status configurations and current status of a document

This check helps to leverage the eTMF completeness reports and the eTMF Health dashlet to reflect the correct health of
the eTMF system. Refer to the screenshot below:

K About K ¢TMF health

Check milestone for eTMF completeness (7}
Check status for eTMF completeness (7]
Document is collected: @ Document is submitted to the eTMF

() Document is submitted and QC Final

These settings will affect all dashlets and reports related to eTMF Health and completeness. Moreover, clients can also
choose to reflect in the reports documents collected and submitted to eTMF or QC Final by selecting one of the radio
options as shown above.

Index Outline
The administrator can decide on several functions and appearances related to the Trial Interactive room's index.

1. Navigate to Main Navigation->Settings->Documents->Index Outline
2. All documents imported are populated in the Upload folder. Refer to the screenshot below:

@ Note: A new Index sub-folder inherits the permissions from its parent folder.
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& About B eTVF heaith § Index Outline *
" Upload
folder name.* |“INDOX

Index name Customize your Index name

Default index position | 12 Staging
for Ada d ment

3. If a user emails documents to the room, such documents get stored in the Inbox folder of the room.

@ Note: Index Outline is a group of settings that Administrators should leave unchanged. The settings here are those chosen
by the client during the initial room setup. Before making changes here, consult with the Project Manager and/or the Client
Services Team.

Auto Prefix
The folders in a room index are numbered, and the subfolders follow a standard numbering system.

¢ These folder numbers are called as Folder Prefixes, whose settings can be decided from the Auto Prefix option.

¢ Activate or inactivate Auto Prefixing of folders in the room’s index by ticking the Use auto prefix checkbox. Refer to
the screenshot above.

¢ Ifnot selected, folder titles will appear in the index just as they were typed in during the creation of the room’s index.
¢ Auto prefixing inserts the client’s requested prefix of numbers or letters to identify the levels of the folders in the index.
¢ Click the radio button for the prefix pattern requested by the client.
Documents Count
Numbers in parentheses after the folder names indicate how many documents are available to you in each folder.
¢ Click a folder to open the documents contained in it in the Documents Grid.
¢ Tick the Show documents count checkbox in the settings.
¢ Users in the room will see a number in brackets that indicate how many documents are in each index folder.

Changing the Index Name

If the client has requested some unique name for the room’s index besides the standard ‘Index’, then you have to first enable
the custom index name, and then type the custom name in this field.

1. If the client wants to customize the name of the Index, click the box to activate it. The Index Name field then becomes
active. Refer to the screenshot below:

Index name:* |Customize your Index name

2. Type in the custom name requested by the client.
If this is the only change requested for this panel, click Save at the bottom of the panel.
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Empty Folders Options
In this next section of this panel, you make selections for the client regarding the appearance of Empty Folders.

¢ You can enable or disable the Show Empty Folders Option.

¢ By showing that option, users in the room will see this checkbox at the bottom of the room’s folder index.
« Another option sometimes called for by the client is to show empty folders all the time.

e [f that is the case with the room you’re configuring, click this box — Show Empty Folders by default.

¢ Then, the room’s full index will always show in the documents view, whether the folders are empty or not.

Hide index on add new document

E Note: This setting is used only for non-admin users.
If this option is enabled:

¢ Index position will be hidden in the new document window.

¢ Butin case if auto-routing logic can't determine index position, this control will be displayed, so the user will be able to
specify index position manually.

¢ A document cannot be copied or dragged to a different location/folder by editors.

Auto Indexing

In order to activate either of these next two options — Enable Auto Indexing or Hide Index on add new document — this
Default Index Position for Add Document field must be completed.

¢ Click the magnifying glass. The full index

Select index posi to place the b3

Search Q

w & Customize your Index name

» @ (J 01 Trial Management

» W (J 02 Central Trial Documents

» B (J 03 Regulatory
» B 04 Country IRB_IEC Docs
» B (J 04 IRB/IEC and other Approvals

» B 05 Site Management

» 8 (J 06 IP and Trial Supplies

» W (J 07 Safety Reporting

» W (J 08 Central and Local Testing

» B (J 09 Third parties

Show Empty Folders
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list appears.

Select the folder indicated by the client.
Click OK. The window closes.
Click Save at the bottom of the Index Outline panel.

oD P

Non-PDF to PDF Document Conversion Settings

1. Navigate to Main Navigation -> Settings -> Documents->Non PDF to PDF Conversion.
2. Tick the checkbox to Enable non PDF to PDF conversion. Refer to the screenshot below:

Ik About B eTMF health Ik Index Outiine I Non-PDF to PDF Document Conversion *

Enable non PDF to PDF conversion
Conversion type: ® manual
QO automatic

File types enabled for |txt.rtf.doc,docx,png jpeg.jpg.xis Xisx,ppt,pptx

conversion:*

Type file extensions separated with comma, e.g. pdf, doc, xis

3. Select the appropriate radio button to make the conversion, Manual or Automatic.
4. Edit the list of file types that can be converted.

Document Types and Management

In this section, we discuss creating Document Types and various functionalities related to it. In the conduct of a clinical trial,
scores if not hundreds of different kinds of documents need to be collected, categorized, and filed — some general documents,
some documents that are specific to the countries in which studies are being conducted, and some documents that are specific

to the investigative sites involved in the study.
Al of these document types need to be set up and defined in the Trial Interactive room:

1. Navigate to Main Navigation -> Settings. The Room Settings page opens.
2. Select Document Types from the menu on the left.
3. The Document Types option expands to reveal two sub-options:

a. The Document Types Management and
b. The Common Configuration.
4. Click and view each panel separately. Refer to the screenshot below:

Training Room 1 ~ 0
ling Ssearch  ©Add~ ® a Stark ~
Settings cl 4 GaSar
oAt Q| [« m Avout Document Types Management *
» @ General ~ | ® Modify Document Types | 4 Import ¥ Export [ Change Log [Type nam Q] [select 1

& Milestones By Category v g O Document Type  Auto Nam...

& Inbox ¥ & All Document Types

B Forms Settings » W General

3¢ General Integration » B Country

» B Documents » W investigative Site

~|® Document Types
® Document Types Management

B Common Configuration
» B Required Documents ‘
» @ Countries
» {8 Investigative Sites
@ IRBIEC ‘
» = Email
i= Document Templates

» B Audit

» /' Workflows
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Document Types Management

E Note: Super Administrator users have the ability to turn On and Off Administrator access to Document Types
Management Settings.

. ! / Attention: This tab may not be available in your data room. The Document Types Management tab, if enabled, for
Administrator users, allows access to the auto-naming rules and to linking metadata fields to document types, enabling
conditional metadata. Auto-naming settings are complex, and it is preferred that Administrators work with the Trial

Interactive
;:t‘:i]géjom 1 Q Search © Add ~ A @ Arya Stark ¥
Search Q| [« | W About Document Types Management *
» % General « | % Modify Document Types | 4 Import ¥ Export E Change Log |Type name Q| [select 1
& Milestones By Category v o O Document Type Auto Nam...
& Inbox ¥ & All Document Types

[ Forms Settings » B General

>¢ General Integration » B Country

» B Documents » B Investigative Site

| Document Types
W Document Types Management

B Common Configuration
» B Required Documents ’/‘
» @ Countries
» A Investigative Sites
@ IRBIEC ‘ ‘

P = Email

= Document Templates

» B Audit

» # Workflows

Click the Document Types Management tab to open its dashboard on the right.

From this page, you can perform various actions as below. All of these are discussed in separate child-topics. Expand
this topic from the left pane of this help to reveal the following child-topics:
Modify Document Types Tree

Building the Document Type Profile

Specifying the Related Folder

Include Phases/Milestones

Adding Document Types to Required Documents
Include in Document Tracker Report

Auto Document Type Prediction Keyword(s)
Modifying Document Types Fields

Default Values

© N R WDNPE

Modify Documents Types

1. Click Modify Document Types option from the ribbon above the dashboard.

2. A new Modify Document Types’ Tree window opens, displaying the folder structure of Document Types in a tree
view. Document Types can be added to the category folders, edited in their current positions, and deleted through this
view. In the figure below, the Investigative Site folder is open, displaying the document types that are added in that
category.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 88 of 577

Figure 6: Modify Document Types' Tree

I About Document Types Management

Modify Document T;\-pesl Import Export Change Log

tegory v Document Type Auto Nam..
[Modify Document Types' Tree x

(s3]
)
[
(D

v & All Docu
» B Gene
v & All Document Types

» B Coun
v & General

Sl » % (O 01 Trial Management
» % O 02 Central Trial Documents
» % O 03 Regulatory
» % (0 04 IRB or IEC and Other Approvals
% [ 05 Site Management
» % (J 08 IP and Trial Supplies
» % O 07 safety Reporting
» % (J 08 Central and Local Testing

» % (J 09 Third Parties

» % O 10 Data Management .

© Cance

a. Toadd a new document type, click the main category into which the new document type is to be assigned. If the
folder already contains document types, click the + sign next to the category’s folder icon to see the document types
already contained in the category. The categories are marked by the yellow folder icons and the actual document
types by the blue document icon.

b. Click the Add button near the top of the window, or right-click the folder where you want to add the new document
type, or right-click the document type under which you want to add a sub-type. A new line appears with an editable
field that reads New Document Type. Refer to the screenshot below:

Modify Document Types' Tree x

Edit Delete

¥ & All Document Types
v &5 General
~ % (J 01 Trial Management
» % O Trial Oversight
» % O Trial Team
» % O Trial Committee
» % O Meetings

» % O General

INew Document Type] | I

» % O 02 Central Trial Documents
» % J 03 Regulatory

» % (J 04 1RB or IEC and Gther Approvals .

 cance

c. Type the name of the new document type to be added to the category folder.
d. Pressthe Enter key. If you have more document types to add to this or other categories, you
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e.

can repeat this process.

When you have added all of the necessary new document types, click Save at the bottom of the window. That window
closes, and you return to the primary Document Types view. The document types that you have just created has not
been routed to a proper index position. Refer to the screenshot below:

| About

W Modify Document Types

By Category ¥ o
w & All Document Types
v & General
» W 01 Trial Management
» W 02 Central Trial Documents
» W 03 Regulatory
» W 04IRB or IEC and Other Ap
» W 05 1P and Trial Supplies
» W 07 Safety Reporting
» % 08 Central and Local Testing
» % 09 Third Parties
» W 10 Data Management
» % 11 Statistics

» B Country

b B Investioative Site
»

4 Import ¥ Export

Document Types Management *

E° Mass Coding @ Delete B Add to Required Documents
O

Document Type Auto Nam... Profile Doc

= General Category - 1 Document type(s) Document Type:*

05 Site Management 05 Site Management

Short Name:

Document Type Id- @

Category:

Auto Name Rules:

Related Folder:
(Not Specified)

Due Date: @

Phases [ Milestones

Sty Miloctnnoe

[ change Log [Type name... Q| [select

Type Fields || Bulk Fields Update | Default Values

> I~

f.  Similarly, you can also edit or delete document types.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 90 of 577

Building the Document Type Profile

B About Document Types Management
W Modify Document Types |~ 4 Import Export | §° Mass Coding @ Delete B Add to Required Documents = [~] Change Log Ty ame Q| | Select filt X|v
By Category v C Document Type Auto Naming Rules Profile Doc. Type Fields || Bulk Fields Update || Default Values

& Al Doc LT o o -
22 3 validation category 1 Category - 4 Document typels) Document Type:

@8 General ed - ;

- W B validation type 1\sub validation 1 validation type 3

M Courtry

= Vi n Short Name:
3 fll Investigative Site W B validation type1

@ nrst category ¥ B validation type2

@8 second category 2 % B validation typea IRB Document Type Id: @
5 @ third category \J

el o= i This document type is fisted in required documents

@ Field validation category Document Type 1d:@

@ Field validation category 2

8 validation category 1
Category:

@ vaiidation category 2

Auto Name Rules:

Related Folder:

(Not Specified)

GG

Due Date: @

Phases / Milestones

Study Milestones: @

Include in Document Tracker Report I

Auto Document Type Prediction Keyword(s:: @

Select the new document type by clicking the checkbox next to the icon and the document type name. The panel on
the far right becomes active.
1. In the Profile tab, type in the Short Name for the document type. This can be the same as the Document Type name
that you created in the previous steps, or it can be abbreviated if the original name is long.
2. The IRB Document Type ID is one of the fields besides Site ID and IRB Number that is required by the system for IRB
Integration. This field will be available only if IRB Integration is enabled in the room.

This field can accept multiple values separated by semi-colon and should be unique within the document type category.

3. The Category has already been assigned by your first steps of creating the new document type, so this field is not
enabled.

4. Click the wrench icon next to the Auto Name Rules field. When the metadata gets filled out for documents of this type,
the auto naming rules you set up here will be applied to these documents. The client typically supplies a file with
prescribed document types and the auto naming rules that they want to be assigned to the document types. An Auto
Name Rules window opens. Refer to the screenshot below:
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Auto Name Rules x
Rule Editor:

Preview:

Available Templates:

Hardcoded Functions Fleld nsertions
Description Insertion
PrincipalinvestigatorFirctName ##PrincipalinvestigatorFirctNamet#
PrincipalinvestigatorLastName ##PrincipalinvestigatorLastName##
SponsorName ##SponsorName##
ContactFirstName #2ContactFirstName##
ContactlastName ##2ContactlastName#?
ProgramName ##ProgramName##

Insertion Description

Sor R k)

The following set of instructions describes the insertion of a standard set of fields for auto naming of documents of a
particular type. For this example, the proposed naming rules include the study Principal Investigator’s first and last
name and Sponsor Name.

a. Under the Hardcoded tab, double-click a description to be inserted as auto naming rule. The insertion appears in
the Rule Editor.

b. If you want to include fields present under the Field Insertion tab, double-click the description and further click the
green arrow in the Select Fields Document Profile. This too gets appended in the Rule Editor. The order in which
you select these naming elements is the order in which they will display.
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Select Fields Document Profile X
Field Name Field Title
$ClonedFrom$ Cloned From =3 -
$ClonedTo$ Cloned To 3
$CopiedToLinkedRoomsBy$ Published to eTMF By =3
$CopiedToLinkedRoomsDate$ Published to eTMF Date -
$Country$ Country 3
$CraDocumentStatus$ CRA Document Status .y
$DocumentUrl$ Document URL =
$EmailRecepients$ Email Recepients -3
$EmailRecepientsCC$ Email Recepients CC e
$EmailSender$ Email Sender - -

c. Click Close when you have included all of the necessary fields.

Version 10.2
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E Note: The fields stored under the Hardcoded tab are fields typically used in building auto naming patterns.
To include these, insert your cursor in the spot in the Rule Editor where you want this field to appear, then double-

click the Description of the field and it will be inserted into the naming pattern.

d. Back inthe Auto Name Rules window, click the white arrows icon to the right of the Preview box. The box
populates with a generic preview of the selected Auto Naming pattern. Refer to the screenshot below.

Auto Name Rules
Rule Editor:

Preview:

Available Templates:
Hardcoded | Functions

Description

##PrincipallnvestigatorFirstName##$$DP.$AmendmentitemNumber$$$

Field Insertions

Insertion

x

e. Click OK at the bottom of the window. You return to the main Document Types view.
f. Click Save at the bottom right of the Profile tab window.
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Specifying the Related Folder

1. In the Profile tab in the panel on the right, click the magnifying glass icon next to the Related Folder box.

Related Folder:
[Not Specified)

Q

A window opens, displaying the folders available for assigning the new document type.

2. Select the proper folder or subfolder for the document type.

Select Folder X

B Index
ol 01 Tral Manggemeont
8 0101 Trisl Oversight
8 1101.02 Trial Team
o @ 101,03 Trial Coerwrittee

8 /101,09 Mectings

g M01.05 General
|& 010501 Rebeant Commurications |
B8 1 01.05.02 Tracking krformation

8 | 01.05.03 Other Meeting Materal
B 11010504 Flencte
02 Central Trial Docurments
03 Regulstary
05 Site Mansgement_Test
04 IRBEC and other Approvak
D6 IP and Triad Supplies
07 Safety Reporting
0€ Cenmtral and Local Testing
0% Third parties
10 Data Masagement
11 Statistics

Stagng

EERRERERERRRPRER

Rejected Documents

pexseceea]| ok || ol |

In this example, we have chosen the Relevant Communications folder.
3. Click OK at the bottom of the window.
4. Back on the main Document Types view, click Save at the bottom of the panel on the right.
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Include Phases/Milestones

To add Document Types to Milestones in your room, click the Study Milestones dropdown in the Phases/Milestones section
of the Document Type Profile window. Refer to the screenshot below:

Doc. Type Fields Bulk Fields Update Default Values

Short Name: -
IRB Document Type 1c: @

Document Type Id: @

Milestone Enabled Auto ..

Ca ;
| room study mile 1 ¥ 1=

" Study dom 111

Al
new study 1

| E
|

milestone 3

=l
O |
—

milestone4
Re

study 1

study 2

study 3

domain study mile 1

domain study mile 2

OOO0OOOO0OOS

domain study mile 3

room study mile 1, Study dom 111, new study 1, milestone 3 E

[I Include in Document Tracker Report
Auto Document Type Prediction Keyword[s):e

Enter keywords one item per line

Save Cancel

From the list of milestones that appear:

1. Tick the checkboxes to select the milestones that apply to the current document type
2. Click Save.

These milestones, when added to the document types, help to track the eTMF Completeness of documents associated with
them, and generate eTMF Completeness Reports.

Milestone Related Fields Auto Enabling

When a user selects one or more items in the Study Milestones, Investigative Site Milestones, or Country Milestones files in
the Document Type Profile, the system will automatically mark the 'Milestone' and '‘Milestone Date' document fields as
visible and required. This will be reflected in the custom form fields list in the Doc. Type fields window of the selected
Document Type; an information message will also be shown. Refer to the screenshot below:
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Profile Doc. Type Fields Bulk Fields Update Default Values
|| Inherit from General / Tools ¥ | Field name... Q
Title « Visible Required
KEYWOraLooKUp 4] 1} N
Milestone
Milestone Date

-

© Grayed options cannot be changed due to the mandatory system configuration

Besides the above, a document type can also be added to a milestone by either of the following ways:
1. From Required Documents window
2. From Sites Profile window while adding or editing sites

Adding Document Types to Required Documents

You can know if a document type is added to the required documents list from the Required Documents icon that appears in
the grid next to the document type category. Refer to the screenshot below:
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R About W Document Types *

D Types

W Modify Document Types  # Modify Categories 4 Import ¥ Export

By Category v Document Type Auto Naming Rules

£ @ All Document Types = General ed Category - 76 Document type(s)

() @ General ed

@ Country % 111 Gen special form
& Investigative Site 0% E 2193 validation general $$DP$$CountrylS03$$$$$5...
[ @@ first category 0% I approveroutel
& @ second category 0% audit 1 _$$DP.Document Type$$_10
@ é third category 0% audit 123 _$$DP.Document Type$$_10
:_: : E:Z:Z ::::::z: :::iz:: 5 [ % audit 2 _$$DP.Document Type$$_10
() @@ validation category 1 0% Adiess
@ i validation category 2 O% autoname with attach $$RP.Sponsorld$$_$$RPRegi...
[ % Complex criteria 1
[ % Complex criteria 2
0% 111 Gen special form\copy
[ % 111 Gen special form\copy\copy
|

1 & custom form validation
1% Custom general $$DP.$$CountryName$$$$$...

A document type can be added to the required documents list from the Add to Required Documents button located on the
toolbar above the Document Types Management window. Refer to the screenshot below:

B About Document Types Management

W Modity Dotument Types # Modity Categonies | 4 Import  d Biport | 87 Mass Coding @ Detete | B Add 10 Recuired Documents Change Log

Besides, you can also make a document type a required document from the Required Documents window.

Include in Document Tracker Report

To specify that any Document Type will specifically be included in the Document Tracker Report, tick the Include in
Document Tracker Report checkbox from the Document Types Profile window. After making any changes, be sure to
click Save at the bottom of the window. Refer to the screenshot below:
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W Modify Document Types | 4" Import & Export | §°Mass Coding @ Delete [ Add to Required Documents | [T Change Log Type name. Q| | Select fiter x|v

By Category w ol | Document Type Auto Naming Rules Profile Doc. Type Fields Bulk Fields Update Default Values
W duplicate validation S

W Executed_Mutual Non Disclosure

1% Final Executed Clinical Study Agre

W for activation1 IRB Document Type Id: @

& Investigative Site Category - 1 Document type(s)

v % 1S Closed 1

Short Name:

W for country with selected status
W for IRB with selected status

W foris2

® mv

® b1l ‘ Category:

Document Type Id: @

W ib12
W ib21 Auto Name Rules:

W ib22 |
% IRB required doc 1 Z

% IRB required doc 2

Related To:
W isamendment 1

<

W isamendment 2
W isamendment 3 Related Folder:

W 15Closed 1 (Not Specified) L
W 1SClosed 2

W 1SClosed 3

Due Date: @
W is country dt4
W 1S Custom 2
W 15 Custom 3 Phases / Milestones
W iscustom4 Site Milestones
W isdoctype 1 =
% 1S field dependencies test
¥ 1S for export Investigative Site Status: @
W is generaldt3 v
W ISindex dt2
W 1S Initiated 1 —
W IS Initiated 3 [ Include in Monitoring Visits
% IS Maintenance 1

W 1S Maintenance 2

: [ s | oo

Auto Document Type Prediction Keyword(s)

Out of the hundreds of potential document types that might be present in a study, many of those document types
might be auto predicted. For example, Curriculum Vitae, the 1572 form, a financial disclosure form — practically any
required regulatory pack document or any document for which a sponsor has a template to send to investigators. A
Super

Administrator user needs to activate this option in the room. When this feature is activated, and a document is
uploaded, it goes into a queue. The system searches the first page of each document for the keywords entered for all
of the document types for which keyword identifiers have been entered.
1. Open the Profile for the document type for which you want to add the Prediction Keywords in the Document Types
Management settings.

2. Type Keywords into the field, one keyword per line.

Auto Document Type Prediction Keywordi(s) 7]
STATEMENT OF INVESTIGATOR

1572

Vitae|

3. When all of the appropriate keywords have been entered, click Save at the bottom of the Profile panel.

Modifying Document Type Fields
In some cases, you may need to change which metadata fields are available for a particular document type.

1. Toinitiate a change in the availability of metadata fields, click the Doc. Type Fields tab next to the Profile tab in the
panel on the right.
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Profie Dee. Type Fields Buk Figitls Upaane Dalmit Yahee

7 Inher® from Investigetive |

Tithe « Visibsle Reguued

2. Uncheck the Inherit from {Category Name} box at the top of the pane to break the inheritance. The pane
becomes active, no longer grey in appearance.

3. Click the boxes in the columns marked Visible and Required as dictated by the client request.

@ Note: If you have already established a standard set of metadata fields for the documents, you can use this
shortcut:

a. Click Tools.

b. Select Clone Fields from.

Then select another document type whose metadata fields are the same.

4. When you have finished making the requested changes, click Save at the bottom of the pane.

@ Note: The Search box allows you to type in simple search criteria to help you find particular metadata fields in
the list.

Default Values

By implementing the Default Values options when defining a document type’s profile coding, you can set a specific
metadata field value to auto-populate based on the document type.

1. To use these new options, you must first create a custom metadata field in Form Settings. You must be sure to include
the custom field in Coding before you save the final changes.

Select the specific document type to which you want to add the field that will auto-populate with the default value.
Click the Metadata Fields tab.

Click the necessary checkbox.

Click Save.

Click the Default Values tab.

Click the Add button.

N o g~ wN
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The Field textbox activates. Click the dropdown arrow at the right end of the box.

8. Select the necessary custom metadata field from the list.

9. Press Tab on your Keyboard.
10. Set the field’s default value by typing the value in the textbox.

Profile Doc. Type Felds || Bulk Fields Update [| Default Values

@ Add | @ Delete
Field Default Value

11. Click Save.

When any document is assigned to that document type, the custom field will auto-populate with the default value you
established.

Common Configuration

Clicking Document Types Management opens its dashboard on the right. Refer to the screenshot below:

Training Room 1 =
Settings

Search Q| [«] | l§ About i Common Configuration

C “ | &) Do not allow selection of main document type if there is a sub type for it
w (% Document Types
() Alphabetical

Document Types Sorting & Logica
% Document Types Management Order:

I B Common Configuration Auto Name Separator: |_

+ B Required Documents Allow edit fields with default value assigned

B Required Documents

A Amendments

¢ In the Common Configuration panel, you can make it so that users cannot select a main document type name if one or
more sub-types exist for that type.

¢ In this panel, you also select whether Document Types are sorted by Logical order (the order in which they were
entered) or sorted Alphabetically.

¢ Here, too, you select the default Auto Name Separator; you can choose any character, or you can make the auto
separator a blank space.

¢ On enabling Allow edit fields with default value assigned, some document metadata fields will be filled automatically
on creating a document and selecting a document type from the configured list.

¢ If you make any changes in this panel, click Save at the bottom of the panel.
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Required Documents Settings

With the help of Required Documents Settings, Administrators establish and edit the Required Documents for a study.
Different document types may be required for all Investigative Sites involved in a study, or there may be documents that are
required of investigative sites that are located in particular countries. These settings are typically made at the outset of a
study, but they may be modified during the course of a study under certain circumstances.

Once Document Types are set up for a room from Document Types Management, (page 105) you can set up the Required
Documents.

E Note: It is recommended that administrators contact the Trial Interactive Project Management Team if any changes
or additions are needed here. Once Document Types are set up for a room from Document Types Management, you can
set up the Required Documents.

1. Navigate to Main Navigation -> Settings Module
2. Select Required Documents from the menus on the left.

Refer to the screenshot below showing the various options under Required Documents Settings:

A B Required Documents

B Required Documents
A Amendments

¥ Export

Required Documents can be defined for the following:

1. All Sites

2. Country-Specific

3. IRB/EC

Each of these is discussed in the separate topics and can be viewed from the left pane of this help.

Required Documents
1. From the left section of the panel, you can select the category (Sites, Country, IRB/EC, and General) of the Required
Documents. By default, the All Sites category is chosen.
2. From the right section of the panel, named as Document Types, you can:

a. Add © addor Delete @ peietea Required Document to the category selected from the left pane.

b. Assign Milestones * Assizn Milestoneto selected Required Document Types.

Change Log

c. View the activity log of the selected category from the Change Log
Once a Required Document is added, it appears in the Document Types Grid.
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Training Room 1 ~

A
Q Search © Add ~ A @ Arya Stark|

Settings
Search Q| [«] | I About B Required Documents *
A it / fi i
» @, General ARSIl | Country Specific | IRB/EC Specific | General ~ Document Types
Entity Name # of Docs ©Add @ Delete | 4 Assign Milestone [ chan:
&2 Milestones =
- Document Ty... Category Languages Contact © Required Fof
& Inbox 4 CLIA Certificate  Investigative Site (Not Set) Co-Investigato Site Activatiol

B Forms Settings

Clinical Trial A...  Investigative Site (Not Set) Principal Inves. ..

> General Integration

Completed CRF  Investigative Site (Not Set) (Not Set) eTMF
» B Documents i

Confidentiality Investigative Site (Not Set) (Not Set) Site Activatiol
» ® Document Types

Delegation of Investigative Site (Not Set) (Not Set) eTMF

v Bl Required Documents
Form FDA1572  Investigative Site (Not Set) Principal Inves eTMF
| Required Documents
Indemnity Investigative Site (Not Set) (Not Set) eTMF

A Amendments

Informed Cons. Investigative Site (Not Set) Principal Inves eTMF
¥ Export
4 Interim Monitor... Investigative Site (Not Set) (Not Set) eTMF
» @ Countries
PI Curriculum Investigative Site (Not Set) Principal Inves Site Activatiol
» (B Investigative Sites
Pl Medical Lic Investigative Site (Not Set) (Not Set) Site Activatiof
© IRBEC
Protocol Investigative Site (Not Set) (Not Set) eTMF
Email
— Protocol Amen Investigative Site (Not Set) Principal Inves. eTMF
i= Document Templates
» B Audit @ Configure the required document types for all thy Protocol Signa Investigative Site (Not Set) Principal Inves Site Activatiof
uatl -

Each View Option in the Required Documents is discussed as below:
All Sites Country-Specific IRB/EC Specific General

Assigning Milestones to Required Documents

To assign a milestone to a Required Document, follow the steps as below:

1. Select the category from the left pane.
2. Except for All Sites and General categories, select the Country or IRB/EC from the left pane.
3. Select the Required Documents from the right pane.

4. Click the Assign Milestone * Assign Milestonffrom the top ribbon bar.
5. The Assign Milestone window opens. Choose the milestones from the dropdown list. Refer to the screenshot below:
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K About B Required Documents
All Sites | geeliiBSie=wile | IRE Senera
Entity Name # of Docs
Canada
Hunga
ndia 0

Assign Milestone

setect

=R | miestone Milestone En.. Aut..
Country Submission I
Zimnabe Country Approval @]
Test d

6. Choose the milestones from the dropdown list
7. Click the Assign Milestone button from the popup window.

8. Notice that the Required Documents to which you assigned milestones are now flagged with the Milestone icon. Refer
to the screenshot below:

Document Types
©Add @ Delete | 4 Assign Milestone [ Change Log
O Document Ty... Category Languages Contact © Required For
A FDAForm 1572  Investigative Site (Not Set) Principal Inves... Site Activation
IRB/IEC Subm... Country eTMF
All Sites

E Note: By default, no documents are Required Documents. Required documents must be defined in this settings view.
If the room has been cloned from a previously used room, the Required Documents may already be defined.

Adding All Sites Required Documents

1. Click the All Sites tab from the left panel of the Required Documents Panel (page 117).
2. Click Add from the top ribbon bar of the Document Types window on the right. Here, you can add document types that
will be required by all sites included in the study. Refer to the screenshot below:
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B About B Required Documents *
| Country Specific | IRB/EC Specific General | Document Types
{ame # of Docs © Add [ Change Log
O Document Ty... Category Languages Contact © Required For
4+ CLIA Certificate  Investigative Site (Not Set) Co-Investigato Site Activation;. .
Clinical Trial A...  Investigative Site (Not Set) Principal Inves Site Activation;
Completed CRF  Investigative Site (Not Set) (Not Set) eTMF
Confidentiality Investigative Site (Not Set) (Not Set) Site Activation;.
Delegation of Investigative Site (Not Set) (Not Set) eTMF
Form FDA1572  Investigative Site (Not Set) Principal Inves eTMF
Indemnity Investigative Site (Not Set) (Not Set) eTMF
Informed Cons Investigative Site (Not Set) Principal Inves eTMF
4 Interim Monitor... Investigative Site (Not Set) (Not Set) eTMF
Pl Curriculum ... Investigative Site (Not Set) Principal Inves Site Activation;
PI Medical Lic Investigative Site (Not Set) (Not Set) Site Activation;.
Protocol Investigative Site (Not Set) (Not Set) eTMF
Protocol Amen Investigative Site (Not Set) Principal Inves eTMF
@ Configure the required document types for all the sites in the room Protocol Signa Investigative Site (Not Set) Principal Inves... Site Activation

3. The Required Documents window opens for you to add Required Documents for your sites under specific categories.
Refer to the screenshot below:
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1 Required Documents X
Documents to be submitted by all the sites
Search Q
w & All Document Types
« & Investigative Site
» % 0 01 Trial Management
- W% (4 02 Central Trial Documents
+ % U Product and Trial Documentation
+ % O Protocol
% O Protocol

% O ProtocolQC

Required For: To be submitted by:
Site Activation Principal Investigator h
[ etmF 1 contact type selected @
Languages:
French M

1 language selected @

4. Click the Category Folder from which you need to select the Required Documents that you want to add to the list for all
sites. The list of the available document types in that category folder appears.

5. Click the checkbox next to one or all of the documents to be required.
Select whether the document(s) will be required for Site Activation or eTMF by clicking the checkbox.
7. From the dropdown menus to the right, select:
e To be submitted by- This is the Study Contact who is responsible for providing the selected required documents
and
e Languages- Select the language from the list to be applicable to the Required Documents.

E Note: Document types that need to be submitted by different contact types need to be set up separately.

8. Click Save & Close if you have documents from only one category folder to add, or click Save if you need to add more
required documents.

B Note: If documents are to be provided by one study contact and another document or documents are to be provided
by a different contact, click Save; go back to the documents list; select the next set of documents, again select whether the
documents are required for Site Activation or eTMF; select the contact type from the dropdown, and click Save. Continue
this process until you have finished adding required document types for all contacts and then finally click Save & Close.
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Deleting All Sites Required Documents
To delete a Required Document Type for All Sites:

1. Click All Sites tab from the left panel of the Required Documents Panel (page 117).

2. From the list of Required Document Types in the grid, tick the checkboxes to select the Required Document Types to be
deleted.

3. Click Delete from the top ribbon bar of the Document Types window on the right. Refer to the screenshot below:

B About B Required Documents *
Country Specific | IRB/EC Specific General  Document Types
Entity Name # of Docs © Add 4+ Assign Milestone I Change Log
O Document Ty... Category Languages Contact © Required For
* CLIACertificate  Investigative Site (Not Set) Co-Investigato... Site Activation
Clinical Trial A...  Investigative Site (Not Set) Principal Inves... Site Activation;...
Completed CRF  Investigative Site (Not Set) (Not Set) eTMF
a Confidentiality ... Investigative Site (Not Set) (Not Set) Site Activation...
Delegation of Investigative Site (Not Set) (Not Set) eTMF
Form FDA1572  Investigative Site (Not Set) Principal Inves... eTMF
Indemnity Investigative Site (Not Set) (Not Set) eTMF
Informed Cons... Investigative Site (Not Set) Principal Inves... eTMF
# Interim Monitor... Investigative Site (Not Set) (Not Set) eTMF
Pl Curriculum ... Investigative Site (Not Set) Principal Inves... Site Activation;..
PI Medical Lic Investigative Site (Not Set) (Not Set) Site Activation
Protocol Investigative Site (Not Set) (Not Set) eTMF
Protocol Amen Investigative Site (Not Set) Principal Inves eTMF
© Coniigure the required document types for all the sites in the room Protocol Signa Investigative Site (Not Set) Principal Inves... Site Activation

4. You will receive a warning asking you to confirm the action.
5. Click Yes to confirm and delete it.
6. The Required Document Types are removed from the list.
Country Specific
Sometimes, there will also be country-specific document types that will be required.
1. Select the Country Specific tab.

@ Note: Countries being used for a study are entered during initial Room Configuration. Instructions for
Adding Countries can be found in another section of this guide.

The list of countries will activate in the left pane. Refer to the screenshot below:

Training Room 1 + &
i Search ©Add~ A @ Arya Stark ~
Settings Q 52 Y
Search Q| [« | W About B Required Documents * || @ Couniries
N Canerai Ansies | (CIMUMETGETY | IRBIEC Specific | General _|Document Types
U Entity Name « #of Docs © Add I change Log
& Milestones O
‘ s 3 O Document Ty... Category Languages Contact © Required For
£ Inbox
ioncan o Qualified Inves.... Investigative Site (Not Set) Principal Inves... eTMF
F
{81 Eonns Setings \ndia 0 Tracking Infor. Country Site Activation:
¢ General Integration
i P Trial Insurance... Country Site Activation.
» B Documents :
Korea, Republic of 0
» ® Document Types
Spain 0
v B Required Documents
United Kingdom 0
Required Documents
United States 2
A
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2. Select the particular country for which you need to add a required document.
. The Document Types window on the right becomes active.
4. Click Add from the top ribbon bar of the Document Types window on the right.

The Required Document (page 119) window opens, allowing you to select whether the document types you are going
to add will need to be provided by the investigative site or by the country (study level).

Selection of the Investigative Site radio button activates the list of document types included under Site Management.
Selection of the Study radio button activates the document types included under the Country document category.
Select the document types that are to be marked as required.

Select the requirement restriction if the document will be required for eTMF or Site Activation.

Select from the To be submitted by and Languages dropdown.

© o N o

@ Note: If a specific contact type is made a requirement for document submission, all matching site users will be
required to submit that document.

10. Click Save.

11. Begin again at the top of the Required Documents window.

12. Select the Study documents to be required.

13. Click Save & Close.

14. Select the next country in the list to which you need to add required documents, and follow the process steps above.
IRB/EC Specific

Sometimes, there will also be IRB/EC-specific document types that will be required.

Adding IRB/EC Specific Required Documents
1. Select the IRB/EC Specific tab
The list of IRB/ECs will activate in the left pane. Refer to the screenshot below:

B About B Required Documents * @ Countries
All Sites | Country Specific General
O Entity Name ~ # of Docs © Add [ change Log
Chesapeake IRB 1 O Document Ty... Category Languages Contact © Required For
Copernicus IRB 0 04 IRB or IEC Investigative Site (Not Set) Co-Investigato... Site Activation
IRB 123 0 General General Site Activation
JPIRB 0
s
NJIT 0
Royal Brompton Hospital 0
SCHULMAN Associates IRB 3
Sixers Hall of Fame IRB 0
The Swedish Institutional Review Board 3
Western IRB 0

2. Tick the checkbox to select the particular IRB/EC for which you need to add a required document.
3. The Document Types window on the right becomes active.
4. Click Add from the top ribbon bar of the Document Types window on the right.

The Required Documents window opens, providing you with the opportunity to select whether the document types
you are going to add will need to be provided by the investigative site or by the country (study level).
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©o N o o

10.
11.

12.
13.
14.

Selection of the Investigative Site radio button activates the list of document types included under Site Management.
Selection of the Study radio button activates the document types included under the General document category.
Select the document types that are to be marked as required.
Select the requirement restriction, if the document will be required for eTMF or Site Activation.
Select from the To be submitted by and Languages dropdown.

a. To be submitted by- This is the Study Contact who is responsible for providing the selected required documents

and
b. Languages- Select the language from the list to apply to the Required Documents.

@ Note: If a specific contact type is made a requirement for document submission, all matching site users will be
required to submit that document.

Click Save.

Begin again at the top of the Required Documents window to continue adding for different contacts under Investigative
Site.

Select the Study documents to be required.
Click Save & Close.
Select the next IRB/EC in the list to which you need to add required documents, and follow the process steps above.
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Deleting IRB/EC Specific Required Documents

1. From the IRB/EC tab, tick the checkbox to select the particular IRB/EC.
2. The Document Types window on the right becomes active.

3. Select the required Document Type you wish to delete and click Delete from the top ribbon of the Documents Types
window.

General View

Adding General Required Documents

1. Click the General tab from the left panel of the Required Documents panel (page 117).
2. The Document Types window on the right becomes active.
3. Click Add from the top ribbon bar of the Document Types window on the right.
4. The Required Documents window opens for you to add General Required Documents.
5. Select the particular General category for which you need to add a required document. Refer to the screenshot below:
B About B Required Documents * || @ Countries
All Sites | Country Specific | IRB/EC Specific Document Types
Entity Name # of Docs | ©Add @ Delete | 4 Assign Milestone | [ Change Lo
0 Document Ty... Category Languages Contact © Required For
01 Trial Manag. General
Edit Check Tes... General eTMF
# eTMF Filing Plan General eTMF
4+ Informed Cons... General eTMF
Investigator Br... General eTMF
IP Certificate o General eTMF
IP Certificate 0... General eTMF
IP Instructions ... General eTMF
IP Label Appro. General eTMF
IP Shipment D. General eTMF
Project Manag... General eTMF
Protocol General eTMF
Protocol Amen... General eTMF
@ Configure the general required document types for the study Reference Ra. General eTMF

6. Click the category folder from which you need to select the Required Document that you want to add to the list for all
sites. The list of the available document types in that category folder appears.
7. Click the checkbox next to one or all of the documents to be required.

Click Save & Close if you have documents from only one category folder to add, or click Save if you need to add more
required documents.

Deleting Required Documents
To delete a Required Document Type for All Sites:

1. Click the General tab from the left panel of the Required Documents Panel (page 117).

2. From the list of Required Document Types in the grid, tick the checkboxes to select the Required Document Types to be
deleted.

3. Click Delete from the top ribbon bar of the Document Types window on the right.
4. You will receive a warning asking you to confirm the action.
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5. Click Yes to confirm and delete.
6. The Required Document Types are removed from the list.

Required Documents Milestones Linking

To assign a milestone to a Required Document, follow the steps as below:

1. Select the category from the left pane.
2. Except for All Sites and General categories, select the Country or IRB/EC from the left pane.
3. Select the Required Documents from the right pane.

Assign Milestone

4. Click Assign Milestone" from the top ribbon bar.
5. The Assign Milestone window opens. Choose the milestones from the dropdown list. Refer to the screenshot below:

| 9 t 5 equired
All Sites | g TSIl | IRB/EC Specific Genera

Assign Milestone X

Select
milestone Milestone En... Aut..
‘ Country Submission i |
Country Approval |
Test O

6. Choose the milestones from the dropdown list
7. Click Assign Milestone button from the popup window.
8. Notice that the Required Documents to which you assigned milestones are now flagged with the Milestone icon.

Amendments
In the Amendments panel, Administrator users can add, edit, and delete amendments.

It will provide a list of documents that need to be collected after the initial set of Required Documents have been set
up and rendered. Thus, Administrator users can track the needed documents more conveniently.

In this dashboard, besides adding amendment required documents, you can adjust your Amendment dashboard view
by sorting the columns by ascending or descending order, and also can manage which columns will be shown or
hidden. Refer to the screenshot below:
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Training Room 1 ~

§ Search © Add ~ @ Arya Stark ¥
Settings Qe 4 Y
Search Q| («| | W About A Amendments Management *
+| ©Add =
B Forms Settings e
(@] Title Description Amendment D... Number of Re...
>¢ General Integration
» Yogi Amendmendt 04 Mar 2020 1
» B Documents
p Test for Job Aid 30 Nov 2018 2
» ® Document Types
» Protocol Amendment 2 This feature currently (v9.2) ONLY works in SSU module 31 Oct 2017 4
v Required Documents
» V17 update to protocol title 01 Apr 2018 (5

Required Documents

A Amendments

1. Click the Add button from the top ribbon bar. Create Amendment window opens. Refer to the screenshot below:

Greate Amendment =
it
Tithe

Deescriphion:

Amendment Date: -

~ | Beguired Documsents

Entity Mame Category Dorument Type Contacts

(o ] Gree

2. Fill in the required details.

3. Click on the Add button placed under the Required Documents panel. Required Documents window opens for you to
add the documents that need to be submitted for the specific amendment created. Refer to the screenshot below:
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Create Amendment X
i

Required fields are marked with an asterisk (%)
b -

Title: *

'l Description:

o

Amendment Date: *
»~|Required Documents

0 Required For - Entity Name  Category Document T... Languages Contacts @

o |Ccomeer

4. Select from the list for To be submitted by and Languages. Click Add to save the amendment made.
5. To edit the amendment, double-click the particular amendment or click the Edit button.
6. To delete, click the Delete button or right click on the amendment and click Delete.

Export Required Documents
In this panel, Administrator users can export either All required documents or Selected documents. Refer to the screenshot
below:

Training Room 1 =
Settings

Search Q| [« | I About L Amendments Management ¥ Export

I Forms Settings +| & Al Required Documents

() Selected documents

> General Integration
» B Documents
» W Document Types
[ Required Documents
B Required Documents

A Amendments

Required Documents can be exported in two ways:

1. Select All required Document Option to export documents from all document source categories
2. Select Selected documents option.

a. Export window opens for you to choose from Amendments or/ and eTMF or/ and Site Activation sources of
documents.

Refer to the screenshot below:
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Export x

© Please select the source of documents for export ("Amendments” or / and
"eTMF" or / and "Site Activation™)

8] Document Source

eTMF
Site Activation
Yogi Amendmendt
Test
V1.7

Protocol Amendment 2

b. Select the required Document Source/s and click Next.

c. New Export window opens for you to select required Entity Types and Categories to export documents. Refer to

the screenshot below:

Export x
© Please select for which Entity Types and Categories you want to export
documents
Required For: Categories:
[ Ansites

[ site Specific
Country Specific
IRB/EC Specific

General

O 00

d. Click Next.The final Export window opens to review criteria chosen by you.
Click Previous to make changes in the selection or click Next to export Required Documents.

. On successful exporting of Required Documents, you will receive a notification.
f. An excel file is generated with a list of required documents and you can save the file for your records. Refer to the

screenshot below:
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Exported Required Documents Training Room 1
Required For Requirement Level | Entity Category Document Type Contact Type Language
eTH All Sites Investigative Site 02 Central Tiial DocumentstSubject Documentationtinformed Consent Formtinformed Consent Form Frincipal Investigator
=THE Al Sites Tnvestigative Site 005 Site ManagementiGite Intiationt Trial Inittiation Manitoring FleperSite Infiation Yist Feport
=THE Al Sites Tnvestigative Site 005 Site ManagementiSite Managementonitoring Vist Reportinterm Monttoring Yist Feport
=THE Al Sites Tnvestigative Site 005 Site ManagementiSite Set-uptk orm FOATS T2 orm FOB TS 72 Frincipallnvestigator
=THE Al Sites Tnvestigative Site 105 Site ManagementiSite Set-upiProtocol Amendment Signature FageiFrotoos] dment Signature Page | gator
=THE Al Sites Tnvestigative Site 105 Site ManagementiSite Set-upioite Signature SheetiDelegation of Authority
=THE Al Sites Tnvestigative Site 0 Dlata ManagementiData Captureifinal Subject DatatCompleted CRE
=THE Al Sites Tnvestigative Site 005 Site ManagementiSite Set-uplindemritglindemnity
eTHF All Sites Investigative Site 02 Central Trial DocumentstProduct and Trial DocumentationiProtocol iPratocol
eTHF All Sites In ite 01 Trial M. tiTrial OversightiRecruitment PlantRecruitment Flan
TP Site Aotivation Al Sites Tnvestigative Site 005 Site ManagementiSite Set-upioite and Stalf O Supporting I dicalLicense
TP Site Aotivation AllSites Tnvestigative Site {15 Site ManagementiGite Set-uptaub-investigator Curmioulum Vitaetoubl Cumioulum Yitas Sub-lnvestigator
eTHF, Site Activation All Sites Investigative Site 08 Central and Local TestingiF acility DocumentationiCertification or AocreditationtCLIA Certifioate Investigator
TP Site Aotivation AllSites Tnvestigative Site {15 Site ManagementiGite Set-upiPratocol Signature PageWProtocol Signature Page Frincipal lnvestigator
TP Site Aotivation AllSites Tnvestigative Site {15 Site ManagementiGite Set-upiPrincipal Investigator Curriculum VitaetP Curmoulum Vitae Frincipal lnvestigator
TP Site Aotivation AllSites Tnvestigative Site 005 Site ManagementiGite SelectioniConfidentiality AgreementiConfidentiality Agresment
TP Site Aotivation AllSites Tnvestigative Site {15 Site ManagementiGite Set-upiCinioal Trial AgreemertiCinioal Trial Agreement Frincipallnvestigator
Countries

When a study includes investigative sites located in different countries, scountries need to be added to the room. In
this way, country-specific folders will be set up in the room’s folder structure to accept and store country-specific
documents. To set up countries for investigative sites, navigate to:

1. The Trial Interactive room for which you want to set up countries.

2. Select the Settings option from Main Navigation.

3. Select Countries from the menu on the left. This option drops down to reveal the following options:

a. Countries
b. Template Folders
¢. Common Settings

Al of the above options are discussed in separate topics accessible from the left panel of this help.
Common Settings

In the Common Settings window, you can:

=

Enable or disable the Template Folders.

Edit the Root folder name. Typically the client supplies the preference here.

Change the Sort Order, the place in the room's index structure where the Country Management folder (or whatever name
the client has specified) appears. This setting, too, is based on client preference.

4. And, as in the Edit function in the Countries window, you can adjust the Read-Only and Full Access security settings.
Select the users or groups to set access. If you make any changes in this window, click Save. Refer to the screenshot
below:

wn

Training Room 1 ~
Settings
lSearch Q| [ | B About & Common Settings *

= Enable template folders

» Required Documents s - name-+ 04 Country IRB_IEC Docs

v [@ Countries Sort order-* |4

B Countries Detalit reaon members 0 group(s) selected
B Template Folders Default full access members 2 group(s) selected

I B Common Settings

Countries Settings

Trial Interactive allows Admin to perform Countries Settings from this page.
Follow the steps below to perform the country settings:

1. Navigate to the Main Navigation -> Settings Module
2. Go to the Countries settings from the left menu of the settings page. Refer to the screenshot below:
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= 'Sr'reatl:il:gsRocm ' Q Search @ Add~
earch Q| [« | W About Document Types Management B Countries
N * | ©Add
r % Document Types
e U country Name « Language
W Document Types Management Canada English, French
B Common Configuration
Hungary Hungarian
Required Documents
India Hindi, English
¥ @ Countries _
Italy Italian, German, French

[I Countries
Korea, Republic of Korean, English

B Template Folders

Spain Asturian, Catalan, Spanish, Basque, Galician
B Common Settings
United Kingdom English, Irish, Welsh, Gaelic, Comish
I8 investigative Sites
United States English
@ IRBEC
Zimbabwe English, North Ndebele, Shona
B Email

i= Document Templates

Selecting countries will open the option in a tab in the next pane. As shown in the screenshot above, the list of
countries where studies are being conducted is displayed. These countries can be added, edited, or deleted from the
buttons in the ribbon above the country listing.

Each of these is discussed in separate topics and can be accessed from the left menu of this help.

Add Countries

Follow the steps below to add countries:
1. Click Add”“*  from the ribbon above the country listing. The Create Country window opens. Refer to the
screenshot below:

Create Country x|

Countr}::" |Denmark ||v| i

Room Contact #:

2. Click the dropdown arrow at the right end of the Country field. An alphabetized list of countries is populated to select
from.

3. Select the name of the country to be added. The name of the selected country populates the Country field.
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@ Note: You can ease the process of finding the country name in the list by typing the first few characters in the
country name. The dropdown list will shorten to include only the countries whose names begin with the characters
you have typed.

4. If the client has supplied country-specific Study Contact #, include the associated number in the field.

5. Click Create. The name of the newly added country appears in the alphabetized list.
6. Repeat these steps until you have added all of the countries associated with the study.

Edit Countries

Once a country has been added to the list, you can add or change the study contact #, and you can adjust access to groups or
users.

Follow the steps below to edit countries:

1. Select the required country from the grid to be edited. Click Edit
2. The Edit Country window opens. Refer to the screenshot below:

at'thedftep of the Countries window.

Language

English, French

taly Edit Country x

Korea, Republic

Country:*

Room Contact #

Hungary

(888) 555-1212

Spain

Read Only Members: 0 user(s) selected, 0 group(s) selected
Full Access Members 0 user(s) selected, 2 group(s) selected

Regulatory Approvers 0 user(s) selected, 0 group(s) selected

United Kingdom

United States

Zimbabwe

w

It might be that after you’ve added the country to the list, you are supplied with the study contact number later.

>

Click Study Contact# field to change the information.

Click Select next to Read Only Members or Full Access Members or Regulatory Approvers to add or delete users or
groups of users from the access settings.

o

These selections will probably not be available at this early stage of room configuration. Room configuration is not a
strictly linear process — you will have to make additions and changes in other areas on the Trial Interactive platform in
order to complete the room’s configurations.

6. Click Save.

@ Note: Though you have access to these security settings here, it is not typical that you will make changes using
this path.

Delete Countries

Follow the steps below to delete the countries:
1. Select the country or countries that you need to delete from the list by clicking the checkbox next to the country’s
name(s).

2. Click Delete”
you a warning.

at the top of the Countries window. The country name(s) will delete automatically, without giving
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@ Note: At a later stage in the study, once documents have begun to populate the room’s index folders, you won’t be able to
delete countries that have associated documents. Adding to and editing the Countries list can go on as the study progresses.
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Template Folders

In this window, you can Add, Edit, or Delete template folders and subfolders in the root folder for managing
country- specific documents.

sss Training Room 1 ~
- Settings
Search Q| [« | & About Document Types Management & Countries & Template Folders *

© | ©Awd
v ® Document Types
v & Index Root
W Document Types Management
» B 04.01 IRB-IEC Trial Approvals
B Common Configuration
» B 04.02 Other Committees
» B Required Documents
» B 04.03 Trial Status Reports
v @ Countries
» B 04.04 General
B Countries

I B Template Folders

B Common Settings

B Note: The details necessary for completing this stage of the room configuration come from the client — the titles and the
order of the folders to be included. The folder structure is fairly consistent, but it is always study specific.

Each of the above topics is discussed in separate topics and can be accessed from the left menu of this help.

Adding Folders and Subfolders

Follow the steps below to add folders and subfolders:

1. To add a folder to the Index Root, first click Index Root, marked by a yellow folder icon.

2. Click Add near the top of the Template Folders window. A new folder naming field opens, temporarily named New
Folder.

3. Type the name of the new folder name in the highlighted field.
4. Press Enter.
5. Repeat this process until you have entered all of the new folder names.

Training Room 1 «
Settings
Search Q| [« | W About B Submission Profiles Status J E-Signature B E-Signature vendors | Template Folders *

» Delete

» % Document Types

» Required Documents

» @ Countries » m 05.01 Site Selection

v (& Investigative Sites » m 05.02 Site Set-up Documentation
B General Settings » W 05.03 Site Initiation
B Study Start-Up settings » m 05.04 Site Management
B Contact Types » W 05.05 General

B Submission Profiles Status

| & Template Folders |

B Investigative Sites Status
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Editing Names of Folders and Subfolders

Follow the steps below to edit the names of folders and subfolders:

1. Select the folder to be edited.

2. Click Edit from the menu at the top of the window or right-click the folder name and select Edit from the available
options.

3. Make the necessary changes to the folder name.

4. Press Enter.

E About Document Types Management K Countries | Template Folders
Add Delete
¥ & Index Root
» B 04.01 IRB-IEC Trial Approvals
» B 04.02 Other Committees
» B 04.03 Trial Status Reports
¥ & 04.04 General
| 04.04.01 Relevant Communications
| (202 07 Traciing inormaior

B 04.04.03 Meeting Material

I 04.04.04 Filenote

Deleting Folders
Follow the steps below to delete folders and subfolders:

1. Select the folder to be deleted.

2. Click Delete from the menu at the top of the window or right-click the folder name and select Delete from the available
options. The folder disappears from the index structure.

@ Note: Folders that contain subfolders or documents cannot be deleted.
Investigative Sites

By clicking the Investigative sites tab in the menu, the Administrator gains access to panels that control settings
related to generic components for each investigative site for the study.

¢ General settings

¢ Study Start-Up settings

» Contact Types

e Submission Profiles Status

¢ Template Folders

¢ Investigative Sites Status

¢ CRA Visit Types

* CRA Visit Status

¢ Regulatory Approval Status list
¢ Communication Types

e Issues
¢ Regulatory Packet Options

Each of these is discussed in the separate topics and can be accessed from the left menu of this help.

General Settings
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This is a very active panel that houses a lot of options. The choices made here are dictated by client preferences. Refer
to the screenshot below:

@ Note: The entire General Settings panel has only one Save button. Be sure that you click Save after making any additions,
selections, or changes in this panel.

TrainingRoom 1 ~

Settings

12

Search Q| [« | Ik About 8 Investigative Sites & General Settings *

#2Principa atorLastName##

b ©. General

& Milestones
You st use one of
& Inbox these inserfions

] Forms Settings

#Principalinves rFirstName##
¢ General Integration rincipalinvestigatorFirstName:
##PrincipalinvestigatorLastName##

» B Documents #ESiteNumber##
##Country##
» % Document Types ##nstitutionName##
v B Required Documents Root folder name:* |05 Site Management
B Required Documents Sort order-* {6

Site folders: (O Do not cre;

(® Create site f

A Amendments

SE e is added to the study
xport =
(O Create site folders only after the site is activated in Study Start-Up

» @ Countries
v 08 Investigative Sites

& General Setlings

|

selected, 0 group(s) selected @
B Study Start-Up settings

Contact Types e Default Access Righis

1)
Default Access |Full Access i
B Submission Profiles Status ' 5 ¥
Rights
E Template Folders Default Access mﬁ user(s) selected, 0 group(s) selected
B Investigative Sites Status mbers
Default Readers mﬁgmup:s selected
B CRA Visit Types e
Groups
B CRA Visit Status Defaut Editors [EEEER 0 roup(s) selected
B

Regulatory Approval Status list .

1. Click the wrench icon to the right of the Investigative Site Naming Pattern box.

a. An Auto Name Rules window opens. The naming pattern is built and displayed in the Rule Editor box. The
information that populates in the box is selected from the list of Available Templates. You can also hard-type text
into the Rule Editor. In the example below, ‘Site’ and ‘[Site Management]” has been typed into the naming pattern.
Refer to the screenshot below:
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Auto Name Rules x
Rule Editor:
##SiteNumber# ##PrincipalinvestigatorLastName##

Preview:

Available Templates:

Hardcoded Functions
Insertion Description
#iPrincipallnvestigators# Principallnvestigator
##PrincipallnvestigatorFirstNamess PrincipallnvestigatorFirstName
##Principallnvestigatorl astName## PrincipallnvestigatorLastName
##SiteNumbers# SiteNumber
##Country## Country -
Insertion Description

b. Click in the Rule Editor box.
Double-click the insertions in the Available Templates box in the order in which you want them to appear in the
naming pattern.

d. Once you have made the selections, click the blue box to the right of the Preview box to see how the folder names
will appear in the room’s index.

Auto Name Rules x
Rule Editor:
#SiteMumber #PrincipallnvestigatorLastName##

Preview:

001 SmithJohn H

Available Templates:

Hardcoded Functions

Insertion Description

##Principallnvestigators? Principallnvestigator
##PrincipallnvestigatorLastNames# PrincipallnvestigatorLastName

#iSiteNumbers## SiteNumber

#Country## Country -

Insertion Description

PrincipallnvestigatorFirstName
Previewed as: John
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e. Once the naming pattern is set up correctly, click OK at the bottom of the window. You return to the General

settings panel.

In the next available field, set the Root folder name in compliance with the client’s preference. This is the title that is
given to the main folder in the room’s index that will hold the subfolders for each investigative site involved in the study.

a. Click in the field.

Root folder name:* Site Management

b. Type the root folder.

c. Hit the Enter key on the keyboard.
Selection of the Sort Order for the Site Management folder is made in the next field. This dictates where the folder
appears in the room’s folder index.

a. Click in the field.

b. Type the number of the client’s preference.

c. Hit Enter on the keyboard.
The next box contains three radio buttons for Site folder creation in the eTMF. Click the option that fits your needs.
Like the previously described settings, the rest of the settings in this panel are dictated by client preferences. Closely

Site folders: Do not create site folders for new site
9 Create site folders whenever a new site is added to the study

Create site folders only after the site is activated in Study Start-Up

follow all instructions from the client in controlling these settings.
Hover the mouse over the question marks in blue circles for more information about specific options on the screen.

Site expiration |10
reminder, days
before: *

Expiring sites @ 0 user(s) selected, 0 group(s) selected @
notification recipients:
Enable Default Access Rights

Default Access |Full Access
Rights: *

Default Access m 0 user(s) selected, 0 group(s) selected
Members:

Default Readers m 0 group(s) selected
Groups:

Default Editors m 0 group(s) selected
Groups:

7. Click Save after making any additions, selections, or changes in the General Settings panel.

Study Start-Up Settings

In this panel, Administrator users can manage the study start-up settings for investigative sites. You can place your

cursor on the o button to receive a further explanation about each option. In this panel, the Site activation title is
the only mandatory field.
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£ TrainingRoom 1 »
Settings

Search Q
» B Required Documents
» @ Countries
v (A Investigative Sites
& General Settings

| & Study Start-Up settings

Contact Types

i Submission Profiles Status
Template Folders

i Investigative Sites Status

i CRA Visit Status

b Regulatory Approval Status list

«| | [ About

| Study Start-Up settings *
4 [ Allow users to select the documents wh
[ Do not publisk

Essential documents: (O Publish to eTMF
@® Publish to Index

ich should be published to the e TMF @

he documents on eTMF when the site is activated

(2]

eTMF Workflow @
Non-essential documents: (O Publish to eTMF v 0O

@® Two-pass workflow in Study Start- JE@

Do not allow addition of new documents to a Site after activation @

Non-essential documents should go through the two-
pass approval wm Approved non-essential
documents will be published to the eTMF when the

[ Allow paper documents @ e e e

Regulatory approvers m 2 user(s) selected

0

site is aclivated. Any documents appri
site activation will be published fo the eTMF as soon
as they are approved

Start-Up processing time |5
(days)
Site activation email m 0 user(s) selected, 0 contact type(s) selected @
recipients
Complete amendment email 0 user(s) selected, 0 contact type(s) selected @
recipients

L]
L]
]
& CRA Visit Types
L]
]
]

i Communication Types Site activation title:* |Site Activation

@ Note: This is further discussed in detail in Study Start-Up Guide

Contact Types
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In this panel, the list of Contact Types provided by the client is linked to Contact Type names that are already stored
in the Trial Interactive platform. The Contact Types are the contact type names that the client wants to use for the
study. The Group titles are study contact type names that already exist in Trial Interactive. Completing this process
maps the type- names requested by the client to the type names in Trial Interactive.

1. Click Add. The Contact Type field becomes active.
2. Type the contact name provided by the client.
3. Hit Tab or Enter.
4. Click the field in the Group column to make it active.
5. Click the far-end right edge of the field to activate the dropdown menu.
6. Select the group title from the list that best corresponds to the client-requested Contact Type name. Additions and
changes made here are saved automatically.
Training Room 1 ~
Settings
Search Q| [« | W About B Study Start-Up setfings I Contact Types *
» B Required Documents - WLl | © Delete

Contact Type ~
» @ Countries ontact Type

Group

« (A Investigative Sites

5 Backup Study Coordinator
& General Settings

. Clinical Research Program Manager
& Study Start-Up settings

b Co-Investigator

& Submission Profiles Status IT Contact

& Template Folders Laboratory Contact

B Investigative Sites Status Pharmacy Contact

i CRA Visit Types Principal Investigator
i CRA Visit Status Regulatory Contact
Research PM

i Communication Types

]

| ]

& Regulatory Approval Status list
L] Site Activation Specialist
&

i Issues Sponsor Contact

m

Backup Study Coordinator
Other

Other

Information Technology Contact
Laboratory Contact

Pharmacy Contact

Principal Investigator
Regulatory Contact

Other

Start-Up Specialist

CRA

B About
©Add @ Delete

W Study Start-Up setti

Contact Type »
Backup Study Ceordinator

Clinical Research Program Manage:
Co-Investigator

IT Contact

Laboratory Contact
Pharmacy Contact

Principal Investigator
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@ Note: Three contact types are required — Principal Investigator, Sponsor Contact, and Site Activation Specialist. Trial
Interactive will not allow the setup of any Investigative Sites in the trial room without these contact types having been set up first.

Submission Profile Status

It is common practice to associate health agencies with sites and send submission packages to them for their approval.
Sites cannot be activated for the clinical study unless the agency's approval is received. A study may have multiple
health agencies located in various countries. These agencies may have more comprehensive site activation submission
packages involving hundreds of documents and that need to be reviewed and approved.

This module allows you to prepare submission profiles where the user can provide the details such as agency name,
country,the status of submission, documents to be included in the submission profile, date when the package was
submitted, and also the status of the submission package.

A submission package can contain documents from the eTMF, SSU, Site, Country, and IRB, or any document from
the disk. For instance, the IB and protocol are already filed in the eTMF but are required for the submission package.
The clinical trial organization downloads the submission package to perform QC Review as in other documents and
then forwards it for regulatory review. All the actions from creating and editing submission profiles to downloading
submission packages for health agencies can be performed by an admin or editor.

Through the Agency Submission section in Trial Interactive, the organization can track multiple submission packages
for the same country in case one submission package is rejected. Once a site is activated, these documents are not
transferred to the eTMF and are left in the submission package.

This panel provides the list of Submission Profiles and their System Statuses. The administrator may edit a
submission profile by double-clicking the Display Name of a submission profile or by selecting a profile and clicking
Edit from the top ribbon bar of the panel.

Search

» B Required Documents o

Display Name System Status
» @ Countries
Pending Pending
w B Investigative Sites
Submitted Submitted
B General Settings
Deficiencies Found Deficiencies Found

E Study Start-Up settings

& Contact Types

| & Submission Profiles Status |

Training Room 1 =
Settings

Q| (%] | l About i Submission Profiles Status

Approved Approved

B Template Folders
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Template Folders

The Template Folders panel is very powerful. It is here that you generate the folder structure into which all
Investigative Sites documents will be deposited throughout the course of a study. The structure you build here is
supplied by the client.

1. Click Add to create the first folder to the Investigative Site index structure.

Training Room 1 «
Settings

Search Q| |«| | | About B Submission Profiles Status J# E-Signature B E-Signature vendors B Template Folders *

» % Document Types - Edit @ Delete

» B Required Documents = 15 Iex Root

» @ Countries » m 05.01 Site Selection

v (& Investigative Sites » W 05.02 Site Set-up Documentation

B General Settings » W 05.03 Site Initiation

B Study Start-Up settings » W 05.04 Site Management

& Contact Types » W 05.05 General

Ne older]
B Submission Profiles Status um‘-—' l
& Template Folders

B Investigative Sites Status

2. Type the name of the first folder in the available field.
3. To add another folder at the same index level, click the Index Root folder and click Add.
4. To add a subfolder inside a folder, you have already created, click the name of the new folder and click Add.

About I Submission Profiles Status # E-Signature Il E-Signature vendors B Template Folders

Edit Delete

w B Index Root
» m 05.01 Site Selection
» W 05.02 Site Set-up Documentation
» W 05.03 Site Initiation
» m 05.04 Site Management
» W 05.05 General

- B Test

5. Continue adding folders and subfolders until the full Investigative Site Folder Index is complete and in compliance with
the client’s request.
6. Similarly, Edit or Delete the folders by selecting them as required.
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Investigative Site Status

In this panel, Administrator users can edit the Display Name of the investigative site status. Click the Edit button on
the top or double click on the specific display name to edit. Again, Investigative Site Status will also appear on the
Document Types Management section of the settings.

B Contact Types

& Submission Profiles Status Non Participating

& Template Folders Maintenance

& Investigative Sites Status Closed

B CRAVisit Types

B CRAVisit Status

Training Room 1 + — — . -
Settings Qsearch  ©@Add A @ rya Stark
Search Q| [« | m About W Investigative Sites Status
» % Document Types -
Di: N System Stats Enabled
» B Required Documents - i ystem Status nable:
) Pending Pending Yes
» @ Countries
Active Adti -
w (A Investigative Sites ive ‘es
Rejected j
B General Setlings 2 Rejected -
Selecte
B Study Start-Up settings | d_ Selected No
Terminated Terminated Yes

Non-participating
Maintenance

Closed

A CRA might need to create a CRA TMF Reconciliation Report to reconcile documents during site visits. While
creating the report, the visit type must be chosen so that reports generated during two or more site visits can be

differentiated with ease. Refer to the screenshot below:

For the visit types to be populated in the dropdown, as shown above, the admin will need to create visit types from

this panel.

Create CRA TM Reconciliation

Required fields are marked with an asterisk (*)

Visit Date: * 20 Jul 2017
=
trial

Investigative Site: *
Visit Summary: *

Documents missing in Site
Binder:

X

(<] m

Training Room 1 «

B Investigative Sites Status

I & CRAVisit Types

Settings

[Search Q| [« | | About & Investigative Sites Status & CRA Visit Types
» % Document Types A / Edit @ Delete
» B Required Documents ‘ CRAVisit Type -
» @ Countries | ki
I §8 Investigative Sites cov

& General Settings IMv

B Study Start-Up settings IMV/ICOV

& Contact Types PSSV

B Submission Profiles Status Siv

& Template Folders SIVIIMV
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1. Toadd a new visit type, click the Add button at the top of the portlet window.

2. Type inthe desired term and press Enter. Changes made here are saved automatically. These visit types automatically
appear in the dropdown while creating the CRA TMF Reconciliation Report.

3. Toedit a visit type, double-click the visit type, or select it and click the Edit button from the toolbar above.
4. To delete a visit type, select the visit type and click Delete from the toolbar above.

CRA Visit Status

In this panel, Administrator users can set the CRA Visit Status required during the Reconciliation Reports. Refer to
the screenshot below:

B About B General Settings B CRA Visit Status *

Display Name System Status
Missing in eTMF Missing in eTMF
Missing in ISF Missing in ISF
Verified Verified

Regulatory Approval Status List

In the Regulatory Approval Status list panel, Administrators can Add, Edit, and Delete status titles to the list that will
be available to users in the regulatory approval document flow. The standard statuses include Pass, Pending, and
Rejected.

The terms used to identify and track each document’s Regulatory Approval Status are configurable. Based on client
request, those terms are added in this portlet.

R About R Contact Types ll Regulatory Approval Status list "l

© Add |/ Edit © Delete

Regulatory Approval Status

l

P This field is
iz required

Pending

Rejected

1. Toadd a new regulatory approval status, click the Add button at the top of the portlet window.
2. Type inthe desired term.

Changes made here are saved automatically. These status terms appear for Investigative Sites Documents as they go through
the Study Start Up process.
Communication Types

Communications are tracked in the Study Start Up module. The Communication Type labels that mark individual
communications in a study are set up in this portlet by Administrators.

1. To add a new Communications Type label, click the Add button. An empty test field opens.
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2. Type inthe label. By default, the new communication type is not Enabled. Refer to the screenshot below:

B About B Communication Types *

O add | A Edit © Delete

Communication Type = Enabled

Mew Type [ Mof q
Yes h

3. To enable the label for use in the study, double-click on No.That field becomes active with a dropdown menu.
4. Click Yes to enable the use of the new label option. The change saves automatically.

Issues

When a document going through the SSU approval process is rejected, the user who rejects the document must cite a reason
for the rejection by choosing a pre-defined and named issue. The issues from which users can choose are established by
Administrator users in Settings -> Investigate Site -> Issues.

1. Click Add. A text field opens.

- Training Room 1
- Settings

Bearch Q| («] | @ About B Issues

b v Sosanisni g ees -

b B Required Documents e

p @ Countries Expired Documents

I I8 Investigative Sites Missing Signature

B General Settings Poor Quality Scan

W Shidy; StattUp setiings These are SSU approval Issues; NOT eTMF workflow issues
& Contact Types

Submission Profiles Status

Template Folders

Investigative Sites Status

CRA Visit Types

CRA Visit Status

Regulatory Approval Status list

Communication Types

B Regulatory Packet Options

2. Type the description of the issue in the field.
3. Press Enter. The changes are saved automatically.
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Regulatory Packet Options

In this portlet, Administrators make the setting for the means by which Regulatory Packets will be sent to
Investigative Site Administrators. Typically, the template documents are sent either as links to documents stored in
the TI room or as attachments to the email messages sent to site administrators. In some cases, documents are sent
under a different cover, and are not included as either links or as attachments; in those cases, the Administrator setting
up this configuration would select the None radio button. In most cases, the Administrator selects either Links or
Attachment.

Email Settings

R About R Regulatory Packet Options *
Send packet as: 9@ None
Links
Attachment
Regulatory packet default name:* Reg. Packet
o You have to update titles of all requlatory packet related fields in the forms se after regulatory packet renaming
4 Undo Save button will ONLY become wisible if you have made any changes.

From here you can perform different Email configuration functions as follows:

¢ From here you can configure email functionality as follows:
¢ Email Templates
¢ Room Legal Hold Notifications

* Notification Preferences
¢ Notification Columns

Each of the options above is discussed in detail in the separate section.

Email Templates Settings

Generic email templates are preloaded for a room when the room has been cloned. To make changes to the templates,
follow these instructions.

Refer to the screenshot below:

R About B Email Templates
lemplate type: Data Room Legal Hold Reminder IL
Fubject: General
o Times New .. Data Room Legal Hold Reminder E
Existing Participants Invitation
Legal hold on this sl €

Mini Newsletter Notification
Room Name: ##Ro
Domain Name: #£D
Legal Hold Start Da Mewsletter Motification

Legal Hold End Dat  eatential Investigative Sites Motification

Mew Participants Invitation

. Task Reminder Email
Please follow the lin ‘
Documents

Link to list of availabl  audit query Review Feedback

CRA Reconciliation Review Missing Documents Motification

nsertions Room Mame N

1. Select the Template type from the dropdown menu.
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2. Edit the fields as appropriate.
3. Click Save.

Notification columns

The Notification Columns are related to those lists of fields which will be included in notification emails for
notifications that the user wants to receive.

The Notification Columns are available for categories Workflow, Workflow Query, Audit Query, and Start-Up. Refer
to the screenshot below:

B About B Notification Columns

W Workflow

B SwimLane

Selected columns

Index Position Review Stage

Document Type

B Regulstory Rejected

To filter the columns that would appear in the notification emails:

1. Select the Notification Column category from the left pane.

2. From the Configure Columns double-click to add the columns under the Selected Columns list.
3. Click Save.
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T R |

Notification Preferences Settings

The Notifications settings section allows users to specify the email notifications they would like to enable for their
account for each of the Trial Rooms to which they have access.

1. Enter the Mini newsletter frequency with which the Mini newsletters will be sent to subscribers. Refer to the screenshot
below:

Enables Defait Mardatory Enatied Detautt Mandatory

2. In the Subscription panel, enable the appropriate notifications that will be available to the room’s users.

« Using the options grid on the right of the Subscriptions window, you can select which notifications you would like
to receive. Below are the definitions of each notifications type and their use:
o Enabled: This enables the possibility to subscribe to related notifications.

o Default: This enables the user to subscribe by default on the related notification but with the possibility to
unsubscribe.

o Mandatory: The user gets automatically subscribed without the possibility to unsubscribe.
« Administrators can choose alert systems, depending on which notification systems have been enabled by the room’s
Administrator.
o Anew audit query response is submitted
o A Document is updated in the eTMF, and/or Start-Up

o A New Document is added to the eTMF, and/or Start-Up
o Auser visits a room for the first time

o A user registers within a room

o A New Question is added

o A New Answer is added to a question

o Workflows

o Workflow Query response submissions

@ Note: If the Study Start-Up module is active in the room, users will also see Start-Up notifications they can opt
to receive.

@ Tip: You can elect to receive either a mini summary of notifications or nightly newsletters recapping all of the
new events in the past 24 hours for each of the five notification categories.

3. Once you have made your Notifications selections, click Save.
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@ Note: The availability of the notification option is determined by the client-appointed Administrator in each room. Some
notifications may not be enabled and appear dimmed to the user. For example, workflow notifications may not be available to
users with Editor or Reader access.

Room Legal Hold Notifications Settings

@ Note: Super administrator can put a Legal Hold on Rooms.

| B About B Room Legal Hold Motifications

Motification recipients: 1 users) selected, 0 groupl(s) selected

Motification offset (days): 3
Mumber of days before the legal hold end date when notifications should be sent

1. Click Select to set up the users who will be notified when a room is put on legal hold. Refer to the screenshot above.
2. The Notification recipients window opens for you to select from the list of Users.

3. Select the number from the Notification offset (days) dropdown. It will decide the number of days before the legal
hold end date when the notifications should be sent to those users.

4. Click Save from the bottom of the grid.
Document Template Settings

& About I About This Room & Documents Module *

Enable auto purge

Days to auto purge: [30

Document Expiration

v | days before

Expiration Dashboard View
Expiration reminder: {60 v | days before

Notification Recipients 0 users 1 groups selected

Automatic Document Name Generation

generated document name as output name (export, download, email
achm
o Regenerate Document Names ~

Type of Document Link

(® Link to Document

(O Link to Document with Metadata

RO

Use document upload date as the document date for bulk upload and Inbox

Use separ. for multiple documents print

0®
m
3
g
@

Enable coding on Mass Import window as default option

M Save 4 Undo

In the Document Templates settings, Administrator users can add, edit, and delete document templates. Templates
here refer to documents that can be used as a source document. Therefore, users can keep a library of template
documents with multiple versions (for example, one version in French and one version in Korean) in this setting.

When you click on Add, a Create Template, a window will open up. Provide a template name, and choose a category
to indicate where this document template will be used — General, All Sites, Specific Country, or Specific Site. Submit
an attachment and lastly, you can choose to include this document
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Workfl

template in the Regulatory Packet. To do so, click on the checkbox on the bottom left corner. Here, please keep in
mind that if you put a checkmark here, this document template will be sent in the Regulatory Packet email even if
they are not required documents for the investigative site.

ow Settings

In Workflow Settings, Admins set up important details like workflow statuses, issues in the workflow, timeline, and
members of the workflow group.

Al these configuration details need to be previously created by the super-admin and configured to enable the
administrator to add them to the workflow. This section will take you through the various configuration details.
Changes made here will be applicable to all workflows.

To access the Quality Control Settings:

1. Navigate to the Main Navigation-> Settings — Workflows. From Workflows Settings, we discuss:

a.

b.
C.
d

Common Workflow Settings

Creating, Editing, and Deleting Quality Control Review Statuses
Creating, Editing, and Deleting Quality Control Document Statuses

Creating, Editing, and Deleting Quality Control Profiles Each of these is discussed in the separate topics in this

help.
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Common Settings
The Workflow Common Settings can be accessed from Room Settings — Workflow — Common Settings.
Admin can perform the following Common Settings in a Workflow:

1. Common Configuration
Default Ranges Configuration
Timeline Configuration

Issue Email

Rejection Email Configuration
Query Reminder Configuration
7. Auto-Claim Configuration

I A

Each of these is discussed in the separate topics and can be accessed from the left of this help.

Workflow Common Configuration

Rejected Documents folder: Here, you specify the folder and its index number that will hold the documents when they are
rejected during the review.
Default ranges configuration

| Common configuration

Rejected documents folder: 23 test folder n

Here you can specify date ranges that would be applicable to your workflow.

¢ Tl acknowledges the fact that various workflows would have different review and submission periods.
¢ Hence it allows you to specify more than one value separated by semi-colon.
¢ These values would be populated in the dropdown during workflow creation, and you may choose a value as appropriate.

Refer to the screenshot below:

#| Default ranges configuration

Review due date range (days): 1053
Review reminder range (days): 5:3:2:1
Review release range (days): 11:6:4
Escalation frequency (times): 32:-1
Query reminder date range (days): 10:5:3:1

Each field above is editable, you can enter the values separated by a semi-colon. Each option is discussed in separate
sections below:
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1. Review due date range (days)

« Here you specify the days when the review would be due after claiming the documents for review.

* You may specify multiple values, all of which will be populated in the dropdown while creating the workflow to
enable you to select a value as appropriate.

e The Returned Back is a new system status that can be given to a document when it is routed back to a previous
workflow stage.

e Hence, it is available from Approval Stage 2/QC2 onwards only.

2. Review reminder range
« Here you specify the days before the due date when emails would be sent out to the reviewers reminding them of
the pending review.
« If multiple values are specified, all of them would be populated in the dropdown during workflow creation, and you
may select multiple values as required.
 In the screenshot above, the Reminder schedule is 5;3;2 which means:

o the reviewer will receive reminders 5 days before the due date,
o then 3 days before the due date,
o and then 2 days before the due date if the reviews are pending.
3. Review release range days
« Here you specify the days after the claim when the documents would be automatically released from the reviewer’s
claim list.
e The Auto release date is always greater than the due date.
« It will not allow you to select a value less than the due date.

4. Escalation frequency

» Escalations are reminders about not completed reviews.
« During workflow creation, an escalation group needs to be specified who will receive notifications about
escalations.

« Here, you specify the timeline for escalation notification frequency.
5. Query reminder date range

« If the user does not respond to a query with a document, reminder emails are sent to the query recipients on the nth
days as specified here.
» So if the setting is 10; 5; 3 reminders will be sent on the 10th day, 5th day, and the 3rd day.

Timeline configuration

Refer to the screenshot below:

| Timeline configuration

Due date *|v
X |w

Reminder days
Release date *|v
X v

Escalation frequency

Clarification auto release |0
period: *

¢ If you specify values in the timeline, the values will be automatically set for you at the time of workflow creation.

« If you happen to change your mind at the time of creation, you may select values as required as opposed to that set inthe
timeline configuration.
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¢ The configurations are optional here except for the Clarification auto release, which means a document that is pending
for clarification will be automatically released if it was not released back to the workflow by the reviewer within the
defined time period.

e Users can delete timeline values from a Workflow profile as well as for existing workflows by clicking the cross icon
next to the fields in the Timeline Configuration panel or from the Timeline tab in a Workflow Profile Editor.

Issue email

1. From this panel, Administrators can enable documents to be sent as attachments with query emails in a workflow
session. Refer to the screenshot below:

# | Issue email

Documents as attachment: ¥! if enabled, document can be added as an
attachment
Default attachment mode: None

Files as links

Files as attachments

2. Click the dropdown arrow to choose the attachment mode to be either Files as links or Files as attachments. Refer to
the screenshot above.

3. Click Save from the bottom of the grid.

Rejection Email Configuration

When the document is rejected in the Workflow, a rejection email is sent to the document owner plus the users specified in
the Rejection Email configuration settings. Refer to the screenshot below:

Team Interactive -

Settings
Search | [ & About & Workflows E Common Settings
p = General -
& Inbox | Default ranges configuration
» & Collaborative Workspace Review due date range |[10:5.3

(days): *
[ Forms settings
Review reminder range |9:3;2:1

>+ General Integration (days).*
» B Documents Review release range (days).~ |[11:6:4
i fi v (ti 3= (3121
» W Document Types Escalation frequency (times)

> Required Documents

» @ Countries | Timeline configuration

» 08 Investigative Sites

Due date * |~
@ IRB/EC Reminder days 3|52
b == Email Release date * |~
= Document Templates. Escalation frequency il e
I~ 7 Workfiows Clarification auto release |0
period: *

E Ccommon Settings

N “~|Issue email
B wWorkflows

Documents as attachment if enabled, document can be added as
an attachment

E Review Status

B Document Status Default attachment mode: |[None ~

B Periodic Review , . .
| Rejection Email

> Securi -
® ty Workflow rejection nDtl‘lcatan user(
cty

» # E-Signature email recipients

=

1. Click Select from the Rejection Email settings.
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2. Workflow rejection notification email recipients window opens. Refer to the screenshot below:

Workflow rejection notification email recipients X

Search Q| selected Members
Et Name  Email Phone  Mobile... Organizat... O Name Email
fitester2019@ti... TransPerf... 2  § testeditor109@ti.com

festeditor109@ti... ti.com
b 3 testeditor0418@. .. ti.com
AL Acharya Dimpal dacharya@trans. ..
L Al Nick niali@transperfe.. TransPerf...
L Amin Avani aamin@fransper... TransPerfect
AL Anavkar Vrushali vanavkar@trans.. transperfe. ..
- - . - . . P —_——— —_ - - " v
Page 1/0f1 o Displaying users 1- 140 0f 140 | Selectthe users by double clicking or drag the entries to this pane

3. You can choose from Users or Groups. Select the users by double-clicking or drag the entries to the right pane.
4. Click OK to save the selection of the users.

Email Templates Al

Template type: * Document Rejection Noﬁﬁcaﬁon{ lv ‘

Subject: * ##RoomName## - #2WorkflowName## #2WorkflowReviewStage## - Document '#2DocumentName##’ rejected
O serif > 12pt -"B 7 UA-BA.- »F EE=E = E =

Project Name: ##RoomName##

Workflow: ##WorkflowName##

Workflow Stage: #WorkflowReviewStage##
Document: #DocumentName##

Document Type: #DocumentType##

##Reviewer## has rejected the document for the following reasons:
##lssues##

##ReviewComments##

Insertions: First Name bt m

You can change the Rejection Email Template from Settings-> Email ->Email Template
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Query reminder configuration
From Query Reminder configuration Admin can configure reminder emails' schedule. Refer to the screenshot below:

1. As per the above configuration, reminders will be sent on the 10th day, 5th day, and the 3rd day, if the user does not

~| Query reminder configuration

Query reminder days

4/ Aute-Claim configuration

Al

ow workflow stage Auto-

respond to a query with a document.

2. You can change the number of days from Query reminder date range (page 148) (days) in Default ranges
configuration (page 148).

Auto claim configuration

E Note: If there is only one reviewer in a workflow the documents will be auto-claimed by the system and assigned to
the lone reviewer for review.

To enable the auto-claiming of a document, the Administrator will need to enable the configuration from this panel. Refer to
the screenshot below:

# | Auto claim configuration

Allow workflow stage auto claim: © Y if enabled, documents will be auto claimed if
they met auto claim conditions

Auto claim lead time (days): (2} 2 'C‘

1. Tick the checkbox next to Allow workflow stage auto claim.

2. Enter the number of days after which if the reviewer has not claimed the documents, they will be auto-claimed bythe
system and assigned to the reviewer.

Creating the Quality Control Workflow

To create a Quality Control workflow, follow the procedure below:

1. From the Settings — Workflows — Workflows, click the Add button from the grid. The Workflow Editor window
opens. Refer to the screenshot below:
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Workflow Editor =%

Wizard
Step 1 of 12: General information

General information
Workflow name: *

Description:

Selection criteria: Al e docierts 8
Metadata Fields:

Number of approval levels: 10 b

Initial Stage: ~dit -

Condition Initial Stage

] cene |

2. Enter the Quality Control Workflow name and Description.
The Selection Criteria could be All new documents or only those Metadata fields that need to be reviewed. Refer to the
screenshot above.

4. Select the workflow levels, i.e. QC1, QC2, etc.

5. You may apply a condition to select documents for review as per a particular condition. Click Add to add a condition
from the Initial Stage box. Refer to the screenshot above.

6. The Initial Stage Condition window opens. Refer to the screenshot below:

Initial Stage condition X

Condition name:| Enter the name for this condition |

© Add Row | <> Start Group End Group | @ Delete Row

Field Name Operator

7. You may add multiple conditions and decide their sequence to filter documents with the green arrow keys. Use And / Or
operators if you want all / either of the conditions to execute. Refer to the screenshot below:

Initial stage: @ Add # Edit @ Delete
Condition Initial Stage -
Doc uploaded by site contact Approval stage 1
Visit Date Approval stage 1

8. As per the screenshot above, documents uploaded by the site contact on a particular site visit date would be added to the
workflow. The details of each condition are as below:
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Initial Stage condition x
Condition name:| Doc uploaded by site contact 0
€ Add Row Start Group End Group | @) Delete Row
Field Name Operator Value AND/OR
Contact = P ¢ (Sponsor Contact) |" | AND
Document Type = General\01 Trial Management\Trial Oversight\eTMFFilingFPlan AND
Initial Stage condition X
Condition name:| Visit Date [7]
O Add Row Start Group End Group | ) Delete Row
Field Name Operator Value AND/OR
Date of Visit = B/10/2017 AND

9. Thus, as per the above conditions, documents of type ‘General\Trial Management\Trial Oversight\eTMFFilingPlan’
uploaded by the site sponsor on the site visit date of 10th of Aug. 2017 would be added to the workflow.

10. Click Next. This leads you to the configuration wizard of the first stage of the workflow. Refer to the screenshot below:

Workflow Editor

Wizard

Step 2 of 12: Approval stage 1

General information HStage Name | Approval stage 1 [

Approval stage 1 Approvers || Custom Fields || Notifications

© Delete

[ Name Email

Timeline Actions

- < Previous Juiiin]  cancel |

Change the Stage Name, if desired. Click the Approvers tab. Refer to the screenshot above.
11. This allows you to add users/groups as reviewers of the documents for the particular stage in the workflow.
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@ Note: It is recommended to add a Group to save configuration time.

12. Click the Custom fields tab. This is a required tab and Statuses, and Issues must be added. Refer to the screenshot
below:

Stage Name Approval stage 1

Approvers Custom Fields Notifications Timeline Actions

Status
Status Name Document Status Issue Name

ew approved
review declined

review approved with issues
review clarification

review in progress

unique rejected

HINK

123

Fields L]
Select Field Name Type
wf criteria Text
= WFinitialstagefield Text

[<provous || W] conce |

The statuses are the ones previously created under Review Status (page 158). Click Add to add the first status and select
the document status from the dropdown. Refer to the screenshot above. Approved and Rejected are the minimum
statuses that need to be added to a workflow. You can include more statuses, like Clarification and In Progress, for
better functionality of the workflow.

13. Click the Issues section to assign the reasons in case the reviewer rejects a document/asks for clarification. Some of the
standard issues could be Missing Pages, Missing Signature, Blank Pages, Incorrect Study, Poor Scan, Duplicate,
and Expired Documents.

14. To make metadata fields, as required, available for a workflow configuration, proceed to Forms Settings and select the
Workflow Fields, as required.

» These fields will appear in the Fields panel at the bottom of the Customs tab. Tick the fields as required for the
review. Refer to the screenshot below:

Fields (]
Select Field name Type
v Submission Date Date =
U Approval Date Date b B
I [ VS R Tt =

o These checked fields will appear in the Review panel of a document in the eTMF/Documents module once a
document is claimed for review.

o As shown in the screenshots, the Submission Date, Approval Date, and Document Version fields checked in
the workflow configuration appear in the Review Panel of the document metadata window.
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15.

16.

17.

18.

19.
20.

Document Dala: Test T||®

Required fields are marked with an asterisk (*)

Document Format:

Popular Document

“| Review History

| QCpolly : Approval stage 1

Status:*

Index position:

o n
|
T

Commerits:

Submission Date: E
x =
Approval Date:
x =
Document Version:
"~ M = [ ] o = Manage Workflow

Click the Notifications tab.

» Here, you can allow for email notifications to be enabled for the event names listed.
» For users who want to be notified only in case of Claim, Release, or Escalation, groups can be added accordingly.

In case you have fed in values in Timeline Configuration, the values would be populated by default in the Timeline tab.
You may choose to override the previously set configurations if desired.

Actions is an optional tab allowing for complex workflow building.

It enables a workflow to have a jump. A specific document can jump to a certain stage.

» For example, a Form FDA 1572 after QC1 review, can jump to a stage 3 review, where Regulatory Affairs perform
a2nd review on the document.

» While efficient for complex workflows, it is not required for regular workflows creation.
Click Next, when all tabs have been reviewed.

* Repeat similar steps for each stage of approval.

 Settings may change per approval stage, like approvers, notifications, and timelines.

When finished, click Next.

The Workflow finish is the last step. Any errors in the workflow will appear here that need to be addressed. If no errors,
click Finish when done.
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Editing an Existing Workflow

& Caution: Editing of existing workflow should be executed with caution because any saved changes require a new and
revised workflow to be created

While editing an existing workflow is quicker than creation, having multiple workflows enabled in the same room is
not common and can cause confusion.

1. In the Workflows panel, click the Name of the workflow and either click Edit # Edit  from the top menu or double
click the required workflow.

2. The Workflow Editor window opens. Review the steps of the workflow wizard as before, clicking Previous & Next to

review the settings.

If no changes have been made, click Cancel.

Yet if changes were made, this has become a new and different workflow. Thus, click on Save as.

Give the revised workflow a new name. A new workflow is created with the new name.

Click Ok when done. A confirmation message appears confirming creation. Click Ok.

The previous workflow and the newly revised workflow are both by default enabled. If one needs to be disabled,

N o o~ w

uncheck the associated box. Remember to click Save.

Deleting an Existing Workflow

© Delete

Select a workflow from the list you wish to delete and then click Delete from the top menu.

Quiality Control Review Status

Here Admin can create the review statuses to assign to the document at each stage of the Workflow.

Figure 40: Review Status

¢ The Display Name' is the name of the status that would be visible on the user interface, whereas the System Status is pre-
defined values that you assign to review status.
¢ Regardless of what the Display Name is, the documents will be routed to one of the workflow folders in QC Review/My
Reviews based on the system status.
Figure 41: Adding Review Status

1. Click Add.
2. Enter the Display Name
3. Double click the System Status field, click the dropdown arrow, and select the System Status from the list.

Editing Review Status

1. Select the required Review Status to be edited and click Edit.
2. The Review Status field becomes editable. Make the required changes.
3. Double click the System Status field, click the dropdown arrow, and select the System Status from the list.

Deleting Review Status
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1.

Select the required Review Status to be deleted. Click Delete.

Security

From here Admin can perform various functions of security configuration.

@ Note: Most of the room’s Security Settings are established at the outset of a study and go unchanged throughout the
study. Before making any changes to any Security Settings, confirm the changes with the Project Manager.

Following functions in the Security are discussed in detail in separate sections:
* General Security Settings

e Users Security Settings
e Groups Security Settings

Besides Room Settings, the Users Security Settings and Group Security Settings can be accessed from the User
Management (page 67)in the Main Navigation.

General Security Settings

From here you can perform the following functions:

All

Logout Timer Configuration

Invite Participants Settings
Redaction Settings

Actions Security Settings

PDF Watermark Options Settings
Document Viewers Settings
Document Encryption Options
Confidentiality Agreement Settings

the above topics are discussed in separate sections
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Logout Timer Configuration

Admin can set a Logout Timer from the room settings. Refer to the screenshot below:

Time to idle (mm:ss): 99:00
Seconds to approve: 60
Idle session timeout confirmation text: °

Do you want to log out?

Idle session timeout alert text:

Your session expired and you were automatically logged out.

Navigate to Main Navigation -> Settings -> Security -> General -> Logout Timer.
Adjust the time a user can remain logged in without being active in the study room.

3. You can also adjust the Seconds to approve field. This is the amount of time a user has to respond to the Idle session
timeout confirmation message.

4. Enter the message that the user sees on the screen when the user is automatically logged out due to an idle session inthe
Idle session timeout alert text.

5. Click Save after any changes or Undo to revert back any changes made.

Invite Participant Settings

As an Administrator, you can add a layer of security to the user registration process. Refer to the screenshot below:

Use PIN: [™]

Registration PIN: |

The registration PIN(if entered) will need to be communicated to virtual room users in
order to complete the registration process, providing an additional level of
authentication for the email registration process.

To use this extra layer of security:

1. Click the Use PIN checkbox.
2. Enter a Registration PIN.
3. Click Save from the bottom of the grid to save the changes made.

® Remember: You will also need to inform new users of the PIN that you have created. New users will have to
enter this PIN before being allowed access to the room’s registration process.

@ Note: The Registration PIN (if entered) will need to be communicated to Virtual Data Room Users in order to
complete the registration process, providing an additional level of authentication for the email registration process.
Redaction Settings

@ Note: Enabling Redaction also affects Document viewers and Actions portlets.
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1. Administrators can choose to enable or disable the Redaction option in the room. Refer to the screenshot below:

Use Redaction: | = |

Mote: enabling redaction also affects «Document viewers» and «Actions» portlets.

2. Click Save from the bottom of the grid.

Actions Security Settings

This pane shows the tasks that are enabled for the user in a particular room. Refer to the screenshot below:

B About B Actions

Display name System name
2] Redaction Redaction
=] Study Startup Study Startup
(3] Document Collaboration Reviewer Authoring Reviewer
=] Document Collaboration Administrator Authoring Administrator
2] Page Manipulations Page Manipulations
=] eSignature eSignature

Edit Document Online Edit Document Online
=] Communications Communications
(2] Milestones Milestones
=] Assign Tasks Assign Tasks
(2] Document Manager Document Manager
=] CRA Reconciliation CRA Reconciliation

1. Double-click the Display name of the listed action and edit the display.
2. Click Save from the bottom of the grid to implement the changes.

E

Note: The new actions added to the list of actions are as follows:

Edit Document Online- This feature allows a user to open MS Office documents in native office applications to

edit them online immediately on upload.
Assign Task- This feature denotes that the user is enabled to assign tasks to multiple users.

Document Manager- This feature allows the editors to edit, update metadata, and/or change the index locations
of documents with Final status that are not added by the editor.

E Note: The editor must be assigned Full Access to the folder having final documents, or to the documents with final

status from View Security, or Manage Security options available in the eTMF/Documents module.

PDF Watermark Options Settings

Watermarks can be added to documents downloaded or printed from a study room’s file index.

¢ Watermarks are only displayed when a document is not in the final workflow status.

¢ Therefore, once the document becomes final, the watermark will no longer be available on the document; this is an
automatic process.

¢ In this panel, Administrators can select which metadata fields will comprise the watermark, and they can select the

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of

TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



K

T R |

A L
INTERACTIVE Trial Interactive User Guide

appearance and position of the watermark. Refer to the screenshot below:

Add watermark on PDF documents

Display watermark for admin users

Text:

##Index## #£UserName##

You can use following insertions in watermark text

Rotate watermark if page is rotated

(] Font

Font name:* Courier New i
Show all fonts

Bold: ¢

Italic

Font size 30 b

Font color:* Blue i

Embed font to PDFs: Z

Note that PDF watermark that is using a non-embedded font may not be correctly shown in the TI Document View

Version 10.2

Page 146 of 577

A | Position A | Visibility
Header ® Foreground
Footer Background

®) Diagonal

H Save 4= Undo

1. Activate or inactivate the Add Watermark on documents option by clicking the checkbox.
» Activation of this option also activates the option of allowing non-PDF documents to be printed or downloaded
without watermarks.

Tick the checkbox to Display watermark for Administrator users.

Type in the Text of the message to be displayed as the watermark using the text strings from the list provided.
Tick the checkbox to Rotate watermark if page is rotated.

Select the Font name from the dropdown.

» The dropdown list can be extended to include all fonts by clicking the Show all fonts checkbox.

o~
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Select whether the watermark text will be rendered as Bold and/or Italic text.
Select or confirm the Font Size from the dropdown menu.

6

7.

8. Select the Font color from the dropdown menu.

9. Select whether or not to Embed the font to the PDF.

10. Select the Position of the watermark.
11. Select whether the watermark will appear in the Foreground or the Background of the document text.

12. Click Save.

Document Viewers Settings

Administrators can select which document viewers are available to room users and which of the viewers is marked as the
room’s default viewer. Refer to the screenshot below:

A | Available viewers | Default viewer
Original
Flash
_| Snowbound
¥| TI Document Viewer ® TI Document Viewer
Note that PDF watermark that is using 3 non-embedded font may not be correctly shown in the TI Document Viewer
Single viewer: None V-\
| None
Original
Tl Document Viewer

Select the Available viewers that will be available to users in the data room.

Select whether the Default viewer for users in the room will be the Original viewer or the selected viewer.
Select a Single viewer from the dropdown list if you want to restrict the availability for users.

Click Save.

il S

Document Encryption Options

The system provides Digital Rights Management (DRM) functionality. This feature provides additional security options to
the users.Refer to the screenshot below:

#| Enable DRM on documents

EDRM zervice:

1. Tick the checkbox to Enable DRM on documents.
2. Click Save.

Confidentiality Agreement Settings
Another layer of security that an Administrator can add to a room is a Confidentiality Agreement.

¢ Once enabled, you choose whether to have the agreement appear only on a user’s initial visit to the room, or have the
agreement appear each time users log in.

¢ You also have the option of designating individual users or groups of users whose email addresses share a domain name
who would be exempt from clicking the agreement.
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Following are the steps to enable the Confidentiality Agreement:

1. Tick the checkbox to enable/disable the Confidentiality Agreement on this room. Refer to the screenshot below:

B About B Confidentiality Agreement

¥| Enable confidentiality agreement an this room
®* Show confidentiality agreement first time the user visits the room
Show confidentizality agreement every time the user visits the room
| Confidentiality agreement text
© Add - elete
Name «

1

Default confidentiality 1 o
agreement:

v | Bypass confidentiality agreement for the following users

¥ | Bypass confidentiality agreement for the following email domains

2. If enabled, select whether to have the agreement show only on the first time a user visits the room or every time auser
visits the room.

3. To type in the text of the Confidentiality Agreement, click Add. A pop-up window appears. Refer to the screenshot

below:
Confidentiality Agreement Text X
Name:* | |
<>  TimesNew.. ~ 12pt - B I Y A-RH- &
=il = = o e
[ coe | cmen ]

4. Type in the Name of the agreement.
5. Click Create.

@ Note: More than one Confidentiality Agreement can be added.
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User Management - Users

From this page, you can do the following:

1. Invite users through Regular Invite or Quick Invite.

2. View user accesses to the room under various categories.

3. Edit user access.

4. Change the access to the user by changing the Role or Groups
5. Resend invitation to the room to users

6. Reset Password for a user login

7. Delete a user access

8. Export Users

9. Filter Users

10. Update preferences

Regular Invite

@ Note: Users can also be invited from the Room Settings — Security — Users. (page 159)

Follow the steps as below to create a new user and add the user to a group:

1. Navigate to the Main Navigation — Users Management — Users.
2. Click the Invite dropdown from the top menu bar and then select Regular Invite from the dropdown list that appears.
Refer to the screenshot below:

Training Room 1 =

Users Management / Users

’

i

-
- A
_

~

-~

v_

k CrROX

+ Quick

- o

The User Invitation - Edit User page opens.

Complete the form and click Next.

The User Invitation - Group Memberships page opens to allow you to add the user to a group.
Complete the details as required and click Finish.

The user is now created. You can view the user on the dashboard.

No o ko

@ Note: The Edit User and Group Memberships pages are discussed in separate sections below.

Edit User

1. Complete the User Profile as required.
2. The fields of importance are discussed below:
a. User Email: This is used by the user as a unique identity to log in to Trial Interactive. This can be typed in or

searched by clicking the magnifying lens icon at the end of the field. If you type in an email address that does not
adhere to an email id format, you will receive a validation error message asking you to enter the correct one.

b. Role: Choose the role from the dropdown to be assigned to the user. The roles can be either of an Admin, Editor
or, Reader in a particular room.
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c. Actions: These are tasks that the user would be allowed to perform under the specific role that can be assigned by
selecting the Action name from the Actions dropdown.

d. Expiration Date: Enter this date if you want the user access to be revoked after the lapse of a particular period.

e. Organization: Choose from the dropdown the organization to which the user belongs to. The Administrator can
also create an organization, if not available from the list, by clicking the ‘+’ sign at the end of the textbox.

f.  Allow Multiple Sessions: Click the toggle bar to Yes if you want to allow the user to login through different
browsers at the same time.

g. Invite Later: Click the toggle bar to Yes if you want to prepare a user for the room but not want to send the real
invitation. So users will be prepared for invitation sending, and when the time comes, they can be invited later. For
example, a user is in training and would be allowed access to the room later.

h. Silent Invite: Click this toggle bar to Yes if you want to invite the user without sending the invitation email. In
such a case, you will need to provide a temporary password in the Password field that appears on activating this
option.

® Remember: You can select either Invite Later or Silent Invite only at a particular point in time.

3. Click Next to proceed to the Groups memberships page to add the user to the required group. Refer to the screenshot
below:

User Invitation x

User Group Membership

admin@ti.com E

Administrator v

TransPerfect - u

Cancel m

Groups Memberships

From this page, you can select the required groups from a pre-created list of groups to add the user as a member. If the group
does not exist, then you may create the group on the fly through Add New Group. Besides, you can also edit or delete a
group. Note that the Edit Group and the Delete Group buttons enable on when you select the group from the list. Refer to the
screenshot below:
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User Invitation x

| User Group Membership|

Add the name of the groups the user(s) should be listed as a member. Please make sure to enter the

| group name as it appears on the room. If the group name doesn't exist in the room, user will not be
added to that room.

© Add New Group [ Edit Grouf @ Delete Group

% Site Activation Members
¢ Auditor

¢ Auditors

Cats

CRA-EU

CRA Recon- Tool

CRAs - US

CRO - Asia

Doc Editors

NAr Mananar

cance'

Click the links below for more details on any of the operations:
1. Add New Group (page )
2. Edit Group (page 81)
3. Delete Group (page 82)

Quick Invite

You can use the Quick Invite when you want to invite, all at once, a set of users with the same role, actions, access period,
and belonging to the same group/s.

Follow the steps as below to Quick Invite users:
1. From the Users Management — Users, click the Invite dropdown from the top menu bar and then select Quick from
the list of options that appear.
2. The Quick Invite page opens.
Enter the email addresses of all the users you want to send an invitation to.

4. Complete the required fields, adding email addresses, and selecting the role the invitees will be assigned to. You can
Invite single or multiple Readers or Editors or Administrators at one time.
5. Select Invite Later, Silent Inviteand , Invite Later toggle buttons when appropriate.
. Click the Groups textbox to assign the user to the appropriate group(s).
7. Click Add. Refer to the screenshot below:
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Quick Invite x
Email List:
Role -
Expiration
e 8
Actions -

nvite Later

Groups -

cance‘

The invited user(s) will receive an email invitation to register in the Trial Interactive room.

Viewing Users
Users in Trial Interactive are grouped under various categories for easy viewing and access to their information. Follow the
steps as below to view users under various categories available in Trial Interactive:

1. Click the three dots next to the View by from the Index Pane.

2. This opens the View Users By popup window with the list of categories for user viewing.

3. Select the category under which you want to view the users.

4. Click Select located at the bottom of the popup window. You can also make the view default by selecting the Make
Default checkbox below the views.

5. The category and the list of users grouped under the categories are displayed in the Index Pane. The screenshot below
shows the users by Admin role.

ass Training Room 1 ~ Q_ Search
- arch
Users Management / Users
© Invite #C & F =y
1-120f 12 (0 selected) z [ select Columns @ Views v
Last Name -«  First name Email Phone Mobile Ph...  Organizati...
v B Al & 101 Admin Tiadmin1... ti.com
R Administrator & 102 Admin Tladmin... ti.com

The table below lists out the various user views seen in the popup along with the description:

User Views Description
By Organization By Organization view lists the organizations for which there are users in the room. The organization
| to which the user belongs is specified during user creation (page 69).

By Role By Role view lists the users belonging to the categories of Admins, Editors and, Readers.

By Status By Status view lists the users under categories as Pending for invitation, Invited to the room,
Registered to the room, users who Visited the room, and users with No Access to the room.

By Group By Group view list the groups to which the users belong in the room. The groups are specified during
user creation (page 69).

By Action By Action view list the users according to the actions to which they have permission for.

Resending Invitation
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As an Administrator, you can resend an invitation to a user if the user has been invited but has not visited the room.

To re-invite users:

1. From the left pane, select the preferred category to view the users (page 68).
2. From the list of users displayed in the right pane under the selected category, tick the checkbox for users to whom you
want to resend the invitations.
% Resend Invitation .

3. From the top ribbon bar, click the Resend Invitation icon. A popup appears asking you to
confirm. Refer to the screenshot below:

Training Room 1 -
Users Management / Users

@ Invite = # Change Access & Resend Invitation -
View by By Organization - 1-30f3(1 selected) S [Msele

~
~ L] Last Name =  First name Email Phone
v = Al testeditor...
& Do not use Mahajan1 Yogesh yogeshms...
4. Click Yes.
Re-invite Selected users x

Are you sure you want 1o resend the invitation?

v

5. Invitations are resent to the selected users, and a confirmation notification appears for the same.

Editing and Deleting Users

Editing Users
Follow the steps as below to edit user access:

1. Navigate to Main Navigation — Users Management — Users.
2. From the left pane Index View, select the preferred category to view the users (page 68).
3. From the list of users displayed in the right pane under the selected category, tick the checkbox of the user to edit.

4. From the top ribbon bar, click the three dots *** ™ and then click Edit from the options that appear. Refer to the
screenshot below:
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© Invite v V4 Change Access % Resend Invitation wes::

n # I | Edit First name Email

& Wl Delete Try try@demo.com

View by By Organization B

v B Al
o gl v T
I demo.com @ change Ema Second auditor2@test.com

I clilink.com a B Swati swatib008@gmail.com

5. The Edit User popup opens, which contains the following section:
a. Edit User
b. Group Membership
c. System Groups
d. Activity Log

Refer to the screenshot below:

Edit User ?X

Edit User Group Membership System Groups Activity Log

Email ssu_editor@demo.com
First Name Last Name
Role Editor v
Expiration Date @) 8
Actions Study Startup > b%
Organization demo.com v e

Mobile Number

m

Address

City

State

N
o
a
o
=%
3

Country v

Allow Multiple
Sessions

Prefix

Suffix

Select the Edit User section to edit the user details and click Save.
Select the Group Membership section to add, edit, delete groups and click Save.
Select the Systems Group section to manage the assigned security to groups at the system level and click Save.

Select the Activity Log section to view the timestamp of activities for the user and click Save to commit the changes.
Refer to the screenshot below:

© o~
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Edit User ?X
Edit User Group Membership System Groups JActivity Log

Date Updated By Activity Description

20 Feb 2019 Tiger Woods Edit user %

18 Feb 2019 Tiger Woods Set User Actions ADD: Authoring ...

18 Feb 2019 Tiger Woods Set User Actions ADD: Authoring ...

18 Feb 2019 Tiger Woods Set User Actions ADD: eSignature

18 Feb 2019 Tiger Woods Set User Actions ADD: Edit Docu...

@ Note: Follow the same procedure for editing General Information, and Group Membership as discussed in Invite
Users.

Deleting Users
Follow the steps below to delete users from a room:

1. From the left pane Index View, select the preferred category to view the users (page 68).
2. From the list of users displayed in the right pane under the selected category, tick the checkbox of the user to edit.

3. From the top ribbon bar, click the three dots *** ¥ and then click Delete from the options that appear. Refer to the
screenshot below:

© Invite v 4 Change Access ¥ Resend Invitation o ST

View by By Organization m # | & Edit st name Email Phone Organization

a try@demao.co..
v & Al
e R -—-

@ change Ema
I demo.com @ Change Emai auditor2@tes...

I elilink.com & B Swati swatib008@g...

Changing User Access
Follow the steps as below to edit user access:

1. Navigate to Users Management — Users.

2. From the left pane Index View, select the preferred category to view the users (page 68).

3. From the list of users displayed in the right pane under the selected category, tick the checkbox of the user whose access
you want to change.

From the top ribbon bar, click the Change Access icon.

The Change Access popup opens.

Complete the details as required.

Click Apply.

Refer to the screenshot below:

N o gk~
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Change Access ?X
Role
Editor v
Group =
u Type Name Description
I
2 editors2
2 Test 2
2 ay
2 new
2 audit managers
2 Tst
2 Milestones
2 auditors
2 Trial Interactive
2 not ssu group
gl acian =
Existing group access action
@ Append Overwrite
Apply Cancel

The fields of importance are discussed below:

a. Append group access will add the user to the new group without removing the user from previous groups.
b. Overwrite group access will remove the user from all the previous groups and add the user to the selected group.

Exporting Users
You can either export all the users available in the room, or export only selected users as required. Each of the processes is
discussed in separate sections below:

Exporting Selected Users

1. Navigate to User Management — Users.
2. From the left pane Index View, select the preferred category to view the users (page 68).
3. From the list of users displayed in the right pane under the selected category, tick the checkboxes of the users to export.

4. From the top ribbon bar, click the three dots *** ™ andthen click Export from the options that appear. Refer tothe
screenshot below:
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Training Room 1 ~
Users Management / Users
© Invite » # Change Access & Resend Invitation - v
1-30f3(1 g ¢ EH
X Delete
~
R L] First name Email
v B Al testeditor...
BB Do notuse BAabninni SASH o

5. The Export Users popup opens with the Export Selected Users radio button highlighted.
6. Select the Type of export file format. You can select either HTML, Microsoft Excel, or Microsoft Word.
7. Click Export. Refer to the screenshot below:

Export Users ? X

Export Options

Some information about this window

Source: @ Export selected users

Export all users

Type:  HrML

8. You will receive a notification (page 64) about the job completion.
9. Click Get Job Result to download the document.

Exporting All Users

From the top ribbon bar, click the three dots *** ¥ andthen click Export from the options that appear.
The Export Users popup opens with the Export all Users radio button highlighted.

Select the Type of export file format. You can select either HTML, Microsoft Excel, or Microsoft Word.
Click Export.

You will receive a notification (page 64) about the job completion.

Click Get Job Result to download the document.

© gk wbhPRE

User Management - Groups
Administrators can manage the creation, deletion, and assign of users to Groups. Administrators can manage groups in the
following manner:

1. The names of groups
2. The Descriptions of groups
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3. Clone security from an existing group
4. Assign Actions to groups

The groups are used in allowing the user access to particular folders, files, activities, and workflow

and audit assignments. You can perform the following activities from Groups:

1. Adding New Group
2. Adding Child Group
3. Editing Group

4. Deleting Group

Each of these is discussed in separate topics. Navigate to the topics from the left menu to access them.

Adding Child Group

You can reach this page by clicking the Groups icon from the toggling menu bar on the extreme left of the User Management
application.

Follow the steps as below to create child groups:

1. Click the arrow to the left of All Groups to expand groups and select the required group from the list to which you want
to add child group.

2. Note that the Add Group button at the top left corner now changes to Add Child Group and the buttons Edit and
Delete are also enabled. Refer to the screenshot below:

© Add child Group & Edit X Delete

v & Al

bl & 101010 ed

> & activity group 1
> % audit managers

> % audit responsers

3. Click Add Child Group from the top menu. There are two options of group addition: a) Add New Child Group, b)
Add Existing Child Group. See the screenshot below:

Training Room 1 ~
Search @ Add~
Users Management / Groups Q sea . 2
© Add Child Group ~ # Edit % Delete © Add Users to Group # Ed % Delete
© Add New Child Group 1-20f 2 (0 selected)
+ Add Existing Child Group
# User Name Email
> Auditors
Arya Stark aryastark@ti.com
> Cats
Steven Li steli@transperfect.com
> CRA-EU
> CRA Recon- Tool
> CRAS - US
& crRO- Asia
> Doc Editors

4. If Add New Child Group is selected, then the below screen appears. Enter the details of the group to be created and
click Create button.
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Create New Group x

Name

Test

Description

Clone security from an existing group:

CRO - Asia -
Actions
| Document Manager X | -

5. If the option of Add Existing Child Group is selected, then the Select Groups popup opens.
6. Select the required group from the list to for which you want to create a child group.
7. Click Select. Refer to the screenshot below:

Select Groups ?X
Search Q
[} Type ~  Name Description
2 activity group 1 =
2 audit managers
2 audit responsers
2 auditors ‘
2 ay
2 Clinical Network Services (CN... Global CRO
2 default site editors12233
ol e ]
2 editors2
2 editors3
2 esig1
Select Cancel

The group gets added to the Parent Group to which it is added.

Editing a Group

You can reach this page by clicking the Groups icon from the toggling menu bar on the extreme left of the User Management
application.
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Follow the steps as below to edit a new group:

1. Select the required group you wish to edit from the list of groups in the left pane.
2. Click the edit button from the top ribbon bar.

3. The Edit Group popup opens.

4. Fill in the details as required.

5. Click Save. Refer to the screenshot below:

Edit Group ?X
Name
101010 ed
Description
Actions
[Document Collaboration Administrator x ] v

eSignature

The client can choose the required e-Signature vendor from Main Navigation — Settings — e-Signature — Vendors.

Vendors

The e-Signature vendor available to you depends on the vendor chosen by your organization. This section discusses the
following three e-Signature options:

1. DocuSign
2. Adobe Sign
3. Tle-Signature

Follow the steps below to select the e-Signature vendor:

1. Navigate to Main Navigation-> Settings-> E-Signature-> Vendors.
2. Click the Use E-Signature dropdown to select the vendor. Refer to the screenshot below:

K About |j E-Signature | B E-Signature vendors

Vendors ~

Use E-Signature: * |TI E-Signature

[T Change Log

@ Note: The e-Signature vendor available to you depends on the vendor chosen by your organization.
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3. An Administrator can choose to enable or disable the use of an e-signature for users in a room by selecting the None
option from the dropdown.

4. Click Save if you make any changes here.

@ Note: If the E-signature is enabled, the e-Signature Action is automatically added in the Actions pane as discussed
in Edit User (page 72). To see the addition, refresh the room in the browser.

Reasons

While e-signing a document, the e-signers need to specify the reasons for approving or declining a document. Administrators
can configure reasons for e-signature from here.

1. Navigate to Main Navigation-> Settings-> E-Sighature-> Reasons. Refer to the screenshot below:

Training Room 1 +
Settings

Create Reason x

Required fields are marked with an asterisk (")

Reason [ |

Description:* | |

2. Click Add to create new reasons.
3. Select areason from the list and click Edit to make changes in the existing reason.
4. Select areason from the list and click Delete to delete the existing reason.

Purpose of the e-signature
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Purpose of the e-Signature is an additional text to display on the top of the send to e-signature form. Refer to the screenshot

below:
Training Room 1 =
Settings
ISearch Q[ W About ;Remns
3¢ General Integration 4 < Aral - Apt - B 7 Y A-H- & EH E=EE E 2 E

PRR|Dectmony Test - eSignature purpose
» % Document Types
» Required Documents
» @ Countries
» (8 Investigative Sites
@ IRBIEC
» &= Email
= Document Templates
» B Audit
» # Workflows
» W Security
e # E-Signature
& Vendors
B Reasons

& Purpose of the signature

|

» [ Tasks

1. Navigate to Main Navigation-> Settings-> E-Signature-> Purpose of the signature.
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2. In the Right Panel, you can write the Purpose of the e-signature.
3. Click Save.

Tasks

The Administrator would need to set up certain configurations for tasks in a room from Main Navigation — Room Settings
— Tasks. These configurations are listed below:

1. Tasks
2. Tasks Category

Each of the options above is discussed in separate topics which can be accessed from the left panel of this help.

Tasks

1. Navigate to Main Navigation->Settings->Tasks->Tasks
2. Define a number of days from IRB/EC submission reminder task [field] day(s) option. Refer to the screenshot below:

Training Room 1 =
Tasks

] 2
_ : CRA
QC Review Reconciliation

Start-Up

&

Quality
Review

® A
FAQ Home

3. This defines the number of days before the due date that the user will receive a reminder email regarding any task related
to the IRB/EC.

Y

Reports

Task Category

Task categories need to be specified while creating a task. These task categories need to be created so that the user
may select the appropriate category from the dropdown of the Task Creation window.

Tasks can be created, edited, or deleted through the buttons on the Task Category dashlet. Refer to the screenshot
below:
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E About K Tasks I Task Category

© Add
Category -

Client specific
Internal tzam
Misc

Training

1. Click Add to add a task and press Enter.
2. Double-click a task, or select an existing task and hit the Edit button to edit a task. Press Enter after editing.
3. Select atask and hit the Delete button to delete it.

General

The Q&A functions have to be activated in the room’s Settings. These icons will appear only if the functions are enabled
when the room is created.

Through the Q&A settings view, you can add, edit, or delete Question Levels. In the Q&A configuration panel, you can
enable and disable three Q&A options: the ability to delete questions and answers, the activation of Subject Matter categories,
and the activation of questions issue levels.

To access the Q&A Settings:

1. Navigate to the Main Navigation-> Settings Module
2. Goto Q&A

From this section, we discuss :

1. Configurations for questions and answers
2. Adding Editing and Deleting Question Levels

Al of the above are discussed in separate topics accessible from the left panel of this help.

Q&A Configuration
From here, you can enable and disable the following three options:

1. The ability to delete questions and answers.
2. The activation of Subject Matter categories.
3. The activation of question issue levels. Refer to the screenshot below:
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Q&A Question Level

From here, you can create a list of issues that are associated with the documents. Administrator can set these issues as
per the client request. These issues are then assigned to Subject Matter Experts who can answer the question. Refer to
the screenshot below:

Training Room 1 =
Settings

B Required Documents
@ Countries

A Investigative Sites
@ IRBIEC

= Email

= Document Templates
B Audit

/' Workflows

W security

# E-Signature

B Tasks

= Q8A

¥ @ General

| B Question Level

B Q&A configuration

Earch Q| [« | W About FAQ categories * || ym General A 02A I Question Level

“/| ©Add Edit @ Delete

Question Level »

High Priority
Low Priority

Medium Priority

4 Subject Matters
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From here, you can perform the following:

1. Adding New Question Level
2. Editing a Question Level
3. Deleting a Question Level

Each of these is discussed in the sections below:

Adding New Question Level
To add a new question-level:
1. Click Add from the top ribbon.

2. A new row appears in the grid below.
3. Enter the question level. Refer to the screenshot below:

I About FAQ categories = General o= DEA B Question Level

O Add| # Edit @ Delete

Question Level «
[

High Priority
Low Priority

Medium Priority

Editing a Question Level
To edit a question-level:

1. Select the level and click Edit from the top ribbon. You can also double-click the question level to edit.
2. The field becomes editable.

3. Edit the details as required. Refer to the screenshot below:

K About FAQ categories = General - 08A Il Question Level
© Add @ Delete

Question Level - L

High Priority

Low Priority
[Medium Priority

Deleting a Question Level
To delete a question-level:

1. Select the level and click Delete from the top ribbon to delete it.
Question Subject Matter

If Subject Matter was enabled in the Q&A Configuration (page 179), another set of options for Subject Matters is

activated. You can access this option from the Q&A menu in the left panel of the Room Settings (page 85). Refer to
the screenshot below:
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w & General
B Question Level

B Q&A configuration

& Subject Matters |

Clicking Subject Matters from the Q&A menu opens the Subject Matters window in a separate tab. Refer to the screenshot

below:
s Training Room 1 =
= . Search © Add ~ A
Settings Q N
Search Q| (%] | Il About FAQ calegories «® General o= Q&A I Question Level Il Q&A configuration au Subject Matters *

» Required Documents

- Subject Matters ©] | Subject Matter Experts

» @ Countries ©Add / Edit © Delete | A7 Add
b 8 Investigative Sites Name - Description O Expert name Email

» = Email Contracts

= Document Templates CRA Feedback on Inves...

4

4

B Audit

# Workflows

Given to FDA

Investigational Product

» W Security Misfiled Documents

» 7 E-Signature Regulatory

» B Tasks Safety

v & QA Training related training Qs and c...

v & General
B Question Level

B Q&A configuration

I . Subject Matters

This window consists of two panels:

Subject Matters panel from which Subject matter categories can be added, edited and deleted.

Subject Matter Experts panel from which Subject Matter Experts can be assigned to or unassigned from the
specific Subject Matter Categories. In this way, questions from particular categories can automatically be channelled to
subject matter experts when the questions are submitted in the room.

N

Al of the above are discussed in subsequent sections below:

Adding Subject Matters
To create Subject Matters:
1. From the Subject Matters panel toolbar, click Add.
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2. The Create Subject Matter window opens. Refer to the screenshot below:

on Inves
Create Subject Matter =
Name:* Tl
Investigational Prd
) Description

Misfiled Documeni

Regulatory

Create | cancer |

Training

3. Type the name of the Subject matter category in the Name field. The Name field is required; the Description field is
optional.
4. Click Create at the bottom of the window. The new Subject Matter category is added to the list.

Editing Subject Matters

To edit Subject Matters:
1. From the Subject Matters panel, click on a Subject Matter category to select it.
2. From the Subject Matters panel toolbar, click Edit.
3. The Edit Subject Matter window opens. Refer to the screenshot below:
I Aboul F R - f = 03 [ ] € ] gura & Subject Matters

m

Description

Edit Subject Matter x
Name:* [Regulatory

Description

related training Qs and ¢

4. Edit the Subject Matter Category name and Description; click Save.
5. The changes are committed and visible in the list of categories.
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Deleting Subject Matters
To delete a Subject Matter category:
1. From the Subject Matters panel, click on a Subject Matter category to select it.
2. From the Subject Matters panel toolbar, click Delete.
3. The Subject Matter Category is removed from the list of categories.
Assigning Subject Matter Experts to Subject Matters
To assign a Subject Matter Expert to a specific subject matter, select a subject matter from the list on the left.
1. Click the Name of the Subject Matter. The subject matter category name is highlighted in light blue.
2. Click the Add button from the Subject Matter Experts panel toolbar.
A Select users window opens, displaying the full list of the room’s registered users who are eligible to be assigned the
role of Subject Matter Expert — users with Administrator or Editor access to the room.
3. Click the checkbox next to the name of the user you want to assign to the expert role.
4. Click Select at the bottom of the window. The changes are automatically saved. Refer to the screenshot below:

W About FAQ categories | o Genera - QLA W Cus = W Q&Aconfiguration || g Subject Matters
Ema
Select users L
Search Q
Last Name - First Name Email Phone Mobile Pho... Organization
4 Test12124@ti.com ti.com
4 100 Editor ti_editor1 00@fi.com ti.com
4 101 Admin Tladmin101@ti.com ti.com
raining related training Qs e ] e e o LT
4 102 Admin Tladmin102¢@t.com ti.com
4 102 Editor ti_editor102@fi.com ti.com
4 103 Admin Tladmin103@t com ti.com
4 103 Editor ti_editor1 03@fi.com ti.com
AL 104 Admin Tladmin104@ti.com ti.com
4 104 Editor Tleditor104@ti.com ti.com
A4 105 Admin Tladmin105@ti.com ti.com
4 105 Editor Tleditor105@ti.com ti.com
A4 108 Admin Tladmin106@t com ti.com -
1|ef1 o] Displaying users 1- 32 of 32
(==

Now, when a user asks a question and assigns it to the Q&A category and the Subject Matter while creating the question,
the assigned expert will be notified of the question that needs their attention. The expert can then view the question in the
Q&A module.
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Removing Subject Matter Experts from Subject Matters
To remove a Subject Matter Expert from Subject Matters:

1. Click the Name of the Subject Matter. The subject matter category name is highlighted in light blue.
2. The list of Subject Matter Experts appears in the Subject Matter Expert Panel.

3. Select the checkbox next to the name(s) of the Subject Matter Expert you want to delete.

4. Click Delete from the toolbar. The names of the Subject Matter Experts gets deleted from the list.

FAQ Module

E Note: The FAQ functions have to be activated in the room’s Settings. These icons will appear only if the functions
are enabled when the room is created.

Adding FAQ Categories

1. Navigate to Main Navigation->Settings->FAQ
2. Click Add. Refer to the screenshot below:

ki About FAQ categories

| ©Add / Edit © Delete |
FAQ category «

Clinical
EDC
ePRO
eTMF
Laboratory
Misc
Safety

Tools

3. Click Save after making any changes.

Editing FAQ Categories
1. Double-click the FAQ category, or select an existing FAQ category and click Edit. Press Enter after editing.
2. Click Save to save the changes.

Deleting FAQ Categories

1. Select a FAQ and click Delete.
2. Click Save to save the changes made
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Chapter 7. Document Types and Management

In this section, we discuss creating Document Types and various functionalities related to it.

In the conduct of a clinical trial, scores if not hundreds of different kinds of documents need to be collected,
categorized, and filed — some general documents, some documents that are specific to the countries in which studies
are being conducted, and some documents that are specific to the investigative sites involved in the study.

All of these document types need to be set up and defined in the Trial Interactive room:

1. Navigate to Main Navigation -> Settings. The Room Settings page opens.
2. Select Document Types from the menu on the left.
3. The Document Types option expands to reveal two sub-options:

a. The Document Types Management and
b. The Common Configuration.

4. Click and view each panel separately. Refer to the screenshot below:

Training Room 1 ~

Qsearch ©Add~ A @ Arya Stark ¥

Settings
Search Q| [« | W About Document Types Management *
b % General « | % Modify Document Types | 4 Import ¥ Export E Change Log |Type name Q| |Select f
& Milestones By Category v o O Document Type Auto Nam...
& Inbox ¥ & All Document Types
[ Forms Settings » B General
>¢ General Integration » B Country
» B Documents » B Investigative Site
[ oo noed]

B Common Configuration

» B Required Documents ’/‘
» @ Countries
» A Investigative Sites

© IRBIEC ‘ ‘
b = Email

= Document Templates
» B Audit Phases / Milestones

» # Workflows

The Documents under the Document Types created from here can be viewed under the By Document Type (page 232) view.
Each view or panel are discussed in separate topics accessible from the left pane of this help:

1. Document Types Management
2. Common Configuration
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Document Types Management

E Note: Super Administrator users have the ability to turn On and Off Administrator access to Document Types
Management Settings.

. ! / Attention: This tab may not be available in your data room. The Document Types Management tab, if enabled, for
Administrator users, allows access to the auto-naming rules and to linking metadata fields to document types, enabling
conditional metadata. Auto-naming settings are complex, and it is preferred that Administrators work with the Trial

Interactive
_Ec,r:t‘:i!;é;mm = Qsearch  ©Add~ A @ Arya Stark'~

Search Q| [« | W About Document Types Management *
b % General + | W Modify Document Types | 4 Import ¥ Export [ Change Log [Typ:

& Milestones By Category v g O Document Type  Auto Nam...

& Inbox v & All Document Types

[ Forms Settings » B General

» B Country

>¢ General Integration

» B Documents » B Investigative Site

-
W Document Types Management

B Common Configuration
» B Required Documents ‘
» @ Countries —
» 0B Investigative Sites
© IRBIEC ‘
4 Email
= Document Templates

» B Audit

» # Workflows

Click the Document Types Management tab to open its dashboard on the right.
From this page, you can perform various actions as below. All of these are discussed in separate child-topics. Expand this

topic from the left pane of this help to reveal the following child-topics:

=

Modify Document Types' Tree

Building the Document Type Profile

Specifying the Related Folder

Include Phases/Milestones

Adding Document Types to Required Documents
Include in Document Tracker Report

Auto Document Type Prediction Keyword(s)
Modifying Document Types Fields

Default Values

© N Ok WD
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Modify Documents Types

1. Click Modify Document Types option from the ribbon above the dashboard.

2. A new Modify Document Types’ Tree window opens, displaying the folder structure of Document Types in a tree
view. Document Types can be added to the category folders, edited in their current positions, and deleted through this
view. In the figure below, the Investigative Site folder is open, displaying the document types that are added in that
category.

Figure 43: Modify Document Types' Tree

E A ypes Management
Import Export Change Log
By 7 Document Type Auto Nam..
Modify Document es' Tree x|
v = Al L“:-:c\|| 1ty e
» B Gene
w & All Document Types
» B Coun
v = General
b B Inves

» % O 01 Trial Management

» % (J 02 central Trial Documents

» % J 03 Regulatory

» % CJ 04 IRB or IEC and Other Approvals
% J 05 site Management

» % (0 06 IP and Trial Supplies

» % (J 07 safety Reporting

» % (J 08 Central and Local Testing

b % 09 Third Parties

b % UJ 10 Data Management .

5 Cance

a. Toadd a new document type, click the main category into which the new document type is to be assigned. If the
folder already contains document types, click the + sign next to the category’s folder icon to see the document types
already contained in the category. The categories are marked by the yellow folder icons and the actual document
types by the blue document icon.

b. Click the Add button near the top of the window, or right-click the folder where you want to add the new document
type, or right-click the document type under which you want to add a sub-type. A new line appears with an editable
field that reads New Document Type. Refer to the screenshot below:
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B About Document Types Management
W Modify Document Types =~ 4 Import # Export | B° Mass Coding @ Delete B Add to Required Documents Change Log Ty amme Q| | Select fit x
By Category v Document Type Auto Naming Rules Profile Doc. Type Fields || Bulk Fields Update || Default Values

™ Al tlypes : B
Documentyypes 3 validation category 1 Category - 4 Document type(s)

7 @ General ed
W B validation type 1\sub validation 1

Document Type:
validation type 3

Short Name:

IRB Document Type Id: @

Document Type I:@

Auto Name Rules:

@ Courtry

2 il Investigative Site W B validation type1

A - |
v N g validation type 2
)

@ nrst category validation type 2

@8 second category

8 third category
This document type is fisted in required documents

@ Field validation category

@ Field validation category 2

B validation category 1

@ validation category 2

Related Folder

(Not Specified)

Due Date:@

Phases / Milestones

Study Milestones: @

Auto Document Type Prediction Keywordis): @

c. Type the name of the new document type to be added to the category folder.

Press the Enter key. If you have more document types to add to this or other categories, you can repeat this process.

e.  When you have added all of the necessary new document types, click Save at the bottom of the window. That window
closes, and you return to the primary Document Types view. The document types that you have just created has not

been routed to a proper index position. Refer to the screenshot below:

f. Similarly, you can also edit or delete document types.

Building the Document Type Profile

I About Document Types Management *
W Modify Document Types | 4 Import ¥ Export | §°Mass Coding @ Delete [ Add to Required Documents | [ Change Log |Type name Q| [Select 1|
By Category ~ [=] O Document Type Autce Nam... Profile Doc. Type Fields || Bulk Fields Update | Default Values
w B All Document Types = General Category - 1 Document type(s) Document Type: *
- [E— 05 Site Management 05 Site Management
Short Name
» % 01 Trial Management
b W 02 Central Trial Documents Document Type Id- @
» % 03 Regulatory
» W 04 IRB or [EC and Other Ap Category:
% 05 Site Management
Auto Name Rules:
» W 06 IP and Trial Supplies
Vd
» W 07 Safety Reporting
» % 08 Central and Local Testing Related Folder.
(Not Specified)
» % 09 Third Parties
» W 10 Data Management Due Dale- @
b % 11 Statistics
» W Country Phases / Milestones
St Milact M
> B Investigative Site - o ieennes
, [ save ] cancel ]

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2
= T R |

A L
l INTERACTIVE Trial Interactive User Guide Page 175 of 577

1. Select the new document type by clicking the checkbox next to the icon and the document type name. The panel on the
far right becomes active.

2. Inthe Profile tab, type in the Short Name for the document type. This can be the same as the Document Type name
that you created in the previous steps, or it can be abbreviated if the original name is long.

3. The IRB Document Type ID is one of the fields besides Site ID and IRB Number that is required by the system for IRB
Integration. This field will be available only if IRB Integration is enabled in the room.

This field can accept multiple values separated by semi-colon and should be unique within the document type category.

4. The Category has already been assigned by your first steps of creating the new document type, so this field is not
enabled.

5. Click the wrench icon next to the Auto Name Rules field. When the metadata gets filled out for documents of this type,
the auto naming rules you set up here will be applied to these documents. The client typically supplies a file with
prescribed document types and the auto naming rules that they want to be assigned to the document types. An Auto
Name Rules window opens. Refer to the screenshot below:

Auto Name Rules x
Rule Editor:

Preview:

Aviilable Templates:

Hardcoded Functions Fleld Insertions
Description Insertion
PrincipalinvestigatorFirctName ##PrincipalinvestigatorFirctNamet#
PrincipalinvestigatorLastName ##PrincipallnvestigatorLastName##
SponsorName ##SponsorName##
ContactFirstName #2ContactFirstName##
ContactlastName #2ContactlastName#s
ProgramName ##ProgramName##

Insertion Description

E oK) ik

The following set of instructions describes the insertion of a standard set of fields for auto naming of documents of a
particular type. For this example, the proposed naming rules include the study Principal Investigator’s first and last
name and Sponsor Name.
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a. Under the Hardcoded tab, double-click a description to be inserted as auto naming rule. The insertion appears in

the Rule Editor.

b. If you want to include fields present under the Field Insertion tab, double-click the description and further click the
green arrow in the Select Fields Document Profile. This too gets appended in the Rule Editor. The order in which
you select these naming elements is the order in which they will display.

Select Fields Document Profile X
Field Name Field Title
$ClonedFrom$ Cloned From -5 ;
$ClonedTo$ Cloned To e
$CopiedToLinkedRoomsBy$ Published to eTMF By =3
$CopiedToLinkedRoomsDate$ Published to eTMF Date =
$Country$ Country 3
$CraDocumentStatus$ CRA Document Status -
$DocumentUrl$ Document URL 2
$EmailRecepients$ Email Recepients -
$EmailRecepientsCC$ Email Recepients CC -
$EmailSender$ Email Sender - -

c. Click Close when you have included all of the necessary fields.

E Note: The fields stored under the Hardcoded tab are fields typically used in building auto naming patterns.
To include these, insert your cursor in the spot in the Rule Editor where you want this field to appear, then double-
click the Description of the field and it will be inserted into the naming pattern.

d. Back inthe Auto Name Rules window, click the white arrows icon to the right of the Preview box. The box
populates with a generic preview of the selected Auto Naming pattern. Refer to the screenshot below.

Auto Name Rules x
Rule Editor:
##PrincipalinvestigatorFirstName#£$$DP.$AmendmentitemNumber$$$

Preview:

Available Templates:
Hardecoded Functions || Field Insertions

Description Insertion

e. Click OK at the bottom of the window. You return to the main Document Types view.
f.  Click Save at the bottom right of the Profile tab window.

Specifying the Related Folder

1. Inthe Profile tab in the panel on the right, click the magnifying glass icon next to the Related Folder box.
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Related Folder:

(Mot Specified)
Q

A window opens, displaying the folders available for assigning the new document type.

2. Select the proper folder or subfolder for the document type.

Select Folder X

B Index
1l 01 Trial Mansgement
8 0101 Trisl Oversight
8 101.02 Trial Team
o B 101,03 Trial Coenrittee
8 /101,04 Mactings
o 01 .05 General
|& 010501 Rebevant Commurications |
8 010502 Tracking krformation

8 1 01.05.03 Other Moeting Matarial
B 1010504 Flencte
02 Central Trial Docurments
03 Regulatary
05 Site Mansgement_Test
04 IRBIEC and other Apgrovak
06 IP andd Trial Supplies
07 Safety Reporting
0€ Cemtral and Local Testing
0% Third parties
10 Dats Masagement
11 Statistics

Stagng

PERERRERERERERERER

Rejected Documents

e [

In this example, we have chosen the Relevant Communications folder.
3. Click OK at the bottom of the window.
4. Back on the main Document Types view, click Save at the bottom of the panel on the right.
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Include Phases/Milestones

To add Document Types to Milestones in your room, click the Study Milestones dropdown in the Phases/Milestones section
of the Document Type Profile window. Refer to the screenshot below:

Doc. Type Fields Bulk Fields Update | Default Values

Short Name: -
IRB Document Type Id: @

Document Type Id: @

Milestone Enabled Auto ..
C_E room study mile 1 i) L)
" Study dom 111 @ B
! new study 1 v 1=
milestone 3 | ¥ =l I
milestone4 (
Re study 1 ]
¥ study 2 [ I
study 3 ] E
Dy domain study mile 1 ]
domain study mile 2 [
domain study mile 3 ]
room study mile 1, Study dom 111, new study 1, milestone 3

[T Include in Document Tracker Report
Auto Document Type Prediction Keyword(s):ﬂ

Enter keywords one item per line

Save Cancel

From the list of milestones that appear:

1. Tick the checkboxes to select the milestones that apply to the current document type
2. Click Save.

These milestones, when added to the document types, help to track the eTMF Completeness of documents associated with
them, and generate eTMF Completeness Reports.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

T R |

A L
l INTERACTIVE Trial Interactive User Guide Page 179 of 577

Milestone Related Fields Auto Enabling

When a user selects one or more items in the Study Milestones, Investigative Site Milestones, or Country Milestones files in
the Document Type Profile, the system will automatically mark the *‘Milestone' and ‘Milestone Date’ document fields as
visible and required. This will be reflected in the custom form fields list in the Doc. Type fields window of the selected
Document Type; an information message will also be shown. Refer to the screenshot below:

Profile Doc. Type Fields Bulk Fields Update Default Walues
| Inherit from General /& Tools * | Field name... Q
Title « Visible Required
KREYWOraLOOKUP ¥ LT .
Milestone
Milestone Date

-

© Grayed options cannot be changed due to the mandatory system configuration

Besides the above, a document type can also be added to a milestone by either of the following ways:

1. From Required Documents window
2. From Sites Profile window while adding or editing sites
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Adding Document Types to Required Documents

You can know if a document type is added to the required documents list from the Required Documents icon that
appears in the grid next to the document type category. Refer to the screenshot below:

B About W Document Types *

D Types M.

W Modify Document Types  #* Modify Categories | 4 Import ¥ Export
By Category ¥ o [ Document Type Auto Naming Rules

ERSR/AN Bocumentilypes = General ed Category - 76 Document type(s)

@ validation category 2
Complex criteria 1

Complex criteria 2
111 Gen special form\copy
111 Gen special form\copy\copy

() @8 General ed
= L 111 Gen special form
© # Country
@ @ Investigative Site L 2193 validation general $$DP.$$CountrylSO3$$$$$5...
[ @ first category L 2 approveroutel
& @@ second category ¥ audit 1 _$$DP.Document Type$$_10
@ i third category ¥ audit 123 _$$DP.Document Type$$_10
© @ Field validation cat
p Ffeld valfdaﬁon category 5 % audit 2 _$$DP.Document Type$$_10
@ ield validation category
— L 2 audit 333
() M8 validation category 1
¥ autoname with attach $$RP.Sponsorld$$_$$RP.Regi...
%
2
L
%
%

OO0 00000000 0OOOO

&

custom form validation
Custom general $$DP.$$CountryName$$$$$...

A document type can be added to the required documents list from the Add to Required Documents button located on
the toolbar above the Document Types Management window. Refer to the screenshot below:

B About Document Types Management

W Modity Dotument Types # Modity Categonies | 4 Import  d Biport | 87 Mass Coding @ Detete | B Add 10 Recuired Documents Change Log

Besides, you can also make a document type a required document from the Required Documents window.

Include in Document Tracker Report

To specify that any Document Type will specifically be included in the Document Tracker Report, tick the Include in
Document Tracker Report checkbox from the Document Types Profile window. After making any changes, be sure to
click Save at the bottom of the window. Refer to the screenshot below:
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% Modify Document Types | 4 Import & Export | B°Mass Coding @ Delete [ Add to Required Documents | [7] Change Log Type name Q|| select filter X v
By Category v ) [F Document Type Auto Naming Rules Profile Doc. Type Fields || Bulk Fields Update || Default Values
% duplicate validation “ 3 Investigative Site Category - 1 Document type(s) 2
W Executed_Mutual Non Disclosure Shor-Name:
5% Final Executed Clinical Study Agre 1% tGeedd
W foractivation1 IRB Document Type Id: @
W for country with selected status
W for IRB with selected status
W foris2
¥ v
W ib11
W ib12
W ib21 Auto Name Rules:
W ib22
W IRB required doc 1
W IRB required doc 2
W isamendment 1

Document Type Id: @

Category:

]

Related To:

W isamendment 2
W isamendment 3 Related Folder:

W ISClosed 1 (Not Specified) L
W IS Closed 2

W 1SClosed 3

Due Date: @
W is country dt4
W 1S Custom 2
W 1S Custom 3 Phases / Milestones
W iscustom 4 Site Milestones
W isdoctype 1 =
W 1S field dependencies test
W IS for export Investigative Site Status: @
W is generaldt3 o
W I1Sindex dt2
W IS Initiated 1 -
W 1S Initiated 2 [FJ, Include in Document Tracker Report |
W IS Initiated 3 [T Include in Monitoring Visits
W IS Maintenance 1 PRI e £
W IS Maintenance 2 &

Auto Document Type Prediction Keyword(s)

Out of the hundreds of potential document types that might be present in a study, many of those document types
might be auto predicted. For example, Curriculum Vitae, the 1572 form, a financial disclosure form — practically any
required regulatory pack document or any document for which a sponsor has a template to send to investigators. A
Super

Administrator user needs to activate this option in the room. When this feature is activated, and a document is
uploaded, it goes into a queue. The system searches the first page of each document for the keywords entered for all
of the document types for which keyword identifiers have been entered.
1. Open the Profile for the document type for which you want to add the Prediction Keywords in the Document Types
Management settings.

2. Type Keywords into the field, one keyword per line.

Auto Document T:Ir;:-r Prediction H._-',nnrl:h:s_l ﬂ
STATEMENT OF INVESTIGATOR

1572

Yitae|

3. When all of the appropriate keywords have been entered, click Save at the bottom of the Profile panel.

Modifying Document Type Fields

In some cases, you may need to change which metadata fields are available for a particular document type.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2
- T R |

A L
l INTERACTIVE Trial Interactive User Guide Page 182 of 577

1. Toinitiate a change in the availability of metadata fields, click the Doc. Type Fields tab next to the Profile tab in the
panel on the right.

Prolik Dee. Type Fields Buk Ficids Upaane Dalmint Yalee

7 Inher® from Investigative J

Tithe « Visibsle Retjusred

2. Uncheck the Inherit from {Category Name} box at the top of the pane to break the inheritance. The pane becomes
active, no longer grey in appearance.

3. Click the boxes in the columns marked Visible and Required as dictated by the client request.

B Note: If you have already established a standard set of metadata fields for the documents, you can use this
shortcut:

a. Click Tools.
b. Select Clone Fields from.

Then select another document type whose metadata fields are the same.

4. When you have finished making the requested changes, click Save at the bottom of the pane.

E Note: The Search box allows you to type in simple search criteria to help you find particular metadata fields in
the list.
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Default VValues

By implementing the Default Values options when defining a document type’s profile coding, you can set a specific
metadata field value to auto-populate based on the document type.

1. To use these new options, you must first create a custom metadata field in Form Settings. You must be sure to include
the custom field in Coding before you save the final changes.
Select the specific document type to which you want to add the field that will auto-populate with the default value.
Click the Metadata Fields tab.
Click the necessary checkbox.
Click Save.
Click the Default Values tab.
Click the Add button.

The Field textbox activates. Click the dropdown arrow at the right end of the box.

N o g~ wnN

0

Select the necessary custom metadata field from the list.
9. Press Tab on your Keyboard.
10. Set the field’s default value by typing the value in the textbox.

Profile Doc. Type Felds Bulk Fields Update Default Values

€ Acd | @ Delete

Field Default Value

11. Click Save.

When any document is assigned to that document type, the custom field will auto-populate with the default value you
established.

Common Configuration

Clicking Document Types Management opens its dashboard on the right. Refer to the screenshot below:

san Training Room 1 -
Settings

Search Q| [« W About Il Common Configuration

_ - Do not allow selection of main document type if there is a sub type for it
A Document Types
() Alphabetica

Document Types Sorting @ Logica
W Document Types Management Order

B Common Configuration Auto Name Separator: |—

~ B Required Documents Allow edit fields with default value assigned

B Required Documents

A Amendments

¢ In the Common Configuration panel, you can make it so that users cannot select a main document type name if one or
more sub-types exist for that type.

¢ In this panel, you also select whether Document Types are sorted by Logical order (the order in which they were
entered) or sorted Alphabetically.

¢ Here, too, you select the default Auto Name Separator; you can choose any character, or you can make the auto
separator a blank space.
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¢ On enabling Allow edit fields with default value assigned, some document metadata fields will be filled automatically
on creating a document and selecting a document type from the configured list.

« If you make any changes in this panel, click Save at the bottom of the panel.

Chapter 8. Trial Interactive eTMF and the Documents Module

The Trial Interactive eTMF Application acts as a central access point to not only Clinical Trial Documents (page 222) but
also to eTMF Sites (page 291), Contacts, eTMF Completeness, and CRA Reconciliation Reports (page 308), reports in the

form of Dashlets for all clinical trial activities, and also to IRB Integration and Potential Sites (page 291).
You can access this module from the Main Navigation (page 53). Refer to the screenshot below.

1 TrainingRoom 1 ~
Settings

A & fa N

QC Review Communication

o2 &
CRA ) _
Reconciliation Quality Review

Users
Management

Once you enter the application, you have access to various modules within it and can toggle between the:
Dashboard Dashlet View

Documents

Sites

Contacts

Milestones etc. from the menu bar on the left. Refer to the screenshot below:

o wneE
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= Training Room 1 ~

eTMF / Dashboard
I
‘ Documents

A Ssites

& Contacts

¥ Milestones

Al these views can be enabled for you by the Super Admin through the Room Settings (page 85), and are discussed
in separate topics.

Dashboard Dashlets

Know how to configure the dashboard and dashlets in a room.

All Trial Interactive dashboards are primarily composed of dashlets. As a user, you can configure your dashboards to
suit your preferences, views, and convenience for efficient performance.

Individual users in Trial Interactive have the option to arrange their Dashboard views. Arranging your dashboard
views include deciding:

1. The layout of the dashlets on your dashboard by moving them around,

2. The dashlets to view along with their distribution on the dashboard, and

3. The configuration of each dashlet.

Dashlets

A dashlet is a component in a dashboard with functionalities of its own. A dashlet may provide information on a
particular feature in the form of a report, a graph, or a description on a particular topic. Dashlets are independent of
each other and are contained in a dashboard. In a way of its own, they play a significant role in the look and feel of a
dashboard.

To visit a Room Dashboard, click Dashboard from the left menu from the eTMF module. Refer to the screenshot below:

Dashboard Settings

Training Room 1 = ——— ]
&TMF / Dashboard Qsearch  © Add " @ Arya st

eTMF s

€TMFHealth  Claimed & Unclaimed  Documents Expiration  Rejection & Clarification My Queries  Open Queries By Age

Missing/Placeholders hd

.4%

Placeholders

As one of the sub-section of General room setting tabs, the Administrator will see the Dashboard Setup box. An
Administrator can change the information that will be available to users in the room when they access their
Dashboard.

To modify the availability of dashlets to users, here are the steps to follow.
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#* Edit Dashboard

Setup Your Dashboard x

By Workflow

Document processing Status in the
| Document Review Workflow
e |

|
| + ® Documents

Approved Submissions
Documents to be Signed
Document Submissions
Popular Documents
Documents View
My Favorite Documents
» B eTME
Users
Recent Communication Log
> Investigative Sites

b Common

1. Navigate to Main Navigation-> Settings -> General -> Dashboard Setup.
2. Double-click any of the dashlet lines in the Available for column.

The field becomes active with a dropdown arrow at the right end of the field.

3. Click the dropdown arrow. A set of selections becomes available to the Administrator.
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Dashlets

Title

Claimed & Unclaimed
Description

Count of documents with the
following workflow statuses of
Unclaimed and In Progress
(Claimed, Clarification Status)

Available for

Editors and above b

» Documents
weTMF
eTMF Health

| Claimed & Unclaimed |

Documents Expiration

Rejection & Clarification
My Queries
Open Queries By Age
Users
Recent Communication Log
» Investigative Sites

» Common

4. Select which users in the room will see any particular dashlet in their Dashboard views.
5. Click Save if you have made acceptable changes.

From the Dashboard Settings, the following activities are available:

1. Renaming a dashlet
2. Default Dashboard Setup

Above activities are discussed in details in the sections below.

Renaming a dashlet

To rename a dashlet follow the steps as below:

Dashlets

Title

Claimed & Unclaimed

Description

Count of documents with the
following workflow statuses of
Unclaimed and In Progress
(Claimed, Clarification Status)

Available for

Editors and above v

» Documents
weTMF
eTMF Health
Documents Expiration
Rejection & Clarification
My Queries
Open Queries By Age
Users
Recent Communication Log
» Investigative Sites

» Common

Cancel

x

1. Double-click the name of a dashlet that you want to rename from the Dashlet column of the Dashboard Setup window.
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2. Type in the new name into the activated field.
3. Click Save.

Default Dashboard Setup

You can set the default dashboard for the minimum level role by clicking the button at the bottom of the Dashboard
Setup panel. The Default Dashboard Setup window opens. Make the appropriate choices as required and click OK.

& Edit Dashboard % Edit Default Dashboard ¥ # Dashlets

Reader N

Editor S <

Administrator

| Edit Default Dashboard Administrator | x

Users

Users recently registered in the room

Mandatory
> Documents
v [ eTMF
& eTMF Heaith
EI Claimed & Unclaimed
Documents Expiration

Rejection & Clarification

KK

My Queries
[ Open Queries By Age
5] users
Recent Communication Log
> Investigative Sites

> Common

Cancel
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Three-Column Dashboard Layout

T T T T O

Users 7 About /7
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All Organizations = All Reles
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Documents /72 Common ’

Bulletin Board  Projectlinks  Tasks My Courses

5305 35 wel 35 eTMF
ht here, right now!
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aimed | Pending Waelcoma to Trial interactivel

Hare you can get

Commants.

eed e-chnkcal plat
inchuding site sel

Due onc 27 December 2019 Due 0n:30 july 2018

Study teams are streambininy ations by OATING unnecessary expenses

" €TMFHeath  Documents Expiration  Open Querie 9

Reason Count
. Blank Pages
orrect Study

Missing Signatre

Trial Interactive 10.1 brings back the 2 and 3 columns look to the dashboards as well as the single column tabbed view
introduced in T1 10. This provides more flexibility, allowing dashlets to be repositioned and configured to fit the needs
of your team.

All standard TMF dashlets are available to show in different chart styles, such as donut, horizontal and vertical bar chart
layouts.

If project training is required for access it is clearly shown in an eLearning dashlet with courses listed.

For Content Management customers, the in progress collaborative reviews are shown, as are popular documents,
favorites, approvals, and required signatures. Finally, administrators can set the default dashlet layout for each major
role directly from this page, defining it for all users of the eTMF or room.

In order to enable the multiple column layout, press the Edit Dashboard button on the dashboard and choose Setup
Layout. This will enable you to choose the number of columns visible on the dashboard. This can be customized for
each of the available dashboards within TI.

Configure Dashboard

The Configure Dashboard icon at the top right corner of the Dashboard page opens the Setup Your Dashboard window
which lists out the dashlets available for a particular dashboard.
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Refer to the screenshot below:
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Setup Your Dashboard ? X

Your dashboard includes the following dashlets. Use "Add" button to add the dashlets to the dashboard, and
"Remove" button to remove a dashlet from the dashboard.

> Documents
Users
Recent Communication Log
> Investigative Sites
v B Common
About This Room
Bulletin Board

Project Links

My Courses

Cancel Save

The dashboard is divided into the following parent dashlets which have child dashlets associated with each of them:

1. Documents

2. Users

3. Recent Communication Log
4. Common

Click the arrow next to the required parent dashlets to revel the child dashlets to add them to the dashboard as shown in
the screenshot above. On selecting the dashlets, click Save and the dashlets appear on the dashboard.

Laying Dashlets in your dashboard

To arrange the dashlets, simply drag-and-drop them to a location of your choice on your dashboard. This is demonstrated
below:
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rainingRoom 1 « T = = e
Start-Up / Dashboard Qsearch  ©Add 'y @ Arya Stark ~

¢ Previo 1 [of1 Next p

Investigative Sites <%>

ExpiringSites  Milestone Type Report  Recently Updated Sites  Site Activation Status  E-Feasibility by Country  Study Monitoring Visits

0-00f 0{0 selected) z

Site Principal Investigator Status Main Contact. Main Contact Phone

Documents

Approved Submissic 4 Previous 0 of0

<  [Dselect Columns > View:

Dashlet — Common Grouping

Common S

About This Room Bulletin Board Project Links Tasks

Welcome, Arya Stark,
This is the training room for TI10. The contents of the About This Room dashlet are configured by the room administrators from the Settings menu.

Use this area to say whatever you wouid like about the ongoing sudy.

| promise to use my powers for good.
Y

The Common Dashlet gives an overview of the room and the related information to the room. Administrators can
rename the dashlet by clicking the Edit icon from the top of the right corner of the dashlet and refresh the dashlet by
clicking the

Refresh icon.

The following tabs are available in the dashlets:

1.
2.
3.
4.

About The Room
Bulletin Board
Project Links
Tasks

Each of these is discussed in the separate topics. Click the topics on the left to open the topic.

About This Room

In this window, the user can see and change the information contained in the room’s Welcome message, which is the
message that all users see when they access the room. This space can be used to share important information about the
study once the study is in full swing, and the welcome message is no longer necessary. Once you have made the
desired changes, click Save in the lower-left corner of the box.

You can view the Change Log History by using the Change Log button that is directly available on the bottom right
corner of the About this Room dashlet.
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B About B About This Room *
<> TimesNew.. v 12pt

CH- £ ®
Welcome, ##UserName##.

Insert ##UserName##

Reader.

The information contained in this Trial Interactive room constitutes "Evaluation Material" and may not be disclosed to anyone, except as allowed under the Confidentiality Agreement(s). If you have any
technical questions about the use of this website please send an email to Trial Interactive Client Services at test.support@trialinteractive.com

You will need Adobe Acrobat software (version 6.0 or later) to view may of the documents in this site. If you do not have Adobe Acrobat, please click HERE to download a free version of Acrobat

Some of the documents in the site may have been encrypted. You will only be able to view these documents online if you get a special browser plugin.
This s

Dashlet Common - Bulletin Board

problems within a study. It can be configured only by the administrators, and the reader can only see the information
but could not edit.

This is set up by the administrators to provide messages to the team which can be information regarding a room or
Dashlet Common - Project Links

Common

The Project Links tab displays the links to different systems that are used for the study and their contact information.

# o
About This Room Updates Project Links My Courses
© Create

Title: Css PR |

Url: https://www.w3schools.com

Phone:

Email:

Description:

E Note: The project links are displayed in the tab only when you select the Shared button located at the right ofthe tab
Following activities are available for the administrators in the Project Links tab:
1. Adding a new link
2. Editing a link
3. Deleting a link
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Each of these activities is discussed in the sections below:

Adding a new link
To add a new link:

. © Create
Click the Create button from the top left corner of the tab.

The Create Project Link window appears.
Enter the URL, Title, Contact details, Email, Logo, and any description.
Click Create at the bottom of the window. The link is added to the Project List. Refer to the screenshot below:

PwDdPE

Create Project Link ?X
url: https://www.w3schools.com

Title: CsS

Phone:

Email:

Logo:

This is a personal project link

Open Sans v |12 ~ & B I US %

- —

A = VR — v

»

m

Editing a link
Click the Edit icon next to the link. Follow the on-screen instructions and edit the required details.

Deleting a link

Click the Delete icon next to the link. Follow the on-screen instructions to delete the link.
Dashlet Common - My courses

This displays the courses you are assigned to and is configured by the administrator.

Dashlet — Documents Grouping

The Documents Dashlet gives an overview of the all documents and their related activities in a room. Refer to the
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screenshot below:

Documents » 2

¢|Documents Expiration by Workflow Status Rejection & Clarification Documents View eTMF Health My QuerE

Expired v B Add New Version

0 Documents

Document Date Document Type Title Expiration Date Comments

No records available.

<€ Previous 0 of0 Next >

The dashlet provides the Right and Left arrows to the extremes of the dashlet to allow you to navigate to the sub-
dashlets dashlets contained in the Document Dashlet.

Besides, for every dashlet of the Documents Dashlets, you can also use the Previous and Next arrows to move among
the documents in the dashlet as shown in the screenshot above.

The Documents Dashlet contains the following tabs related to documents:

Claimed & Unclaimed
Documents Expiration
By Workflow Status
Rejection and Clarification
Documents View
eTMF Health
My Queries
Documents Submissions
Open Queries by Age
. Popular Documents
. Pending Documents Review
. Unread
. My Favorite Documents
. Milestones Timeline
. Milestone Type Report
16. Tasks

Each of these is discussed in separate topics. Select a topic from the left pane to open it.

©W oSN REWDNRE

e e el
g A WN RO

Dashlet - Claimed & Unclaimed

The Claimed vs Unclaimed Documents dashlet provides a count of all documents that are in workflow and are either
claimed, unclaimed, or in progress. You can further click on each slice of the interactive donut chart to obtain further
detailed information.
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The dashlet also provides the dropdown to select the workflow as required and displays the Donut Chart as per the
selected workflow. Refer to the screenshot below:

$ <

Documents

Claimed & Unclaimed | Documents Expiration by Workflow Status Rejection & Clarification Documents View 3

Unclaimed Approval stage 2 y
3(3%) Techwrit ... ¥

Click to see details

Dashlet - Documents Expiration

The Documents Expiration dashlet lists the expiring and expired documents as specified in the expiration period (N). The
dashlet has two views that can be selected through an Expired dropdown. To set the views, click the Expired dropdown
located on the top left corner. Refer to the screenshot below:

Click the Add New Version button from the top right corner of the dashlet to replace a document.

eTMF Health s E Queries by Age My Queries

Expired b |

10 Documents

Document Date Document Type Title Expiration Date Comments
13 Apr 2018 For Blue Flag and Milestone i.. CDA AGREEMENT pdf 09 May 2018
18 Apr 2018 custom amendment 1 Brochure 12 May 2018

This opens the Add New Version window which provides the available methods to replace an attachment, or adds a
new document and retain it alongside the older version or remove the older version if a new version is already
submitted. Refer to the screenshot below:
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Add New Version x

Create IS 2
Doc date : Not specified Filesize : 25.6 KB

Awailable Methods

Replace the Attachment
Add a new Document and keep the existing Document as an old version.

A new version was already Submitted. Remowe this Document from expiration list.

e | Concel |

Dashlet - Documents by Workflow Status
The Documents by Workflow Status dashlet displays the document processing status in the document review
workflow through a donut chart. By changing the dropdown menu, you can view the document processing status:

1. As acomplete Room Summary, or
2. As workflow stages defined.

Refer to the screenshots below:

Documents P

Claimed & Unclaimed Documents Expiration by Workflow Status Rejection & Clarification Documents View 3

219

Total docs

147
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Documents &S 2
Claimed & Unclaimed Documents Expiration by Workflow Status Rejection & Clarification Documents View >
hwriterswWorkflow X v
w
N i 2
3
190
Total docs
151
)

Dashlet - Documents Clarification and Rejection

The Documents Rejection and Clarification dashlet displays the reason for rejections and also provides a count of
each defined rejection type. This dashlet therefore can be used to determine the most common reason for rejection and
need for clarification.

You can further double-click on the count to view the list of documents associated with a particular rejection or
clarification reason. Refer to the screenshot below:

Documents &S o

& Documents Expiration by Workflow Status Rejection & Clarification Documents View eTMF Health My Quer ¥

1 Documents

Reason Count
~ Rejected 2
Rejected 2
Created Date Submitted Name Comments
20 Apr 2018 Doc_without_attachment
4 27 Apr 2018 docu2

Dashlet - eTMF Health

The eTMF Health dashlet displays a donut chart that indicates what percentage of required eTMF documents are
either collected or currently missing. From the top right corner of the donut chart, Administrator users can manually
set the chart type to be displayed.

Hovering the mouse over the donut chart shows a popup with a more detailed progress percentage for the category of
the documents.
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Click a donut to drill down to the lowest level to list the missing/placeholder documents. Additionally, you can use the

Add Placeholder button to conveniently upload a missing document/placeholder or to edit a placeholder right off the dashlet.
To view any changes, refresh the chart to update the missing documents list. Refer to the screenshot below:

Documents 2 S

F Documents Expiration by Workflow Status Rejection & Clarification Documents View eTMF Health My Quer

ng/Placeholders X v

Missing/Placeholders

Collected

100.0%

Missing/Placeholders {b

4

S8 country
4(100%)
. ] Click to see details

Dashlet - My Queries

The My Queries dashlet gives a list of documents based on their query types. The query types could be All, Workflow, or
Audit. Refer to the screenshot below:

Documents

All
Title
Workflow

FormScreen(3)
Audit

Important links
arabic_c2db99da14ad4bdsbfd347f4a8ce3987

french_e7cac3d85c094888a0bb5d5838aabdéb

german_d5efa2af836c4a028515049596dfe665

Click the All dropdown to toggle between different views to view the queries.

Dashlet - Open Queries by Age

The Queries by Age dashlet conveniently displays those documents that are 30 days and older in age and also
provides a documents count. The query types could be All, Workflow, or Audit. Click the arrow next to the age to

reveal the queries listed in the query type. Refer to the screenshot below:
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Documents "‘ A

€sions | Open Queries By Age Popular Documents Pending Documents Review Unread My Favorite Documen

All ~

1 Open Queries By Age

Age Count
30 days and older 29
Pending 25

Submitted Name

CDA AGREEMENT.pdf
& ACM_userguide_en-US (2)

FormScreen(3)

Dashlet - Popular

The IP Release Documents dashlet displays the list of documents that have been marked as popular (page 289) by an
Admin or Editor through the Document Cart and which are used frequently.

To remove a document from the Popular list, click Remove from Popular button on the dashlet. To view the document, click
the icon. Refer to the screenshot below:

Popular Documents Al O|[=|[=

@ Remove from Popular

Title

]
L 4
B S

1
fgh

Inv Site Local Docs_aaa aaa

] O

3434

o«
(EINE

mm1

[ 3243

Page 1|of1 o Displaying documents 1-6 of 6

Dashlet - Pending Documents Review

The Pending Documents Review dashlet gives a list of all documents that are pending for review. You can choose to
view the documents pending for review for All users, or only for yourself through My Review. Refer to the screenshot
below:
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Document y

Q

Tasks Unread Expired and Expiring Documents to be signed My Queries :L

My Pending Documents X n
0 Pending Documents My Pending Documents

All Pending Documents

Review Title Due Date Participants Oown)|

No records available.

Click the All Pending Documents dropdown from the top right corner of the dashlet to toggle between the views.
Following views are available for the user through Pending Documents Review dashlet:

1. My Pending Documents: This displays the list of all pending documents that are assigned to you for review.
2. All Pending Documents: This displays the list of all pending documents that are pending for review in a room.

Dashlet - Unread

The Unread dashlet shows the three different views of documents in eTMF module - Unread, Pending, and
Unclaimed. Refer to the screenshot below:

Documents Y

€ opular Documents Pending Documents Review Unread My Favorite Documents Milestones Timeline Milest ¥

136 Unread Documents

Document Date Index Title Comments
i) 13 Apr 2018 65 for activation without access Stylesheet for Note.docx

13 Apr 2018 65 for activation without access Updates for 9.1.0.51389-51979 — ... o
@ 13 Apr 2018 65 for activation without access Tagging.docx

13 Apr 2018 65 for activation without access i106~cimgpsh_orig.png

Click the Unread button to list any of the documents posted in the Trial Interactive site that has not yet been opened
by the user logging in. This allows the users to get a sense, right from the Dashboard, as to what documents they still
need to see, and whether any new documents have been posted that they may not have been aware of.

Click the Unclaimed button to get a list of documents that have not been claimed for review. Click the Pending button
to get a list of documents that are yet to be reviewed.
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Dashlet - Documents to be Signed

The Documents to be Signed dashlet gives a list of document pending for signature. Refer to the screenshot below:

Tasks Unread Expired and Expiring I | | My Queries Pending

Double click a document to view and sign it

5 Documents to be Signed

Submitted Name Signers
Multiplication6X Nick Editor

(] hebrew nakulich@elilink.com
Doc3 Swati B

Swati B

Showing Swati
Z Amruta Maddel

Creating lists and nmbered headings in Word 2013 Amruta Maddel

Dashlet - Milestone Type Report

The Milestone Type Report dashlet gives the percentage of missing/placeholder documents or collected documents
for a particular milestone type associated with a site in the form of a bar graph.

Dashlet - Tasks

The Tasks dashlet displays the lists of tasks belonging to a particular user/s of a room. Select the Status and the
Assignee from their respective drop-downs to get the task details.

Al Tasks lists all the tasks belonging to the selected assignee.

My Tasks lists all the tasks pending recently, today, or are overdue.

Documents > B
€ nding Documents Review Unread My Favorite Documents Milestones Timeline Milestone Type Report Taskd
™ o All Tasks My Tasks

12 Tasks
Subject Start Date Due Date ‘
Follow-Up: Annabot Normal 0% ‘e
Research document ... 20 Sep 2018 26 Sep 2018 Normal 0%
Research document ... 20 Sep 2018 26 5ep 2018 Normal 0%
Follow-Up: TechWrit... 29Jun 2018 29Jun 2018 Normal 0%
Follow-Up: Annabot Normal 0%

You can also export selected tasks or all tasks in the current grid by clicking the Tasks Export icon located on the top
right corner of the dashlet. After the export job is over, you can retrieve the job result from the Notifications (page 64)
by clicking Get Job Result which then downloads the export job as a .xIsx file on your hard disk.

Dashlet - Recent Communications Log

The Recent Communication Logs dashlet gives a list of all communications made during the site start-up and
activation stage.

Clicking the View All Communication log link from the top right corner of the dashlet to view the list of all
communication log. Refer to the screenshot below:
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Recent Communication Logs

View All Communication Log

1 Communication Logs

Date Type Description Contact Name Communication Entity
27 Jun 2018 Regulat... E-Delivery of Reg. pack to the site Amruta Auditorl Maddel Annabot
You can also rename the dashlet by clicking the Pencil icon to the right of the dashlet and refresh the dashlet by

clicking the Refresh icon.

Dashlet - Users

The Users dashlet provides a helpful option that lists new users or all users in a study with filters to sort users by
organization and by their organization and access level (role). You can also invite a new user here by clicking the
Invite button placed in the upper right corner. Double-clicking the icon next to the Last name opens the Edit User
popup to allow editing of the user profile. Refer to the screenshot below:

»

Users L 4
Organization v Role v o m
14 Users
Name Email Phone Organization

Joe Joseph schamberger@lavon.net +1 123 456 789 ti.com

Della Floyd helga@lavon.net ti.com

Amanda Alvarado schamberger@lavon.net some organization

Barry Padilla schama@lavon.net organization

Harriett Hammond schamberger@lavon.net ti.com

Harman E

Dashlet - Investigative Sites

The Investigative Sites dashlet display the overview of Sites in the form of Pie Chart. The dashlet contains the fol lowing tabs
for the related to the sites:

1. Expiring: Display the details and count of expired sites in the form of Pie Chart.

2. E-Feasibility by Country: Display the count and details of sites based on E-Feasibility by Countries.

3. Study Monitoring Visits: Display the count of sites based on the Study Monitoring Visits.

4. Recently Updated: Display the count of all recently updated sites.
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Investigative Sites 3 > o~

Received All Sites

Click to see details

Total sit i Total sit

otal sites Total sites otal sites
/l y

Canada Spain Hungary

Dashlet - Expiring Sites

The Expiring Sites dashlet gives a list of all sites that are expiring in a future date. Refer to the screenshot below:

Investigative Sites & =
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
1-10f 1(0 selected) 2 [MselectColumns @ Views ~
Site Principal Investigator Status Main Contact Main Contact Phone
107 Glass Break Glass Active Break Glass: Daffy Duck

4 1 of1 »
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Dashlet - Recently Updated Sites

The Recently Updated Sites gives the activation progress of all sites in a room. Hover the mouse over the Progress %
column to view the list of documents that are missing to complete the site activation. Refer to the screenshot below:

Investigative Sites &S

Expiring Sites Milestone Type Report Site Activation Status E-Feasibility by Country Study Monitoring Visits

1-100of 10 (0 selected) < [0 select Columns & Views ¥

Site Principal Investigator Status Progress %

107 Glass Break Glass Active 100

987 Applesauce Johnny Applesauce Active 100

2145 Cornstalk Jimmy Cornstalk Pending [1}

530 Hydration Cold Hydration Active ]

1040 Jackson samuel Jackson Active ] -
4 erevious | 1 e »

Dashlet - Site Activation Status

This dashlet offers three views — Sites By Country, e-Feasibility By Country, and Sites Activation Progress.

Select the Site By Country view to reveal the total number of active sites, sites pending for activation, and sites
rejected from activation in each country in the form of a bar chart. Refer to the screenshots below:

Site Activation Progress Screenshot -

Investigative Sites & =
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
—
All sites - Sites Activation Progress =

18
16
14
12

! [ | i -

»
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Sites by Country Screenshot -

Investigative Sites S o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
—
All Sites - Sites by Country -
m Pending
W Active

5 1 1 1
Total sites Total sites Total sites Total sites

Hover the mouse on any part of the chart to view the details of the site, see below -

Investigative Sites

Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status

M Pznding
W Active

Active Total sites Total sites
Click to see details

Drilldown to the specific site, see below -

Investigative Sites S o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
Home » Canada

All Sites ~  Sites by Country -

1-3 of 3(0selected) o
o 5
Site Progress % Site Activation Date
Total sites
530 Hydration 66.67% 10])an 2020
4 Previous 1 |of1 Next b
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Dashlet - Study Monitoring Visits

The dashlet Study Monitoring Visits provides two different views study monitoring visits — Monitoring Visits By
Month, and Monitoring Visits By Country, in the form of a donut chart. This dashlet can be configured to display
the Visit Date instead of the Created Date through the Configure Dashlet feature as discussed above. Refer to the
screenshots below:

May 2018

Investigative Sites &

Expiring Sites Recently updated Sites Site Activation Status E-Feasibility by Country | Study Monitoring Visits

B 1812validationlS
all sites required doc1
Active + Pending 1

~
¥

B - + | Dec2018 -} by Month v

3

The dashlet provides the Date Ranges to filter the sites. Besides selecting dates in the date columns, you can also
scroll the bar between the ranges to filter the sites.

When you select the 'By Country' option from the dropdown at the top right corner, you will finally be able to view
the documents for the particular country. Click the section on the donut chart to delve further for the country
documents.

The Study Monitoring Visits dashlet is connected to the Document Type Settings. Therefore, Administrator users can
go to SettingsaDocumentTypesaDocumentTypesManagement, (page 105) and assign or modify document types.
Through the configuration box, users can manually specify whether to include the document in the Monitoring Visits
or not.

If you choose to include a new document type, the Study Monitoring Visits dashlet will be updated to reflect the
change.
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For your convenience, a search box and a filter option are also available in the Document Type

Management section in the Settings. These features help users track which documents, and how many documents are
needed to be collected for specific document types. Refer to the screenshot below:

R Dewte herge Log T : I_ — v

A Wamang Cubon Prodi

Dashlet - Collaborative Review

The Collaborative Review dashlet gives you an overview of all the documents that are in a Collaborative Review.
Refer to the screenshot below:

The following dashlets are available in the Collaborative Dashlet:

Documents to Approve
Documents to Sign

Pending Documents Review
Collaborative Documents

o

Dashlet - Documents to Approve

This dashlet displays the list of all documents that are pending for approval in TI Collaborative. Click the document to
open the document for approval.

Dashlet - Pending Documents Review
The Pending Documents Review dashlet gives a list of all documents that are pending for review. You can choose to

view the documents pending for review for All users, or only for yourself through My Review. Refer to the screenshot
below:

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



K

Version 10.2

T R I A L _ . .
INTERACTIVE Trial Interactive User Guide Page 209 of 577

Document

Tasks Unread Expired and Expiring Documents to be signed My Queries :

My Pending Documents > n
0 Pending Documents My Pending Documents

All Pending Documents

Review Title Due Date Participants Oow

No records available.

Click the All Pending Documents dropdown from the top right corner of the dashlet to toggle between the views.
Following views are available for the user through Pending Documents Review dashlet:

1. My Pending Documents: This displays the list of all pending documents that are assigned to you for review.
2. All Pending Documents: This displays the list of all pending documents that are pending for review in a room.
Dashlet - Collaborative Documents

The Collaborative Documents dashlet displays the list of all collaborative documents.

From this dashlet, you can also create a new Collaborative Profile by clicking the Create Profile button located at the
top right corner of the dashlet.

Documents View

The Trial Interactive eTMF Documents is the central repository for all the clinical trial documents in their original
digital format with Digital Signatures (page 255) wherever applicable, records, or documents converted from one
format to another like paper documents, images converted to PDFs (page 255), besides videos and recordings
pertaining to trials.

Here, you can configure and store trial master file ‘essential documents' pertaining to clinical trials, view and edit
documents attachments, manage security privileges on them, import and export documents and their metadata, mail
them to other users besides many others.

To comply with eTMF Completeness, you can track the progress right from documents collection to the finalization
of a document through Milestones and assignments of Tasks to authorized personnel. Besides, this application also
provides you with the facility to post Questions and Answers along with the generation of FAQs for further insight.

The documents are then subjected to Quality Control, and Quality Review checks as specified by the FDA.

You can access the Documents View by clicking the Documents icon from the menu bar at the left of the dashboard.
Refer to the screenshot below:
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@ Dashboard

Documen

A  sites(TEST)

‘b Communications

& Contacts

Clicking the Documents icon from the menu bar at the left leads you to the Documents dashboard. Refer to the screenshot
below:

% TechWritersDemoRoom v
Add Search Polly Chakraborty ¥
o + Q @ o y

O oocument~ @ manages B Wemal B

Vewdy Index @) - | .

B2 Add to Cart P Documents

&, Bulk Upload [ edit

to Startup A import v ¥ Export v ? Layout v

itle Document Disable au. Document Reason fo. Comments

ACM_user. 303781_6. Polly Chak This is ver

: |
- 2085967 test True Polly Chak 18 May 2C
v & Index
3 a 0 May e

)86 Polly Chak 21

8 1 signature 2 6
i ACM userpide_en U5 @)
2086077 True Polly Chak.
> 8 55ite Management 0(16)
[4) Tiger Wo -
B8 5 Complex criteria test 1 303781_66191_ACM_userguide_en-US (2)_au
2 88 10 Site Language Changes 1 2241062 rue Tiger Wao. 10 Dec 20
8 19 nick folder 1 123 o
8 20 admins only 1
B8 23 test folder 2
@B 24readonly 1
B8 25 New folder 3 v < 1 of1 >
e —_
Working Area ° Working Area/Staging e @
No records available. This is version 2 of the document
B 19 nick folder 1 123
> I8 *inbox 0(1)
> I *Upload 0(50)
23 Apr 2018 [:]
General ed v

B

m < 0 of0o >

Refer to the table below for more description on each numbered part.
Table 1: The Documents View

No. Part Name Description
1. The Room Index (page 224) The Room Index consists of folders organized into a tree-like structure starting with Index as
the root folder.
2. | The Documents Grid (page 241) ﬁe ect a chid folder from the Index to populate and view its documents in the Documents Grid.
3. The Document Data Panel (page Tick a checkbox next to a document in the Documents Grid to populate the Document Data
261) Panel.
4. | The Working Area (page 259) | Shows the record of the document currently working in.
5. |The Top Ribbon Bar (page 269) |Access various functionalities required for eTMF operations from here.
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Click the links in the table below for more details on each part or section.

Documents Module Settings

& Important:
e All documents added/imported to a room get populated in the Upload folder by default unless the Default index
position is specified in the document settings.
« Documents emailed to the room will find its way to the Communication Inbox or the eTMF Inbox as per the room
settings.

The settings that need to enable for a document are discussed in detail in the Settings — Documents —
Documents Module. (page 97)

The Room Index

¢ The Room Index consists of folders organized into a tree-like structure starting with Index as the root folder.
¢ The Index consists of parent and child folders and can either be cloned during room creation or created from scratch.

¢ The Index Folders are categorized as per the Document Types specified from the Room Settings and consist of three
main categories — General, Country Management, and Site Management.

¢ Documents emailed to a room get stored in the room's Inbox folder.
¢ Similarly, all documents imported are populated in the Upload folder.

« If a folder contains subfolders, you can expand it to list its content by clicking the expand arrow> icon nextto a
collapsed folder.

« Similarly, you can collapse an Index folder by clicking the collapse arrow™  icon next to an expanded folder.

¢ To locate documents in a child folder, you drill down to the last child folder and click on it.
¢ The documents in the child folder populate in the Documents Grid.
¢ Tick a checkbox in the Documents Grid to view its metadata in the Metadata tab of the Right Panel.

¢ Besides the Metadata tab, the Right Panel also consists of the Workflow, Queries, Versions, History, and eSignature
tabs.

B pocument v & Manage Security

(=¥
View by Index
E —py Click to hide/unhide Index
s

Pane

v & Index
> B 5site Management 0(16)

B 6 Complex criteria test 1

Pane Area or drag left to reduce

B 10 Site Language Changes 1
Drag right to extend the Index
B 15 Language Changes_Pearl Distributed ——lp
the Index Pane Area

BB 19 nick folder 1 123
B 20 admins only 1
BB 23 test folder 2

B 24readonly 1

B 25 New folder 3 >
i
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From the Index Pane:
¢ View the room’s folder structure (page 225)
e Search and navigate to sub-folders (page 241)
¢ Modify Index Structure (page 238)
e Export Index (page 240)
¢ Refresh Index (page 240)
¢ View Security on an Index Folder
e Export documents from an Index Folder
¢ Add documents to an Index Folder (page 297)
¢ Index Outline Settings and By Index View (page 101)

Choose View - Viewing the Room's Index Structure

You can view a room’s index and its documents from the Index Pane of the room. From the Index Pane, you have
access to various kinds of views to the folder structure. The default view provided by the system is By Index.
To toggle between the various views of the Index Structure:

1. Click the Choose View button on the Index Pane.
2. This opens the View Documents By popup with various view options. Refer to the screenshot below:

W TechWritersDemoRoom Vv

1340

®R @ v [ Docwment~ @ Manage Security 2] Move to Startup A import v W Export v % Email & Print (Z Edit Online ? Layoutv  [I] Compare
View by Index l
‘ Document. Title Document. Disable au Document. Reason fo. Comments Docume
View Documents By ?
A v % index
Mm 1signature2 6 o o
a 8 0O )
8 2 eSignature 0 er My List Queries Documents Others
> 3 Country Management_polly 0(0) m Submission Workflow Sender Posted Date
> W 4 PleaseReview replacement 0 (0)
bl m 5 Site Management 0 (16)
m 6 Complex criteria test 1
S Compibco o tets: & Country Reviews Reviewer Recipient Security
M 8 Mutual Nondisclosure Agreement For
w9 Site Signed NDA 0
1 h:
88 105site Language Changes 1 site Status Missing Documents Group
m 11 Additional PSV Package Documents
m 12 Protocol Draft,Protocol Synopsis 0
W 13 CRA PSV Materials 0
P ——— Document Type Placeholders Deleted Docs
B8 15 Language Changes_Pear] Distributed
> I 16 CNS_Contracts and CDAs 0 (0)
> W 17 PT003006 US_Site Contracts and Buc
eSignature Collected Documents Processed Docs
> W 18 PT003007 US_Site Contracts and Buc
Bm 19 nick folder 1 125
8 20 adminsonly 1
> Bm21s8V 0(0) Make Default
P > w22 exporttest 0(0)
| O
Rl ’

@ Tip: Select a view and tick the Make Default checkbox to make that view the default view. You will then see the
documents sorted and grouped by the view you marked as default every time you visit the room.

Each of the view options are discussed in separate topics available from the left pane of this help.

By Index and Index Outline Settings

. ! “ Important: Index Outline is a group of settings that Administrators should leave unchanged. The settings here are
those chosen by the client during the initial room setup. Before making changes here, consult with the Project
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Manager and/or the Client Services Team.
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On creating the index, as an administrator, you can decide on a number of functions and appearances related to the
Trial Interactive room’s index from the Main Navigation ->Settings -> Documents Module -> Index Outline. You can
change the names of the Upload folder, the Index folder, and the IRB Uploads folder if so requested by the client.

The following settings are configured from the Index Outline:

¢ By Index View

¢ Changing the Index Name

¢ Empty Folders Options

¢ Hide Index on add new document
¢ Auto Indexing

Each of these sections is discussed in detail in the sections below.

By Index View
R About R Index Outline ™
@ “Inbox >_<:' Upload folder name: * *Upload
@ “Upload (33] "™inbox folder name: * *Inbox
»
@ Show Empty Fokzom-\ IRB Uploads folder name:*  *IRB Integration

ndex name: *
Enable custom Index name
- - 7 Show empty folders option

4 tmport

0 - =~

7 Show empty folders by default

Use auto prefix
P Documents count / .
All 01.01.01 LALi

P ot Managemment [T}
@ 01.0) Tris! Overnignt |4
W 01.02 Teial Team [0 Alia e 111
g rial Team Detats 10] »> Folder

prefix \1 Show documents count

rnittee ¢ Enable auto indexing

7 Hide index on add new document

19 nick folder 1 n

Allow drag and drop of document on index view

Default index position for
Add document:

05 Ste Management [21

The All View(By Index) shows the full folder index of the room with child pages. If a folder contains sub-folders, it
can be expanded to list its content by clicking the expand icon.

If a user emails documents to the room, such documents get stored in the Inbox folder of the room. Similarly, all
documents imported are populated in the Upload folder.

@ Note: A new Index sub-folder inherits the permissions from its parent folder.

Auto Prefix

The folders in a room index are numbered, and the subfolders follow a standard numbering system. These folder numbers are
called as Folder Prefixes, whose settings can be decided from the Auto Prefix option in the Settings -> Documents Module
-> Index Outline.
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Activate or inactivate Auto Prefixing of folders in the room’s index by ticking the Use auto prefix checkbox. If not selected,
folder titles will appear in the index just as they were typed in during the creation of the room’s index. Auto prefixing inserts
the client’s requested prefix of numbers or letters to identify the levels of the folders in the index. Click the radio button for
the prefix pattern requested by the client.

Documents Count

Numbers in parentheses after the folder names indicate how many documents are available to you in each folder. Click a
folder to open the documents contained in it in the Document Grid.

By showing Documents count, by ticking the Show documents count checkbox in the settings, users in the room will see a
number in brackets that indicate how many documents are in each index folder.

Changing the Index Name

If the client has requested some unique name for the room’s index besides the standard ‘Index’, then you have to first enable
the custom index name, and then type the custom name in this field.

1. If the client wants to customize the name of the Index, click the box to activate it. The Index Name field then becomes
active.

Index name: * Custom Index Name

(V] Enable custom Index name

2. Type in the custom name requested by the client.
3. If this is the only change requested for this panel, click Save at the bottom of the panel.
Empty Folders Options
In this next section of this panel, you make selections for the client regarding the appearance of Empty Folders.

You can enable or disable the Show Empty Folders Option. By showing that option, users in the room will see this
checkbox at the bottom of the room’s folder index.

Another option sometimes called for by the client is to show empty folders all the time. If that is the case with the room
you’re configuring, click this box — Show Empty Folders by default. Then, the room’s full index will always show in the
documents view, whether the folders are empty or not.
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Hide Index on add new documents
@ Note: This setting is used only for non-admin users
If this setting is enabled:

1. Index position will be hidden in the new document window.

2. Butin case if auto-routing logic can't determine index position, this control will be displayed, so the user will be able to
specify index position manually.

3. A document cannot be copied or dragged to a different location/folder by editors.
Auto Indexing

In order to activate either of these next two options — Enable Auto Indexing or Hide Index on add new document — this
Default Index Position for Add Document field must be completed.

1. Click the magnifying glass. The full index list appears.

Select index position to place the document %

Q
14 Relevant Communications -
15 Language Changes_Pear| Distributed
16 CNS_Contracts and CDAs

17 PTOO3006 US_Site Contracts and Buc

ERERER

18 PTO03007 US _Site Contracts and Buc*

| 19 nick folder l._ -l‘ /19nicklomev1|‘\ -

20 admins only

21 S8V

22 export test
23 test folder
24 read only
25 New folder

26 redaction

JERRRRED

7 Show empty folders

2. Select the folder indicated by the client. In this example, the folder is named 19 nick folder 1.
3. Click OK. The window closes.
4. Click Save at the bottom of the Index Outline panel.

By Country

From this view, you can access all documents and placeholders of the Category Country having a country name
metadata specified in its Country Field. When you access this view from within the Documents sub-module, you see
all eTMF documents of the category Country. Refer to the screenshot below:
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View by Country

@ Afghanistan 2
@ Aland Islands 2
@ Albania 2

@ Algeria 1

@ Anguilla 1

@ Argentina 1

@ Armenia 2

@ china 1

@ india 4

Under each country as a parent folder, the documents are further categorized by its Document Types.

You can also view the category country documents in the By Index (page 225)view under the Country folder (the
name that you provide to this folder depends on your room settings).

For more details on how to set up this folder and its hierarchy follow on to Chapter Countries (page 380). To know
more about Site-Specific Country Category documents proceed to Site -> By Country view.

By Site

From this view, you can access all documents and placeholders associated with the Investigative Sites. Sites are
places where clinical studies are conducted. This view shows the segregation of Investigative Site as located in
various countries.

Al sites belonging to a particular country are listed under their specific country. Click a site name to list the
documents belonging to the site in the Document Grid. Refer to the screenshot below:

View by Site °

v @ Afghanistan
A Charles River Lab [Site Management] 2
A LazInstitutes4 1
A Laz Institutesa AFG[Site Management] AFG
A Laz Institutes4 AFG[Site Management] AFG
A New Biologics AFG[Site Management] AFG
A Test_Swati AFG[Site Management] AFG 1
A TEST2 AFG[Site Management] AFG 7

> @ china

> @ India

> @ *No Country specified
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The configurations for an Investigative Site can be setup from Settings -> Investigative Sites (page 133). The dashlets
related to Investigative Sites are:
1. Expiring Sites
Recently updated sites
Site Activation Status
Site Activation Progress
Sites Activation by Country
Study Monitoring Visits By Country

A

By Reviewer
Administrators can reassign documents claimed in the workflow to other reviewers.

1. From the Documents view, select By Reviewer as the Current view for the index.
2. Open the index folder of the reviewer whose claimed documents you want to reassign.

3. Click the folder holding claimed document to reveal its contents. The list of that user’s claimed documents populates
the document grid.

Select the documents from the list that you want to reassign.

The Reassign reviewers button becomes active in the menu ribbon above the document grid.
Click Reassign reviewers. A Reassign reviewers window opens.

From the Workflow dropdown, select the workflow you want to adjust.

The Stage field auto-populates.

. From the Reviewer dropdown, select the reviewer to whom you want to reassign the documents.
10. Click OK.

The documents are transferred to the folder for claimed documents of the new reviewer.

© o N R

My Submissions

All the documents that the user imports, emails or adds to the room are populated in the My Submission folder. Refer to the
screenshot below:

View by Submission ° Document... Title Document... Disable au... Document... Reason fo... Comments
] 2070015 Tips for wr... True Tiger Woo...
] 2070130 Test Docu... True Polly Chak...
b 2070185 CDA AGRE... True Amruta A...
%) 2070481 DMS proc... True Tiger Woo...
%] 2072057 Copy of D... True Tiger Woo...
2072157 Important ... True Polly Chak...
] 2072158 Copy of C... True Polly Chak...
My Reviews

@ Note: If you are the part of the reviewers group which you are assigned to the workflow, the My Reviews in the
eTMF Documents module is automatically activated for you. You can have the same reviews as in My Reviews from the
Quality Review module as well.
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Depending upon your workflow settings, documents added to the room are automatically added to the workflow. You
can view the documents added to the workflow from the My Reviews view or the Quality Review module in the
folder with unclaimed documents under the workflow configured by you. Refer to the screenshot below:

For more details on workflow, refer to chapter Quality Control. (page)
By Workflow

View by Reviews °

v B TechWriterswWorkflow

B Available for review 148

B Overdue 0

B review approved 3

B review approved with issues 0
B review claimed 0

B review clarification 0

B review declined 1

B review in progress 0

> B TechWrites1

From this view, you access the documents available to the user for review in the various stages of workflow. Refer to
the screenshot below:

view by Workflow °

v & TechWritersWorkflow
B Approval stage 1 150
@B Approval stage2 5

> I Techwrites1

By Status

This view displays the current workflow status of documents. Refer to the screenshot:

View by Status a

v & TechWritersWorkflow

BB doc approved 3

@ doc approved with issues
BB doc clarification 32

BB doc declined 2

BB doc final

B doc in progress 2

BB Available for review 151
B review claimed 0

BB Overdue 0

> BB Techwrites1

By Document Type
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This view groups all documents by its Category as the parent folder. Each Category folder further holds documents
grouped by document types as subfolders.

These Document Types are created from Document Types Management (page 105) in Room Settings.

Clicking each document type displays the documents of that type in the Document view. Refer to the screenshot

below:

view by Document Type

BB *Not Specified 125
> I Country 10(10)
v & Field validation category 2 1 (1)
> [ first category 10(10)
> BB Generaled 20(20)
> BB investigative Site 35 (35)
> B third category 4 (4)

> B validation category 1 2(2)

> B validation category 2 6 (6)

eSignature

This view groups all eSignature documents under Completed, Waiting, and Canceled category. Refer to the

screenshot below:

View by eSignature

M Canceled
B Waiting for Signatures

I Completed

Click the folder to view the required documents.

You can also choose to Cancel eSignature (page 268)by selecting a document from the Waiting for eSignatures.

By Sender

This view display documents grouped by reviewers who have raised queries on documents during a Quality Review or
Quality Control and have sent them for clarification. Refer to the screenshot below :
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View by Sender

docu3

*All
>l 38 Query [1340-232] Pending ==
70030 sdfgh True Tiger W
v I Tiger Woods 2 b o i it
8 Pending 2
> B Polly Chakraborty 23 PLEASE DO NOT CHANGE THE EMAIL

> W Amruta Auditor! Maddel 13 SUBJECT

The following issues were
found in the document,
please attach a revised
document in your reply to
this email:

From here the user can:

1. View the query.
2. Resolve a Query. (page 376)
3. Respond to a Query.

Click the links above to know more in detail about each topic.
By Recipient

This view display documents grouped by the recipients of the queries received by them for clarification from the reviewers in
a Quality Review/Quality Control.

B cocument v @ Manage Security & Print = email €2 Move to Startup A importy  WEpoty 2 Layoutv [T . Bulk Upload ( edit online B Add to Cart ™ Documents |
View by Recipient Title Document Yisable au Document Reason fo Comiments pocurf] & Queri
>m FEpSIIS: - kot - ‘
Polly Chakraborty 7 7 o
v Y Query [1340-175] el ‘
german_d. True Polly Chak 26 Ap:
v B Amruta Auditor1 Maddel 27 S ’ % i ‘
m 2076503 nicksep27i audit1.10 True Polly Chak 26 Ap Query [1340-180] Pending | ==
B Responded 3 2076511 turkish_e1 True Polly Chak 26 Ap:
M Resolved 13 2076933 docu3 True Tiger Woo. 20 Fet
> BB Common Responder1 User 3 2076934 esignt True Polly Chak 20 Fet PLEASE DO NOT CHANGE THE EMAN.
SUBJECT
2081644 Tegging 303781.6. True Amruta A
2113023 Good clini. True Polly Chak 17)ul

The following issues were
True Polly Chak 13 No found in the document, please
attach a revised document in

2370030 asdfgh True Tiger Woo
your reply to this email:
Polly Chak

m TechWritersWorkflow: Approval stage 1

Clarification

From here the user can:
1. View aquery.
2. Respond to a query.
3. Resolve a query. (page 376)

Click the links above to know more in detail about each topic.

eTMF Completeness

This view lists collected, missing documents and acts as a placeholder for missing documents that do not fall under the
required documents section.

From within the Document Grid or from the Add Placeholder dropdown on the top ribbon, placeholders can be created,
edited, deleted for a document. Documents can be attached to placeholders or missing documents from the Add Document
located on the top ribbon bar or by dragging and dropping them from the Windows Explorer.

The system:
1. Creates a new document from placeholder and missing documents
2. Does not allow to change the category and related metadata if placeholder ID is present for documents.

3. Allows the user to assign placeholders to milestone histories from the Create Placeholder window. Refer to the
screenshot below:
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By Posted Date

In the By Posted Date view, the documents are grouped as per the days they were posted/imported/added. Folders by
posted dates are created. Clicking each folder displays the documents posted on that particular day. Refer to the screenshot
below:

view by Posted Date u

BB 02/15/2019
B 02/11/2019
BB 02/07/2019
B 01/20/2019
BB 12/24/2018
B 12/18/2018
B 12/10/2018
B 12/03/2018

B 11/14/2018

By Security

The By Security view shows all the documents based on the security accesses provided to users and group of users.
Documents are segregated under folders by the name of users showing the level of their access. Refer to the screenshot
below:

View by Security u

> B Everyone

B Administrators Only
® 101010 ed

BB Index Manager Group
BB Test

BB auditors

B inventiv Health Clinical

v ¥V VvV VvV VvV Vv v

BB Pearl Therapeutics

Processed Documents

Al the documents that traverse through various processes in a study can be viewed from here. Refer to the screenshot
below.
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view by Processed Docs B

v &= Document Type Auto Prediction
BB Pending
v = Optical Character Recognition
BB Not Submitted
B Error
v &= Optimization
B Processed
B Error
v &= Page Count
BB Processed
B Error
v &= PDF Conversion
B In Process

@@ Not Submitted

Some examples of processes in a study that the documents need to pass through are OCR, Optimization, PageCount,
PDFConversion, PDFFixation, PublishtoeTMF, and DocumentTypeAutoPrediction. The documents are listed under each
process in this. Under each process, the documents are further categorized into Not Submitted, Pending, Processed, and
Error.

For example, as a user, you might want to submit documents for PDF Conversion. All the documents that were converted into
PDF will appear under the Processed->PDF Conversion folder. If some documents could not be converted into PDF due to
some error, they will appear under the Error folder. The documents that were not submitted for PDF Conversion will appear
under the Not Submitted folder, and those that are still pending for conversion will appear under the Pending folder.

Similarly, all documents that are published from a Shared Workspace to its eTMF room get recorded under Publish to eTMF
sub-folder in the Processed folder.
Deleted Documents

All documents that are deleted from a study by each user can be viewed from the Documents module under the Deleted
Documents view. The documents are grouped under folders by the name of users who deleted documents. Refer to the
screenshot below.
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view by Deleted Docs °

BB Polly Chakraborty

B Tiger Woods

For more details on deleted documents proceed to Chapter Deleted and Expired Documents. (page 303)

By Group

In the By Group view, the folders and documents belonging to a particular group can be viewed by clicking the group hame
in the index pane.

View Documaents By

By Coumtry [T - [y e— e

[ e——-— Eirted Do

et Prsaruent Doy

Missing Documents
This view displays the list of all missing documents in a room. Refer to the screenshot below:

View by Missing Documents -

> @m Country
General
> W Investigative Site

> Bm IRB/EC

Click the folder from the left to view the documents. You can also edit the metadata of the documents from the Metadata
Panel.

To edit the metadata, select the document from the appropriate folder and edit the metadata. Click Save to commit the
changes.

Collected Documents
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This view displays the list of all Collected Documents in a room. Refer to the screenshot below:

view by Collected Documents a

> @m Country
General
v & Investigative Site
> B *Not Specified
> W Afghanistan
> Wm china
> Im India

v & IRB/EC

000

Click the folder from the left to open the list of sites. Select the required site to open the documents in the grid.
Modify Index

Configuring the Index Structure

Generally, a room index is created while creating a room from another room so that the index of the existing room is also
copied into the new room. A client may opt to create a new room without any index, in which case the index structure needs
to be created manually, and the documents and its types to be added to it. Creation of an index with its documents includes
the following steps:

1. Adding main folders and sub-folders under the root folder of Index which is available by default.

2. Adding document types to the document categories. By default, the system provides three categories for the documents:

a. General
b. Country
c. Investigative site

3. If new categories are required for the documents, the super- administrator will need to add them.
4. Adding documents by importing or uploading and assigning them their categories and document types.
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Adding Parent Folders / Child Folders
The administrator follows the process below to create the main folder structure:

1. Click the icon next to the View By Index search box. A popup appears. Refer to the screenshot below:

& Modify Index

X Export index

= Refresh

2. Click the Modify Index icon.
3. The Modify Index popup window opens. Refer to the screenshot below:

Modify Index ?X

v &= Index

B 1 signature 2
> BB 5 site Management

BB 6 Complex criteria test
BB 10 Site Language Changes
B 15 Language Changes Pearl Distributed
BB 19 nick folder 1
B8 20 admins onlv

BB 23 test folder

]

B 24 read only

BB 25 New folder

BB 26 redaction

B 31 workflow

B 42 for dcos from activated site
BB 65 for activation without access

B 67 0.Test

B 69 sharedwWorkspacefolder

> BB *inbox

Caace m

4. Select the root folder of Index from the popup to add a parent folder, else click a parent folder (or subfolder) into which
you want to add a subfolder.

Click the ‘+ icon and type in the folder name in the textbox that appears. Press Enter.
The new folder appears under the root/parent folder.

Repeat the above steps to create another parent/child folder.

Click Save.

o N o o
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Editing Folder Names
1. You can change the name of an existing folder.

Click the Modify index icon from the®™  popup.
The Modify Index popup window opens.
Click the folder you want to rename.

o

Select the pencil icon.

The selected folder and its name appear in a highlighted box.
Make your changes, then press Enter.

Click Save.

© N g

Deleting Folder Names
1. To delete a folder, click the folder in the Modify Index window.

2. Click the Delete folder.
3. Click Save.

@ Note: Deleting a folder will delete all of its contents including documents and subfolders.

. !  Important: If you have already clicked the Delete folder in error, you can still click Cancel at the bottom of the
Modify Index window. The change will not be saved.

Exporting and Refreshing Index

Exporting Index

Export index allows you to export the index structure of the room. You can choose to export the index for the chosen folder,
or only the index outline. The index can be exported in either HTML, or Microsoft Excel, or Microsoft Word formats.
Besides these, you may also choose to export empty, or system folder as also documents unpublished to the eTMF.

To export index:

& 3 Export index

1. Click the Export Index from the= popup and export the index as per the actions required.
Refer to the screenshot below:
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Export Index ? X

Export Options
Some information about this window

Options @ Export Index

Export Index Outline

Type:  HTML

Export Empty Folders

Include Unpublished Documents

Index Search
In the Search box below the View By Index pane, enter the name of the folder you want to search. Press Enter or click the

magnifying lens icon to reveal matching contents.

View by Index a
D Inbox E H

Click the Cross next to the right of the search box to delete the search criteria.

The Documents Grid
You can perform the following from the Documents Grid.

¢ Preview and Viewing a document and its metadata (page 243)

¢ Access the Document Context menu on a document by the mouse right-click (page 249)
¢ Configure the Documents Grid (page 241)

¢ Copy or move documents (page 245)

Configuring the Document Grid

Through this option, you can decide which columns to display or hide from the Document, Workflow, or Audits Grid. Thus,
you can decide exactly what information you want to see and configure the grids accordingly to suit your view.

1. Navigate to the eTMF/Documents module.
2. Click the Update Columns icon from the top right corner of the documents grid. Refer to the screenshot below:
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Displaying documents 1 - 6 of 6 (0 selected) = \ ¢ E @ Views
Disable au... Document... Reason fo... Comments Document... Category Category Investigati... Investigati... Document...
Yes Pally Chak... Thisis ver... 23 Apr 2018 1 General ed 2066000
Yes Polly Chak... 18 May 20... 100 first categ... 2065983

Polly Chak.. 21 May 20... 3 Country 2079443 Laz Institu.. 2065973
Yes Pally Chak... 24 May 20... [}
Tiger Woo... 03 Dec 2018 3 Country 2069250 Annabot ... 2065973

3. The Grid Configuration window opens which displays the following panels:

a. Available Columns Panel: This panel display the list of all available columns in a room.

b. Selected Columns Panel: This panel displays the list of all columns that are selected and added from the Available
Columns.

4. Toadd a column to the Selected Columns pane from the Available Columns pane, hover the mouse over the column
name in the Available Columns. The + sign appears next to the column name.

5. Click the + sign to add the column to the Selected Columns. The column gets added to the list of Selected Columns.
Refer to the screenshot below:

Grid Configuration X
Available Columns Selected Columns
Title Name Width up
Document Id = Contact Name Document_$$ContactNames$$ 100
Title = File Name Document_$S$FileName$$ 100 3
Document Name |3 Deleted By Document_$$DeletedBy$$ 100
Disable auto Document Na Delete Comments Document_$$DeleteComments$$ 100
Document Name last upda Index Document_$$Index$$ 100
Reason for not using auto | Last Updated By Document_$$LastUpdatedBy$$ 100
Comments Document Status Document_DocumentStatusid 100
Document Status Document_$$DocumentStatusName$ 100
Category Current Workflow Document_$$CurrentWorkflow$$ 100
Category Current Workflow Stage Document_$$CurrentWorkflowStage$ 100
Investigative Site Published By Document_PublishedBy 100
Invastisative Site Nama B Published By Document $$PublishedBy$$ 100 M
Cancel

6. Alternatively, you can also double-click the columns in the Available Columns to add to the Selected Columns.

7. After adding the columns to the Selected list, they are greyed out in the Available Columns list and a small green tick
appears to the next of the column name as shown in the screenshot below:
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Available Columns

Title

Document Id

Title

Disable auto Document Na
Document Name last upda
Reason for not using auto |
Comments

Document Date

8. Similarly, you can remove the columns from the Selected Columns list by clicking the - icon that appears next to the
column name on hovering the mouse over the column OR double-click the column to remove it from the list.

9. Besides adding and deleting columns, you can also change the sequence of the columns by clicking the Up or Down

up

Down

buttons located at the extreme right of the window.
10. Click Save to save to changes.

Previewing and Viewing a Document and its Metadata

This allows you to view the document metadata and the document in the separate panels in the eTMF / Documents module.
These are discussed in the sections below:

Viewing Document Metadata
To access the Document Metadata, follow the steps as below:
1. From the Documents module, select the document from the grid.
2. Hover the mouse over the bar to the right of the grid. The Metadata Viewer display with the Open text on it.
3. Click the viewer to open the Metadata Panel. Notice that when you open the metadata panel, the Metadata Viewer bar
changes the Open text to Hide clicking which you can hide the metadata panel
4. The Document Data Panel opens which displays the Document Metadata by default. Refer to the screenshot below:
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® v Woccumentv @ Mansgesecurity  MowetoStartup  Mimportv W Epetv  EEmal  @Print  ?lmeutv [T W Documents eart v

)
View by Index BB | 6 documents (1 selected) Y6 cuim 2 more

. acument e Document Disable au. Jocument Reason fo Comments Socument. ategory = = 1 N

& 0w

tmf 10.pdf

24 May 2018 ]

tiest 0(0)

WORKING AREA

As an Administrator, you can not only view a document’s metadata, but you can also change the content of some of
the Metadata fields. The icons at the bottom of the panel provide access to several essential functions, such as saving
changes and updates in the metadata panel as shown in the screenshot above.

Notice that you can manually enter dates in the format as preferred by you if you have enabled this option from your
My Profile Settings -> General Information (page 58)section. Refer to the screenshot below:

] Metadata Workflow Queries Versions History

Comments @

This is version 2 of the document

Document Date |

| = Apr 2018 ] |
Category
General ed v i

Previewing a document
To preview the selected document:

1. Select the checkbox next to the document.
2. Click the Document View button at the bottom of the grid.
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3. The document opens in the Arender view. Refer to the screenshot below with the sequence of steps in number denoted:

12 documents (1 selected) << || >l
[ Document..  Title Document.. Disableau..  Document.. {
2081023 12 Polly Chak...
2081024 VID-20180.. True Tiger Woo...
2082608 S5U-4922 Polly Chak...
B 2178883 For new q.. Polly Chak...
2] 2187714 Doc1 Polly Chak... o
2199663 Test Docu... Polly Chak...
® 2217729 DMS Docu... Polly Chak...
2217910 Doc3 True Polly Chak...
2232768 import Do... True Polly Chak...
2373028 CDA Agree... Polly Chak...
2425559 For UAT 101010 ed Polly Chak...

1

o

Copying or Moving Documents
Follow the steps below to copy documents:

1. Select the document(s) to be copied or moved in the grid.
2. To move the document(s) to another folder, drag the document from the grid and drop it to the destination folder in the
Index Pane.

3. To copy the document/s to another folder, hold the Ctrl or Shift key, and drag and drop the document to the destination
folder in the Index Pane.

While copying or moving a document you will be asked to re-code the document profile and will open the Edit Document
Profile window to enter the details. Follow the instructions to complete the form. You may choose to replace the attachment
at this time if required. If you replace the attachment you can view the version history in the document’s metadata panel.

B Note: Viewing of version history on replacing attachments is available only in Alfresco rooms. For more details
follow on to section Replace Documents. (page )

If the Hide Index on add new document option is on, editors will not be able to copy or move a document and will receive
the warning as below.

Warning x

A Cannot change index when Hide Index option is on
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Documents Grid Views

While in a specific folder, the user may want to filter the columns and view only the columns that are required. This
can be done by customizing the grid view. You can create your own view and set that particular view as a default
view so that you can view only that information which is required in the grid.

Besides, you can also apply filters to the grid and save the view for future use. To set and customize a view:

1. Navigate to the eTMF/ Documents view.
2. Select the required folder and update the columns (page 241) as needed. The documents grid gets updated as required.
3. Click the Views dropdown at the top right corner of the grid.
4. The list of options appears. Refer to the screenshot below:
Displaying documents 1 - 11 of 11 (0 selected) z2 Y o m i K
Document..  Title Document.. = Disableau..  Document..  Reasonfo.. Comments Document..  Category Category s
= 2069982 DMS TEST Polly Chak... 16 Apr 2018 e
= 2070184 CDA AGRE... Yes Polly Chak... 19 Apr 2018 2 Investigati... =
@ 2081685 Script for ... Yes Amruta M... 07 May 20...
i) 2090205 For Query ... Yes Polly Chak... 05 Jun 2018
2090206 ieinstal.exe Amruta M... 05 Jun 2018
2091588 Wildlife Amruta M... 11Jun 2018
2091589 3.New ap... Amruta M... 11 Jun 2018
%} 2178885 For new g... audit 1_10 Yes Tiger Woo... 19 Sep 2018 1 General ed
2348984 Creating li... Amruta M... 18 Dec 2018

5. You can perform the following actions:
Save View

Set Default View

Show all views

Share the Views

Qoo

Each of these is discussed in the sections below:

Save Views
After updating the columns in the grid, click Views — Save View. The Save View window opens. Refer to the screenshot
below:

Save View x

Name My Views

Make Default for Me

Make Default for Al

I m

Enter the name of the view and enable the options by clicking the toggling buttons below for the default view. You can either
make the view default for you or for all the users who accesses the folder to which the view has been set. Click Save to save
the changes.

On saving, you can see the name of the view and columns also gets updated. Every time you visit the folder, you can select
the view for the grid. Refer to the screenshot below:

Displaying documents 1- 11 of 11 (0 selected) 2 Y m D
Document Id Title Document Name Disable auto Document Name Version Date
B 2069982 DMS TEST
® 2070184 CDA AGREEMENT Yes
B 2081685 Script for myTl demo Yes
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Show All views

If the room has multiple views created in a room, and if they are visible to all users, you can view all the views in a room. To
display all views:

1. Click Show All Views from the from the Views dropdown. Refer to the screenshot below:

Default views

Recent views

@

= Show all views

2. The Views window opens which contains the following tabs:

a. All: This displays the list of all the views in a room.

b. Created by me: This displays the list of all views that are created by you.

c. Shared by me: This displays the list of all the views that are shared by you to the other users.

d. Shared with me: This displays the list of all the views that are shared with you by the other users.
e. Default Views: This displays the list of all default views.

The screenshot below shows an example of the All views:

Views x
All [ Created by me ] [ Shared by me ] [ Shared with me ] [ Default views ] m
Title Created By
'

Note: The Delete and Select buttons are enabled only when you select a view from the list.

To delete a view, select a view from the list and click the Delete button at the top right corner of the window.

Share Views

E Note: This option is enabled in the Views dropdown only when you select a view created from the list.

To share view:
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1. Select a view you want to share from the list of views. The selected name of the view displays.
2. Now, click the Views dropdown. The list of options appears.
Click Share View. Refer to the screenshot below:

® o l

(ad Shalre view
-

ault views

4. The Share window opens.
5. Select the Groups or Users to whom you want to share the view. Double click the user from the left pane to add them to
the Selected members pane.

6. After selecting Gorpus/Users, click Share. Refer to the screenshot below:

Share X

Groups Users Selected members
Name

swa x

Swati Auditor2 Pawar

B Swati swatib008@gm

Pawar Swati swatipawar.put
T
Double-click to add

Groups/ users to Selected
Members pane.

< ous | 1 |of1 Nextd

N e |
7. This shared view now displays under the list of Shared by me in the Show All Views.

Documents Context Menu

You can perform the horde of activities on a document from the Document Actions (page 269) as well as by right-
clicking on a document in the Document Grid.

Refer to the screenshot below to get a list of actions possible from the Documents Context Menu. Each of the
functionalities is discussed in separate topics available from the left panel of this topic help.
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© Add Document
r'|:| Copy Link
X Delete

8 Manage Security

@ Open Profile
(& Edit Profile

@ Replace Attachment

B Add to Cart
W Add to favorite

‘f? Remove from favorite

€ OCR

Convert Non PDF to PDF

(¢ send for E-Signature
(¢ cancel E-Signature
&) Add to Review

O Ask a question

¥ Related documents

Adding a Document

1. From the Documents Module, right-click on a document in the Document Grid.

2. Select the Add Document option and the New Document window opens. Enter the details as required to create a new
Document profile. Refer to the screenshot below:
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| | Document... Title Document... Disable au...

2070018 ACM_user.. 303781_6... True

2086013 © Add Document«

2086077 [0 copy Link s

X Delete
2237337

& Manage Security
2241062 True

3. Select the appropriate Category from the dropdown list: General, Country, or Investigative Site.

4. Depending upon the category selected, the document’s Submitted Name field would appear or disappear. Enter the
Submitted Name as required.

5. Select the Document Type, and Document Date. Type in the date if that is configured for you.

6. Add pertinent Comments, if necessary. The Index position will populate automatically, based on the folder you selected
from the index.

7. Click the Add button at the right end of the Attachment field to attach a document.
8. Click Save.

Deleting Documents Deleting Documents To delete a document:
1. Navigate to the Documents module.

2. Select the document(s) from the documents grid.
3. From the right-click menu, select Delete. Refer to the screenshot below:

B Document~ @ Manage Security €8] Move to Study Start-Up A importv Y Exportv &% Email 8 print M Compare

®
1-30f3 (1 selected) Z  Yrilters [ Select Columns @ Default View ¥
. 2R L] Document Type « Docum...  Index Document Id
— [T o
A © Add Document
B Editor 103 122 Upload\Steve Clark 577879

) Copy Link

B Editor 104 86 I X Delete Upload\Steve Clark 737986
& B8 Editor 105 2 @ VieW_ocument security

M Editor 106 4 Q Replace Attachment / URL

, B Editor 108 2
| Add to Cart
8 Kdjung ke’ 1 % Add to Favorites
s Polly Chakraborty 2 P

B Roger Stear 9

[ F
B Snehal Khandkar 8 ‘
nene fhanckar ‘ [ Send for E-Signature
M Steve Clark 3 © Ask a question
I Stevenli 6 P Related documents

M stevenli1953@gmail.com 1

W Swatitest Pawartest 2

S i 1

Deleted Documents View

All documents that are deleted from a study by each user can be viewed from the Documents module under the Deleted
Documents view. The documents are grouped under folders by the name of users who deleted documents. Refer to the
screenshot below.
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T R |

¥ Training Room 1~
eTMF / Documents

B Document~ @ Manage Security 2] Move to Study Start-Up 4 import ~ V¥ Export ¥~ &% Email & print M Compard]
I 1 -3 of 3 (1 selected) E= ¥ Filters @ select Columns
& x
8 en o = |

MY LIST WORKFLOW DOCUMENTS OTHER

Submission By Status eTMF Completeness Security
Reviews By Reviewer Working Documents Group

Audit Findings Workflow Posted Date

E-Signature Query By Sender

Document Type

Query By Recipient Processed Documents
Site
Documents Security
Country

Tag

Make
Make

t for all rooms

Copy Link

Clients might need to copy a document link through the Document dropdown in the eTMF module. They can choose the type
of document link to copy through theCopy Link Settings option.

Once the Copy Links settings are made, follow the steps as below to copy a link:
1. Navigate to the Documents Module.

2. Select the required document from the grid and right-click on it.

3. Click Copy Link to copy the link to a document, or to copy the link to a document with metadata and anotification
about the same is received. Refer to the figure below:

NOTIFICATIONS STICKY NOTES Clear All
Actions
@ Copy Link
Link has been copied to clipboard 04 May 15:34

Paste the copied URL in a browser tab. Depending upon the option set up in Documents Settings, the document will either
open up in the browser for you to read, or the link will take you to the eTMF room and open the document and its metadata
for you to view. Copying and pasting the link of an empty document shall display the message ‘This document profile
does not have an associated document’.

Purging and Restoring Documents

Deleted documents can be restored or purged by clicking the required icon located on the top ribbon from the Document
dropdown or he right-click menu on the document . Restored documents take the same place in the index they were located
in before deletion. Refer to the screenshot below:

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 239 of 577

% TechWritersDemoRoom Vv
1340

& Manage Security & Print = email 2] Move to Startup A import v ¥ Export v ? Layout M compare 2, Bulk Upload

Document... Title Document... Disable au... Document... Reason fo... Comments

a © Add Document

u 1 Restore Documents
d
i purge et ___|

2072157 Important ... True Polly Chak...

--

Amruta A..

Tacoing

2081644 203781 _6...

1l Restore Documents

Q Replace Attachment B purge
()
¢ Ask a question

& & ocr m

Documents can also be auto purged if so required by the client. For such documents, the admin can enable the Auto Purge
(page 97) from the Room Settings.

Opening Document Profile

In the Documents module, select the document and click Open Profile from the right-click menu on the document. Refer to
the screeshot below:

Print ¥ Email €8] Move to Startup A import v ¥ Export v ? Layout M compare 2. Bulk Upload
u Document... Title Document... Disable au... Document... Reason fo... Comments Docun|
] 2070018 ACM_user... 303781_6... True Polly Chak... This is ver... 23 Ap|
2085967 test True Polly Chak... 18 Ma

|
* 2086013 F Polly Chak... 21 M3

q
© Add Document

2086077 et True Polly Chak... 24 Ma
[E] Copy Link

2237337 St Tiger Woo... 03 Det
X Del

2241062 Tt True Tiger Woo... 10 Der
a Manage Security

@ Open Profile J
(& Edit Profile
Q Replace Attachment
<] i ] »
"B Add to Cart

£ Previous 1 of 1 Next >

On clicking Open Profile, you will see the Document Profile for the selected document. In this view, the fields are static.
Refer to the screenshot below:
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Document Profile

Organization: All

1008 2017 07:23:19 EST
1008 2017 07:23:19 EST
2507 2017 14:34:10 EST
19 07 2017 10:56:58 EST
12 07 2017 07:34:05 EST
2103 2017 06:25:07 EST
2003 2017 11:18:50 EST
2003 2017 11:18:50 EST
2003 2017 11:18:50 EST
2003 2017 11:18:50 EST
2003 2017 11:18:50 EST
2003 2017 11:18:49 EST
2003 2017 11:18:49 EST

2003 2017 11:18:49 FST

Document Profile Activity Log

Updated By

Polly Chakraborty {(chak.polly@..
Polly Chakraborty (chak.polly@..
Polly Chakraborty (chak.polly@...

Polly Chakraborty (chak.polly@.

Polly Chakraborty (pchakrabort
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com
TymSA@tym.com

TvmSA@tvm com

Activity type: All

Activity

Update security: gmail.c..
Update security: gmail.c..
Mass coding

Metadata field was upd..
Mass coding

Update security: tym.com
Update security: tym.com
Update security: tym.com
Update security: tym.com
Update security: tym.com
Update security: tym.com
Update security: tym.com
Update security: tym.com

Undate security: tvm com

Description

LinkTopics

LinkTopics

B T

Editing Document Profile
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In the Documents module, select the document and click Edit Profile from the right-click menu on the document and the
fields are no longer static. Refer to the screenshot below:

20

22

(&' Edit Profile

R Rep

lrj Copy Link
X Delete

m & Manage Security

@ Open Profile

B Print ¥ Email €2 Move to Startup A import v ¥ Export v
u Document... Title Document... Disable au...
%) 2070018 ACM_user... 303781_6... True
2085967 test True

True

True

? Layout M compare
Document... Reason fo...
Polly Chak...

Polly Chak...

Polly Chak...
Tiger Woo...

Tiger Woo...

X Bulk Upload

Comments Docun
This is ver... 23 Apt
18 Ma

© Add Document

24 Ma

03 Del

10 Dey

By this route, an Administrator can edit the document profile. Editing profile is also possible from the Metadata Panel.

(page 262)

Add Selected to Cart

Add Selected Document to Cart

Proceed to section Adding Selected Documents to Cart (page 282)for the detailed information.
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Adding and Removing Favorites

Adding Favorites

Click Add to favorite from the Documents Context Menu menu to mark a document as favorite. Similarly, click Remove
from favorite from the right-click menu to unmark document as favorite.

Besides, you can also click a Star to the left of a document to mark/unmark it as a favorite.

Ask a Question

This allows you to create a question related to a particular subject. Click the link Ask a Question (page )to lead you to
the topic

@ Note: You can also perform this action from the Documents Actions (page 269) dropdown on the top menu bar.

Convert Non PDF to PDF

Convert Non PDF to PDF and PDF fix

This allows you to convert the Non PDF documents to PDF. You can view these converted PDF documents under the
Processed view of the documents.

eSignature

This section discuss the various ways of e-Signature used to sign the documents.

Trial Interactive (T1) offers a feature to e-Sign your PDF, Word, PowerPoint, and Excel documents. This feature permits
Administrator users to invite multiple signers to sign the required documents. The system facilitates the user with an option to
designate a space within the document for the signers to sign. This feature also allows the user to decide the sequence in
which the signers should sign the document.

OCR

This allows you to choose the language for OCR.

OCR can also be performed from the Documents Actions dropdown (page 269) on the top ribbon bar. To specify languages
for OCR:

1. Right-click on the required document from the grid. The Document Context Menu popup appears.
2. From the Context Menu, select OCR.

3. The Select OCR languages popup appears.

4. Click the textbox and select the languages as applicable from the dropdown.
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Select OCR languages ?X

Please specify languages for OCR

English Swedish X

Romany e
Ruanda

Rundi

RussianOldSpelling
Rusgian

Sam@an

Selkup
SerbianCyrillic

diccd o3

5. Click Ok.

PDF Fix

Grid Filters
For a document grid, you can apply and save filters to make the search for the documents easier. To apply filters:

1. Click the Filter icon above the document grid.
2. The Filter options are enabled at the top left corner of the documents grid. Refer to the screenshot below:

Displaying documents 0 - 0 of 0 (0 selected) = o = Views ~

— |
o =

Document.. Title Document... Disable au... * Category Investigati..

N o R

3. From the enabled options, you can perform the following:

a. Create New Filter
b. Add Existing Filter/Manage Filter

Each of these is discussed in the separate sections below:

Creating New Filter

1. Click the + °sign above the documents grid.
2. The Create Filter window opens. The window displays the following:

a. Atextbox that displays the Title for the filter selected.
b. The options for matching the filter records. Refer to the screenshot below:
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Create filter x

P of the fllowing fikers [+a]

3. Notice that there are two + plus signs to the right of the window which allows you to create a single filter and group of
filters.

Adding Single Filter

4. To add a single filter, click the first + sign. Refer to the screenshot below:

Create filter x

Include records that match m of the following filters

5. Adropdown appears. Click the dropdown and select the fields to which you want to apply filters.
6. Select the operator and enter the value for the selected field. Refer to the screenshot below:

Create filter x
Title =TEST

Include records that match m of the following filters

Title (Title) ~ || = ~  TEST

7. Click Add if you wish to display the filter in the current view or click Create if you want to save the filter and use it
later.

8. After creating a filter, when you select the filter and apply it for the document grid, the search results display
accordingly. The screenshot below shows an example of the filter result applied for the Title = Test.
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Displaying documents 1 - 9 of 9 (0 selected) & 0  ®views~
Documenc..  [Tide ] Document. Disable au. Documet. Reason fo.. Comments Document. Category Category Investigati...
] 2072804 TEST sudit1_10 Yes Amruta M 25Apr2018 1 General ed
B 2081892 TEST audit 110 Yes Amruta M 08May20.. 1 General ed
2085479 test Yes Polly Chak. 17Mey20.. | 2 Investigati.. | 2069253
2085967 test Yes Polly Chak... 18May20.. 100 first categ..
@ 2085986 test Yes Polly Chak... 18May20.. | 2 Investigati.. 2069281
2090128 Test Yes Polly Chak... 01jun2018 3 Country
& 2000144 test Yes Armruta M.
2217728 Test Yes Polly Chak.
2423448 | o< | Yes Polly Chak. 2 Investgati.. | 2069253

9. Similarly, you can add group filters to apply for the document grid and search for the results by clicking the second +

sign % Proceed further as discussed above to add group filters.

Add Existing Filters / Manage Filters
Manage filters allows you to view and share the created filters by you and by others. When you click the Manage Filters

= icon above the documents grid, the Filters window opens. Refer to the screenshot below:

Filters x
All [ Created by me J [ Shared by me J [ Shared with me ]
+ Add €] Clone Delete Only one filter must be selected -
Filter

Test(Amruta Maddel)

i

Title = TEST(Amruta Maddel)

Cancel Select

You can perform the following activities on the filters in Manage Filers window:

1. Share Filters

2.Clone Filters

3. Delete Filters Sharing Filters To share a filter:

1. Select the filters from the list of filters in the Filter window.

2. The selected filter appears in the right pane of the window and the buttons Clone, Delete, Share, Cancel, and Save are
enabled. Refer to the screenshot below:
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Filters

Al [ Created by me ] [ Shared by me ] [ Shared with me ]
+ Add ] Clone Delete # Share O Cancel Save
B Fileer Test =

Test(Amruta Maddel)

nelude records that match () of the following filters

Title (Title) v ||= ~  DMSTEST

Title = TEST(Amruta Maddel)

(]

3. After selecting a filter, click the Share button. The Share window opens.
4. Select the Users/ Groups to whom you want to share the filter and click Share. Deleting Filters

Similarly, select the filter from the list of filters and click Delete to delete the filter.

Viewing Shared Filters

You can view the filters that are created by you, shared by you and that are shared with you by clicking the required tabs in
the Filters window.

The Working Area and Grid
When you open the eTMF/Documents module, the following appears:

1. The Room Index (page 224)
2. The Documents Grid (page 241)
3. The Working Area and Grid

In Trial Interactive 10, the eTMF index is separated from the working folders which include Working Documents,
Rejected Documents, Uploaded, and Emailed documents. Users can perform various actions like document coding,
document replacing and attaching, adding documents to workflow or auditetc. from this Working Area. The folders in
the working area are hardcoded and any documents coming in the room, either by uploading or emailing are available
for further process or actions from this Working Area. Refer to the screenshot below:
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TechWritersDemoRoom Vv
* Polly Chakraborty ¥

& print = email . Bulk upload 4 » d W Documents cart ¥

View by Index B | roromsoviae A Metadata
*R

n v & Index

i signature 2 6

> I 5Site Management 0 (16)
I 5 Complex criteria test 1

B 10 Site Language Changes 1

e B >

B 15 Language Changes_Pear Distributed

|

BB 19 nick folder 1 123
8 20 adminsonly 1

3 test folder 2

donly 1
B 25 New folder 3 = < 0 ofo 4

Working Area

W 19 nick folder 1 123

v B *inbox 0(1)

I8 Amruta Auditor! Maddel 1

> I *Upload 0(50)

Besides working on documents, you can also drag and drop the documents from the Working Area to the required eTMF
folders above like for the Country and Site views, the user can easily drag and drop documents from the working folders into
missing documents and placeholders in the eTMF.

@ Note: Documents can be dragged only out of Working Area but not into the Working Area.
Hiding or Unhiding the Working Area/Staging panel

To hide or unhide the Working Area, hover the mouse over the bar above the Working Area. The Hide - Working
Avreabar appears. Refer to the screenshot below:

View by Index ° 9 documents (9 selected)
s S | | Document... Title Document... Disable au... Document... Reason fo... Comments
> B 5.17 TEST2 AFG[Site Management] AF * b 2069982 DMS TEST ROl Ehak...
BB 6 Complex criteria test 1 [} 2070184 CDA AGRE... True Polly Chak...
BB 10 Site Language Changes 1 2] 2081685 Script for ... True Amruta A..
mis Language Changes_Pearl Distributed ® 2090205 For Query ... True Amruta A...
I 19 nick folder 1 I
2nickfoldert; 123 2090206 ieinstal.exe Amruta A...
BB 20 adminsonly 1 r 2 o
2 2091588 Wildlife Amruta A...
B 23 test folder 2
2091589 3.New app... Amruta A...
BB 24 readonly 1
2178885 For new g... audit 1_10 True Tiger Woo...

B 25 New folder 3

. - YR I N N Y N
B 26 redaction 1

B 31 workflow 1

Tl WORKING AREA

] : :
Working Area Working Area/Staging

- < Previous 1 of1

No records available.
B 19 nick folder 1 123

B8 *inbox 0(1)

p @B *Upload 0(50) m

Hiding the Working Area
You can also drag the Working Area/Staging to the extreme left to hide the Work Area. Refer to the screenshot below:

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2020 TransPerfect
International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted, modified, distributed,
transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without the express written authorization of
TransPerfect Senior Management and/or Product Management. Other names may be trademarks of their respective owners.



Version 10.2

@=T R | A L _ _ _
ﬂ INTERACTIVE Trial Interactive User Guide Page 247 of 577

Working Area Working AreafStaging

Drag ta the No records available.

M 19nickfolder 1 123 leftto hide
the

W *inbox 0(1) Warking
Area
B *upload 0(50) e

Similarly, you can also drag the Working Area/Staging Area up to increase the size of the window and the number of
documents count in the grid.

< 0 ofo

Staging Area Preview

Preview x

< 8 Claim O More *

Metadata Quenies Versions Mistory

1572 Template - Filled 1

DEPARTMENT OF MEALTH ANO HUMAN SERVICES Form Apprvmt AR My 0150014 Suggested Document Types
FOOD AND DRUG ADMNIS TRATION L '
STATEMENT OF INVESTIGATOR
(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312)

(S00 PAULCIONS ON reverse s )

“r or NO St rited Socument typs Sound

L NAME AND ADORESS OF INVESTIGATON

Nt o PG e s

Document Metadata -
AsYees Rvs—"
PV v -
Investigative Site .
t ATION, TRAMNG. AND & MIENCE THAT O ’ < W WTOM AS AN LXrERY t NCAL YT JMATION OF
“ ron L . ATION N O € o o e -t -
- Ea - - o Quw - A
Site OPTOOS Phil McGraw -
. AL OF OTHEN HESEANCH I CONTORATION Ml
~ - ! Vo Beee )

In T1 10, the Working Documents view was introduced to provide a simpler, more comprehensive index
for eTMF Completeness, showing not just final documents, but also collected documents, placeholders,
and required documents within a standard eTMF index structure. This view also introduced the Staging
Area, a separate panel that shows documents waiting to be classified via theeTMF workflow.

T110.1 introduces a simpler way to preview these documents. Selecting a document in the Staging Area and
double-clicking will open the document in a preview modal window alongside its metadata. Then the
document can be dragged and dropped directly into the eTMF index, into a folder or onto a Placeholder, and
have Trial Interactive intelligently prompt you for the correct Document Type and other classification
metadata.
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The Document Data Panel
The Right Panel opens by default in the eTMF Documents Module when you click Documents from the left pane.

From the Right Panel located at the right of the documents grid, you can view the following panels after you select a
document from the grid:
1. Metadata panel
Workflow panel
Queries panel
Versions panel
History panel
6. eSignature panel

a bk~ wn

Each of the functionalities above is discussed in separate topics available from the left panel of this help.
You can hide this panel by hovering the mouse to the right of the grid and clicking the Hide arrow. Refer to the screenshot

below:
Print = Email fb Move to Startup A import v ¥ Export v ? Layout M compare X Bulk Upload B Add to Cart ™ Documents ca
[ ] Document... Title Document... Disable au... Document... Reason fo... Comments Document... QE Metadata Workflow Queries Versions
2070018 ACM_user.. 303781_6... True Polly Chak... This is ver.. 23 Apr 2018 ent id

Title * @

2086013 adddocfro... Polly Chak... 21 May 20...
Click the arrow to
2086077 etmf 10.pdf True Polly Chak... 24 pidefunhide the Right Panel
Document Name
2237337 ShowingS... Tiger Woo... 03 Dec 2018
2241062 TESTnew True Tiger Woo... 10 Dec 2018

Disable

Document

Besides, you can also hold the panel and drag it to the extreme left of the page. Refer to the screenshot below:

B oocument v & Manage Security & Print = Email €8] Move to Startup A Import v ¥ Export v ? Layout Mc e L. Bulk Upload
a View by Index ° Document... Title Document... Disable au... Document... Reason fo... Comments Document...
(%] 2070018 ACM_user.. 303781_6... True Polly Chak... This is ver... 23 Apr 2018 s
= | T N I B N
v & Index i

2086013 adddocfro... Polly Chak... 21 May 20... i
a :
N —— ) 2086077 etmf 10.pdf True Polly Chak... 24 May 20... )
‘IA [ Y3 Complex criteria test 1 1 2237337 Showing S... Tiger Woo... 03 Dec 2018 ?
I 10site Language Changes 1 2241062 TESTnew True Tiger Woo... 10 Dec 2018
‘ B 15 Language Changes_Pearl Distributed — H‘
BB 19 nick folder 1 118
8 20 admins only 1 Hold and drag to the location s Dof

required. You can drag the panel upto

B 23 test folder 2 the extreme left of the page.

Rea

BB 24readonly 1
Na

B 25 New folder 3 .
i

Working Area Working Area/Staging

Metadata Panel
Metadata Panel is activated by default when you select a document.

As an Administrator, you can not only view a document’s metadata, but you can also change the content of some of
the Metadata fields. The buttons at the bottom of the panel provide access to several essential functions, such as
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saving changes and moving to the next document in the metadata panel. Refer to the screenshot below:
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& claim £+ More v

Document Metadata

Document id
Title 9
etmf 10.pdf

Document Name

Disable auto Document Name

Document Name last updated by

Reason for not using auto Document Name

Comments @

Document Date
24 May 2018 ]

Category
nvestigative Site
Cancel Save and Next

< Previous Document Next Document »

Notice that you can manually enter dates in the format as preferred by you if you have enabled this option from your My
Profile Settings — General Information (page 60) section.

You can also shuffle back and forth between documents in the grid by clicking the Previous Document and Next
Document links at the bottom of the Metadata panel.

The Metadata Panel also provides the Claim button and the More (Settings) icons at the top of the panel to allow you
to claim documents in workflow and perform various actions on the document.

Workflow Panel
You can do the following from the Workflow Panel:

Claim Documents in a workflow
View the Workflow History

Initiate a Query

Release a document from a workflow'
Reassign Reviewer

6. Exclude document from a workflow

SANE SRR A

The Workflow panel displays all the details of the document workflow.
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10 documents (1 selected) B Metadta| woridiow [Queries versions wistory <
L] Document..  Title Document..  Disableau..  Document.  Reasonfo.. Comments Document..  Category ca @i £ More v
® = =
%) 2069982 DMS TEST Polly Chak... 16 Apr 2018 Workflow Hlstory
= 2070184 CDA AGRE... True Polly Chak... 19 Apr 2018 2 In BEZE B
17 Apr 2019 05:45 PN
2081685 Script for ... True Amruta A... 07 May 20...
17 r 2019 5:45 PM
2090206 ieinstal.exe Amruta A... 05Jun 2018 08 Apr 2019 EEER
2091588 wildlife Amruta A... 11Jun 2018
08 Apr 2019 0419 PM
2091589 3.New app... Amruta A... 11Jun 2018
B 2178885 For new q.. audit1.10 True Tiger Woo... 19 5ep 2018 1 Ge 08 Apr 2019 0419 PM
2348984 Creating li... Amruta A... 18 Dec 2018
View All History
2423443 Good clini... True Polly Chak...

Click the Date to view from the Workflow History section to view the full history of the document in a workflow as shown
in the screenshot below:

Workflow History

|. 17 Apr 2019 | 05:45 PM

Stage Approval stage 1

Status Available for review

Release

User Name  Polly Chakraborty

Comments

17 Apr 2019 05:45 PM
08 Apr 2019 0425 PM
08 Apr 2019 0479 PM
08 Apr 2019 0419 PM

Queries Panel
From the Queries tab, you can not only view the queries received but also can resolve them. You can view queries in Tl by
various methods:

1. Query Email: By the Query Responder from the query email received in his/her inbox

2. By Recipient View: The Query Responder can view the queries received under the By Recipient view if the said query
responder has access to such a Tl room and documents related to the query.

3. By Sender View: The Reviewer can view the queries from the By Sender view if such a reviewer is the creator and
sender of the query.

4. By Reviewer: This view is available only for admins and such a user can view the queries sent and responded by all the
reviewers. (add to profiling for admins)
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5. By Reviews: The reviewer can view all the queries from the By Reviews view which he/she has initiated.

Viewing a Query
To view a query, follow the steps as below:
1. From the eTMF/documents application, click Choose View next to the Index View.
The View Documents By popup appears.
Select the By Sender view and click Select at the bottom of the page.
The folders with the name of reviewers appear.
Click the required folder. The following folders are available for the query:

gk~ wn

a. Pending: This folder contains all the queries sent and are awaiting the response.
b. InProgress: This folder contains all the queries which are responded.
c. Resolved: This folder contains all the queries which are resolved.

Select the required document from the grid and click Query tab from the metadata panel.
The queries display in the Queries panel.

Click the query to view the full query history.

The query displays the following:

© o N o

a. The email body of the query that was initiated.
b. The responses and attachments to the query displayed by green sections. Refer to the screenshot below:

® v Mems St ?uayouty W Documents cart v
- 20 documents (1 selected) & claim  more v

v Al 4 o Document Disable au. Document Comment Document Category ol -_
C ue Amruta M. 8

g
WE Name TechWritersworkflow

WF Stage Approval stage 1

Issues TechWritersWorkflow: Approval stage 1

Clarification

Reviewer Comments

Reviewer Name Polly Chakraborty

TechWritersDemoRoom - -
arabic_c2db99dat4adabdsbh

. |H ebubraborty@trmpertoct

9 May 2018

9 May 2018
1 cd 9 May 2018
9 May 2018

2241062 TESTnew 10 Dec 2018

c. Expand the required section to view the details for the sections.

Viewing Query History

To view the query history, open the required query and click the Query History button at the bottom of the Queries panel.
This opens the history of the query in the Query History window. Refer to the screenshot below:
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Query History

Activity Description
Query from Polly Chakraborty
New Document Created By Polly Chakraborty PLEASE DONQY/CHANGETHE EMAR. SUBJECT.

Query resolved by Polly Chakraborty -

The following issues were found in the document,
please attach a revised document in your reply to
this email:

TechWritersWorkflow: Approval stage 1

Clarification

Site name TechWritersDemoRoom
<[ il

From the Query History window, select the required query activity from the left pane and the details of the history displays in
the right pane.

Versions Panel

Versions Panel allows you to view and compare the different versions of a document.

Select a document from the grid and click Versions tab from the Right panel. The different versions of the document are
displayed in the versions tab, if applicable. Refer to the screenshot below:

[/l Metadata Workflow Querleststory

Version 2.0 Compare
More info
Version Label 2.0

Status Date 10 Dec 2018, 11:59
AM

Version 1.0 Compare
More info
Version Label 1.0

Status Date 10 Dec 2018, 11:57
AM

Clicking More info next to the version number opens the Version History which gives a detailed view of the document
version history. Refer to the screenshot above.

History Panel

The History panel gives an overview of a document history. This panel displays the top four entries of the activities
performed on the document. Here, you can apply filters to view the history of a document. Refer to the screenshot below:
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Document History Filters
The History Panel provides the following filters to allow you to view a document history:
1. By Organization: Use this filter if you want to view the document history based on the organization.
2. Activity Type: Use this filter if you want to view the document history by the activity performed on it.
3. Date Filter: Use this filter if you want to view the document history within the set date range.
4

View All History: Click this button to view the full history of a document. The full document history opens in a popup.
You can also apply the filters from the All History popup.

Viewing Document Activity

Every activity in the History panel is denoted by a node. Click the node to view the description, date, time, and name
of the person who performed the activity on the document. Refer to the screenshot below:

@ M data Workflow Queries \/emons

Organization Activity Type

All v All v

O Update security
O Update security

O Update security

(O Metadata field was updated

11 Jun 2018, 11:06 AM

View all History
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Viewing All History

Clicking the View All History button opens the All History popup which displays the complete history of a document and
also allows you to filter the document history based on the Organization, Activity Type, and Duration. Refer to the
screenshot below:

All History ?X
Organization Activity Type
All v All v
O Replace file

O Replace file

O Metadata field was updated

O Replace file

O Document was edited online

) Replace file

Cancel

10 documents (1 selected) € ata Workflow Queries Versions History IsSugnature
[ ] Document... Title Document... Disable au... Document... Reason fo... Comments Document... Category eSignature
] 2069982 DMS TEST Polly Chak... 16 Apr 2018
This document has no eSignature yet, but you can start the

2] 2070184 CDA AGRE... True Polly Chak... 19 Apr 2018 2 eSignature workflow now,

2081685 Script for ... True Amruta A... 07 May 20...

N O S N

2090206 ieinstal.exe Amruta A... 05 Jun 2018

2091588 wildlife Amruta A... 11Jun 2018

2091589 3.New app... Amruta A.. 11Jun 2018
%} 2178885 For new g... audit1_10 True Tiger Woo... 19 Sep 2018 1

2348984 Creating ... Amruta A... 18 Dec 2018

2423443 Good Clini... True Polly Chak...

eSignature panel

The eSignature Panel:

1. Allows sending the document for eSignature if it is not initiated for eSignature yet.
2. Display the status of the document eSignature if it is initiated for eSignature.

Besides eSignature Panel, you can also send the documents for eSignature from the Document Context Menu (page 249)by
right-clicking on a document.

Cancel eSignature

If the document is waiting for eSiganture, the eSignature Panel displays the status of the document as shown in the
screenshot below:
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€ ata Workflow Queries Versions H z’_or_-v-lE-S\gnaturE-
eSignature

eSignature Type Parallel
eSignature Status

O Amruta Maddel Waiting for signers

( Cancel E-Signature

Select the eSignature and click the Cancel E-Signature button at the bottom of the eSignature Panel if you wish to
cancel the eSignature of any document. Click Yes on the pop-up that appears to confirm the cancellation.

The Top Ribbon Bar

This bar is located at the top of the Documents Dashboard and allows access to various functionalities on documents:

¢ The Document Actions

¢ Manage Security on documents
e Print

e Email

¢ Move to Startup

e Import

e Export

¢ Comparing Documents

¢ Documents Cart

¢ Dashboard Layout

Refer to the screenshot below:

v ocument v Manage Securi Move to Starty Import v xport v = Emai rint ? Layout v Compare ocuments cart v
@ i D a ge S Startup P Exp ¥ email P ? Lay D

Each of the above functionalities is discussed in separate topics available from the left panel of this help.

Document Actions

You can perform the horde of activities on a document by from the Document Drop down located on the top ribbon bar of the
eTMF Documents Dashboard.

E Document~ @& Mana
@ Replace Attachment
¢ Ask a question

£ OCR

£¥ Configuration
Y Add filter

Each of the functionalities is discussed in sections below:

Replace Attachment
To replace a document attachment or URL:
1. Select the required document from the grid and click the Document Actions dropdown from the top ribbon bar.
2. The dropdown appears.
3. Select Replace Attachment / Add URL.
4. The Replace Attachment/ Add URL popup window opens.
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5.
6.
7.
8.
1.

Manage Security

Select the File radio button to replace an attachment, or select the URL radio button to replace the URL

To attach a document click Browse and select the required document from the Explorer, whereas to replace aURL ????
Enter the reason for replacement.

Click Apply

Click Ok.

The Trial Interactive platform allows for two different approaches for defining security rights in the Trial Interactive site.
Security can be set on a folder level or on a document level.

E Note: You can also Manage Security for Sites which is different from managing security for documents and is
discussed in topic Manage Security for Sites.

Folder Level Security

This allows to assign security for the individual folders in the Index of the room. This automatically applies the security to the
documents when they are uploaded in the assigned security folders.

To assign Folder Level Security:

1. Click Manage Security & Manage Secunty from the top ribbon bar. The Manage Security window opens. Refer
to the screenshot below:

Manage Security ? X

Select the Target Select Folders

v % Index
B8 1 signature2 6
i 2 eSignature 0
> m 3 Country Management_polly 0 (0)
> B8 4 PleaseReview replacement 0 (0)

> i 5 Site Management 0 (16)

im 6 Complex criteria test 1

w7 Complex criteria test 2 0

w3 Mutual Nondisclosure Agreement Forms and Process 0

m 9 Site Signed NDA 0

@® 10Site Language Changes 1

@® 11 Additional PSV Package Documents 0
m 12 Protocol Draft,Protocol Synopsis 0
B 13 CRAPSV Materials 0

8 14 Relevant Communications 0

Cancel Next

2. Select the Folders button from the Select a Target section in the left panel of the window. The panel on the right that
displays the Index structure becomes active allowing you to select exactly to which folders you would like to apply the
security change. You must select at least one folder from this list.

By leaving the Apply same security as the parent folder checkbox unchecked, you can select specific subfolders on
which to modify the security settings. If you check the box, you need only to select the main folders whose security
settings you want to modify.

3. Select the checkbox next to the folders to which the security is to be applied.
4. Select the Security Update Type for the folder from the following options.
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Security Type Description

Update existing security This option leaves all current security definitions in place and adds on any new definitions set in step two of the manage

security process.

Over write security This option erases all current security definitions and replaces entirely with the definitions set in step two of the manage

security process.

Remove from existing

security This option leaves intact any security definitions already assigned, but removes access for any group(s) or user(s)

specified in step two of the manage security process.

Restrict access to

L This option erases all current security definitions in place and makes the target files/folders only viewable to
Administrators only

administrators.

5. Click Next. The Access and Security step of the Manage Security opens.

6. Using the Groups and Users tabs on the left side of the control window, select the Groups and/or Users to update
security rights.Refer to the screenshot below:
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Manage Security >4 ? X

Access and Security

Select group(s) and/or user(s) and set the desired levels of access.

Security Grid

Groups Roles Users
Full Name e @ | @
All v
s Members ® <
Name Ginger White @ -
Jackaon Mila Kunis ® -
:~°= Smith

Monroe

Lambert

Ry m

7. Hover the mouse over the group/user name in the left pane. The Plus icon appears to the right.

8. Click the Plus icon to add the group and /or users to the Security Grid to the right pane. Notice that the group and /or
user is grayed out when you add them to the Security Grid and a small green tick appears to the right of the selected
group/user. This moves the Groups and/or Users into the Security grid on the right. Refer to the screenshot below:
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Manage Security

Access and Security

Select group(s) and/or user(s) and set the desired levels of access.

Groups Users

L} Last Name First Name Email Phone Mabile Organization
vlad3101@ya.ru
ga+04@ecisys.com
auditresp2@test.cor

qa+03@ecisys.com

Again Try try@dema.com ‘ok

EIE R N I I N |
Auditor Second auditor2@test.com
B Swati swatib008@gmail.cc ‘ok
Bob Bob 123abc@elilink113.r TransPerfect Trial In
Chakraborty Polly pchakraborty@trans techwriters

£ Previous 1 of3  Next?

Previous

9. Select the required security definitions that you want to update for the selected group/user.

Security Option Description
Full Access Non Encrypted access allowing for full printing and saving rights
View Only Allows users to only view the PDF while restricting printing and saving
No Watermark If the watermark is in use in the site, this access will provide the users
access to a non-watermarked version of the PDF file
Redacted Gives the users access to the redacted version of the file while
preventing access to the original (non-redacted) version

10. Click Save. This applies the security permissions on the folders for the selected groups and/or users.

E Note: By selecting the target as All documents in the top left panel of the Manage Security tool, you need only to
Select the security update type before clicking Next and selecting which groups or users to include in the security
modification.

Document Level Security

@ Note: To set the document level security, the option for document security needs to be enabled in the room by your
Administrator.

This allows for security definitions to be set at the individual document level, allowing for the greatest control and flexibility
on the security definitions as documents within a single folder can have different security/access rights. If document level
security is used, each document will maintain its unique security settings, even as it is moved from one folder to another in
the index outline, until its security definitions are changed.

1. Open a folder that contains documents from the Index outline.

Select one or more documents from the Document Grid whose security setting you want to modify.

Click the Manage Security button located in the upper toolbar. The Manage Security tool opens.

Click the button for Selected documents.

Select the security update type by clicking one of the four options, as described in the previous section of this guide.
Click Next. The second stage of the Manage Security tool populates the window.

© gk wN
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7. Using the Groups and Users tabs on the left side of the control window, select the Groups and/or Users to update
security rights for by double clicking on the listings. This moves the Groups and/or Users into the Security grid on the
right.

8. Select which security definitions you want to update for the selected group/user, as described in the previous section of
this guide.
9. Click Save, and the security definitions are in place.

By Security View

The By Security view shows the list of all the documents based on the security provided to the folders. To view the folders by
security:

1. Click the three dots B next to View by Index. The View Documents By pop-up opens.
2. Select the By Security view.
3. Click Select. The Index displays the documents and folders based on the security level.
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By group
The By Group view shows the list of all the documents and folders belonging to a particular group. To view the folders by
group:

1. Click the three dots B next to View by Index. The View Documents By pop-up opens.

2. Select the By Group view.
3. Click Select. The Index displays the documents and folders based on the security level.

Email

To email a specific document as an attachment or as a link, click the Email option from the top ribbon and follow the on-
screen instructions. You can save an outgoing email as a PDF document. On clicking Send, the Save Conversation dialog
box opens up. Refer to the screenshot below:

Email ?X

Recipient(s) auditor1@test.com X €C.. Bcc..

Subject Test

Q Add Attachment

g
i
>
S
I~
I
o
I
I
<
1
<
1
<

Open Sans v

i

Files as Link Files as Attachments None m

If required, you may also opt to save the document as PDF and publish it to investigative sites. Upon selecting your option,
the Document Profile dialog box pops up. Enter the details and click Finish. The email communication is now saved as a
PDF document in the folder as mentioned in the Default index position for Add document in the Settings -> Documents->
Index Outline. (page 225)The email PDF has only Subject, date sent, and body of the email as its contents. You can view
this email sent from the Communications Outbox module.

Print

The Print function is self-explanatory. You can order a printed hard copy of a document through this menu option.
1. To activate the Print function, first, click a folder in the index so that documents populate on the document grid.

2. Select one or more documents from the grid that you want to print.
3. Click the Print & print icon from the top ribbon. The Print window opens.
4. Click the appropriate radio button, Selected Records, or All Records in Set.
5. Click Print.

6. Follow the usual steps of creating a printout from your computer.

If the user has opened a folder with documents and has not selected a document or particular set of documents from that view,
the Print option is still available. When the user clicks the option without having selected a document, the default is to print
all of the documents in the set. Follow the on-screen instructions to complete this operation.

Move to Start-Up

@ Note: The Move to Start-Up option is available only in rooms in which the Start-Up Module is active.
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Move to the Start-Up option can be used to move documents from the eTMF back to the appropriate Start-Up folder in
the case that documents have been delivered and deposited in the eTMF prematurely.

1. Navigate to Main Navigation-> eTMF module.

2. Select the required document/s from the grid and click the Move to Start-Up button EEI Move to Startup from the
top ribbon bar.

Import

You can import multiple documents and metadata using just their metadata to a room. Click the Import

A import v . .
dropdown to reveal the import options - Documents and Metadata.

Each of these is discussed in the separate topics and can be accessed from the left of this menu.

Export

Documents can be exported from:

1. The Export dropdown from the top ribbon bar
2. The Documents Cart
3. The Download documents when opening a document in the Original Viewer

Three options are available for Administrators from the Export Dropdown on the top ribbon bar - Metadata,
Documents, and Security. Refer to the screenshot below:

Al of these options are discussed in separate topics accessible from the left panel of this help.

Exporting Metadata

This function gives you a compressed file with the information you requested in XLSX spreadsheet file To export metadata,

1. Click the Metadata option from the Export dropdown on the top ribbon bar. The Export Metadata window opens.
Refer to the screenshot below:

Export Metadata Step1T @ O ? X

Export Options

Some information about this window

Source:

Export Format

2. Select the Source options as required and click Next.
3. Inthe next step, select the metadata fields you wish to export for the documents. This step provides the following filters:

a. Select All: Tick this checkbox if you wish to select all metadata fields.
b. Sort By: Select the options as required from this dropdown to view or select the metadata fields.
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4. Also, Notice the two checkboxes below the metadata fields. Select the Save metadata selection checkbox if you wish to
save the selection for the current user and Save selection for everyone if you wish to save the selection for all users.
Refer to the screenshot below:

Export Metadata step2 O @ ? X

Room Metadata Fields
Select fieelds you want to export

40 Fields Users o selected

tAll Sortby |FromAtoz
FromAtoZ
bool checkbox 1 Index
FromZto A
Category Investigative Sit
Logical
Comments Investigative SitcName
Contact key validation checkbox -

Save metadata selection

Save selection for everyone

5. Click Export.
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Exporting Documents

Exporting documents is the same as downloading documents from the Documents Cart.

You can track an export, exclude previously exported documents, or include metadata during export. Here too, you can
select the logical or alphabetical order of the metadata fields for export, if you choose to include metadata to be exported with
the documents.

Export Documents ? X

Export Options
Some information about this window

Source: @ Selected records
All documents in the current grid
Export Format

Track Export
Exclude previously exported documents

Include metadata

The documents or selected documents get exported in a .zip file. The .zip will include the following:

1. Afolder with the exported documents in it.
2. An excel worksheet with the metadata, if you happen to export metadata.

3. A .log file which opens in Notepad to give the list of previously exported documents that were excluded during export.
Here again, you have to select the option to exclude previously exported documents to enable this.

4. An ErrorsLog.xml file that includes details of documents that fail to export. To view the exported file, navigate to the

Notifications (page 64).

Exporting Security

This allows you to export all the security accesses for selected records for all documents in the grid, all documents in the room.
The output of the export job is an .xlsx file that can be accessed from the Notifications. Follow the steps below to export
documents security:

1. Click the Security option from the Export dropdown on the top ribbon bar. The Export Metadata window opens. Refer
to the screenshot below:

Export Security stepl @ O ? X

Export Options
Some information about this window

Source: @ Selected records
All documents in the current grid

All documents in the room

Export Format

2. Select the Source options as required and click Next.
3. Inthe next step, select the metadata fields you wish to export for the documents. This step provides the following filters:
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a. Select All: Tick this checkbox if you wish to select all metadata fields.
b. Sort By: Select the options as required from this dropdown to view or select the metadata fields.

4. Also, Notice the two checkboxes below the metadata fields. Select the Save metadata selection checkbox if you wish to
save the selection for the current user and Save selection for everyone if you wish to save the selection for all users.
Refer to the screenshot below:

Export Security step2 O ®@ ? X

Room Metadata Fields
Select fieelds you want to export

46 Fields Users o selected

Sortby | FromAtoZ

S Al
FromAtoZ
bool checkbox 1 Index

FromZto A
Category Investigative Sit £
Logical
Comments € Name
Contact key validation checkbox &

Scroll to security fields

Save metadata sele

Save selection for everyone

5. Click Export.

Layout

You can change the layout view of the grid by clicking the Layout option from the top ribbon bar. Follow the steps below to
change the layout of the gird.

1. Navigate to eTMF Documents module.
2. Select the Layout option from the top ribbon bar. The Select Layout popup opens. Refer to the screenshot below:
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3. Select the required layout and the document grid sets it layout as selected.

Compare
Documents can be compared from in the following ways:

1. From the top ribbon in the eTMF Documents module.
2. From the Documents Cart (page 285). To compare documents,

1. From the eTMF Documents module, select the folder from the Index to open the documents in the grid.

. . (M0 compare . .
2. Select the required documents to compare and click the Compare option from the top ribbon bar.

The documents open in the Compare Documents window with each document side in a separate window of their own
using the viewer chosen by you. You can also expand the metadata fields on the bottom using the double-caret bar to
compare documents metadata conveniently at once.

Bulk Uploading

Besides Importing documents, you can also upload documents in a bulk to the room. Follow the steps below to bulk upload
documents in a room.

1.

Navigate to eTMF Documents module.
1+
Click the Bulk Upload = Bulk Upigad option from the top ribbon bar. The Import Documents window opens.

Following the on-screen instructions, either drag-and-drop files from your computer into the upload panel or use the
Browse button on the window to select documents to upload. Refer to the screenshot below:
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Import Documents

File Name Size Upload Status

®

Drop Files and Folders Here
or-
Use Browse butten below

Upload Progress 0 Total Files 0 bytes

Clear DUn:s[\:\:-:mss? m

4. Choose Unpack Zip-archives if you wish to extract files from an attached zip folder.

5. Tick the checkboxes for documents to be uploaded and click Import. These documents are uploaded to the upload
folder. You can later edit the metadata of these documents from the Metadata Panel (page 262)as required.

Documents Cart

Perform various functions from here like copying documents to rooms or sites, comparing, merging, or linking
documents besides many more.

Users select documents to add to the Document Cart either from the Documents Context Menu (page 249) or by selecting
documents from the grid and then clicking the Add to Cart button from the top ribbon menu.

™ Documents cart v

The Documents Cart icon is located on the upper right-hand corner of the document grid and

works just like a shopping cart.

Adding documents to the Documents Cart

1. Locate the document which is to be added to the Document Cart and select the checkbox next to it. Now the process of
addition can be done in two ways.

a. Click Add to Cart from the upper right-hand corner.
b. Right-click and select Add Selected to the Cart option.

2. Once a document is added, it will automatically update to reflect the number of documents available in the cart. Refer to
the screenshot below:

Print ¥ Email €21 Move to Startup A import v ¥ Export v ? Layout M compare . Bulk Upload B2 Add to Cart ™ Documents cart|(1)|v
Document... Title Document... Disable au.. Document... Reason fo... Comments Docun [l Metadata Workflow Queries Versions History (<]
‘ 3
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Removing documents from the Documents Cart
Follow the steps below to remove documents from the Documents Cart:
1. Click the arrow next to the Documents Cart. A popup window opens.

2. Select the checkboxes next to the documents and click Deletemr button to the right of the selected documents.
3. If you wish to remove all the documents, click the Remove All button. Refer to the screenshot below:

+ Add Q search . Tiger Woods
L 2 Export v/ ? Layout m Compare X Bulk Upload B2 Add to Cart ™ Documents (art(E)

X
™ 3Documents 2 selected

Select All Remove All

etmf 10.pdf 1 signature 2 0]
Showing Swati 111 Country Special form 1 signature 2 W
TESTnew 1 signature 2 T

Copying documents to Other Rooms

Trial Interactive allows Cross-Study Copy of Documents through this functionality. When users select the Copy to Other
Rooms option from the Documents Cart, selected documents as well as their metadata will be copied to other rooms.

1. Add the required documents (page 282) to the Documents Cart.

2. Click the arrow next to the Documents Cart. A pop-up opens.

3. Select the documents which you wish to copy to other Rooms.

4. Click Copy and select to other Rooms. Refer to the screenshot below.

v ¥ Export v ? Layout M compare 2. Bulk Upload ¥ Add to Cart ™ Documents carc(3)
b 4
™ 3Documents 2 selected
Select All Remove All
etmf 10.pdf 1 signature 2 Ty
Showing Swati 111 Country Special form 1 signature 2 T
TESTnew 1 signature 2 0]

P to other Rooms

£ to Investigative Sites

5. The Clone Document window will open up and prompts you to specify to which study rooms documents shall be
copied.
Click the Select button which opens the Rooms window to allow you to select the rooms to copy the documents to.

7. If you wish to publish documents to the index as final documents without going through the workflow, select the
checkbox next to publish documents to the index as final documents.

8. Click Clone. The document type of the destination room will determine the auto-naming rule for the document. Refer to
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the screenshot below:

Clone Documents

-
X

Following documents will be cloned. Please, select rooms

Rooms

Publish documents to index as final documents

111 Country Special form 1 signature 2 Ty
adddocfromindex y3p g

111 Country Special form 1 signature 2 Ty
Showing Swati il 5

Cancel Clone

Copying documents to Investigative Sites

This option is helpful when Administrator users wish to distribute the same document, such as training documents, across
different investigative sites. To avoid copying these documents one-by-one, you can simply use this option in Documents Cart.
1. Add required documents to the Documents Cart (page 282).
2. Click the arrow next to the Documents Cart. A pop-up opens.
3. Select the documents which you wish to clone to other Investigative Sites.
4. Click Copy and select to Investigative Sites. Refer to the screenshot below.

¥ Export v ? Layout m Compare X Buk Upload B Add to Cart ™ Documents cart (3) v
™ 3 Documents 2 selected -
Select All Remove All

etmf 10.pdf 1 signature 2 Ty
Showing Swati 111 Country Special form 1 signature 2 Ty
TESTnew 1 signature 2 T
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5. The Clone Documents to Investigative Sites window opens up and asks you to select investigative sites. Click radio
button next to your choices.
a. If you choose All Sites, just click Next, to select the folder to which the documents will be cloned.
b. If you choose Specific Sites, just click Next, and it will give you site choices on the next section.
c. If you choose By Country, a dropdown with the list of countries gets activated for you to choose from.

Click Next folder selection.

7. Once the folder is selected, click Clone. The documents are copied to the Investigative Site folder. Refer to the
screenshot below:

Clone Documents to Investigative Sites ?X

Select Investigative Sites

s o 2 -
Choose Investigative Sites where Selected Documents will be cloned to: Clone Documents to Investlgatlve Sites ? X
(® Alisites o

Specific Sites Select Folder

By Country
Please, select folder to which documents will be cloned

Search.

Cancel m v Index Root

123

cloning test

cloning test 2
Executed Mutual NDA
final cloning 1

final cloning 2

Previous Clone

Compare Documents

The Compare Documents tool in Documents Cart lets you view and compare two or three documents at the same time by
placing those side by side. You can use the ABBY'Y Optical Character Recognition (if that is enabled for you) to support the
comparison of documents from document scans and images.

1. Add required documents to the Documents Cart. (page 282)A pop-up window opens.

2. Select the documents from the list you wish to compare.

3. Click Actions at the bottom of the window and then select Compare. Refer to the screenshot below.
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¥ Export v ? Layout M compare 2., Bulk Upload B2 Add to Cart ™ Documents can(3

X
™ 3 Documents 2 selected

Select All Remove All
etmf 10.pdf 1 signature 2 a
Showing Swati 111 Country Special form 1 signature 2 T
TESTnew 1 signature 2 T

0 Compare
# Merge
% Link

Iy Add to Audit

B Create Audit Profile

I Add to Submission Package
% Mark as Popular

& Download

£ Add to existing review

I Create new review

4. The documents open in the Compare Documents window with each document side in a separate window of their own
using the Arender view. Refer to the screenshot below:

5. To facilitate easy and seamless comparison of documents:
a. The differences on each page are highlighted showing actual differences in text between the two documents using
different color codes which is useful if you need to maintain different versions of the document.
b. The documents scroll at once in sync with each other when you drag the scroll bar to facilitate easier viewing and
comparison if you have activated the ‘Synchronize document scrolling’ from the toolbar.
The system displays appropriate messages when two documents are identical.
The print and download options for comparison are available to you only if you have Full Access to the documents.

2o

Merging documents
An Administrator user can merge two or more documents into one document.

1. Add required documents to the Documents Cart. (page 282)

2. Select the documents from the cart you want to merge into one, either to use as a single document in the room or to
download and print as a single document.

3. Click Actions and then select Merge. Refer to the screenshot below.
Linking documents
Administrator users can link documents together with this option.

1. Add required documents to the Documents Cart. (page 282)
2. Select the documents from the cart.
3. Click Actions and then select Link. Refer to the screenshot below:
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+ Export ¥ ? Layout v m Compare X Buk Upload B Add to Cart Documents cart(2) v
x
™ 2 Documents 2 selected
Select All Remove All
3.New app release download *Upload\Amruta Auditor1 Maddel ]
For new query audit 1 *Upload\Amruta Auditor1 Maddel ]
M Compare
# Merge

Amruta A...

Iy Add to Audit »

Iy Create Audit Profile o 1 of1 Next ¥

Iy Add to Submission Package

* Mark as Popular
& Download
= Add to existing review

I Create new review

4. The Link Documents window opens. Select 2 or more than 2 documents to link and click Yes. Refer to the screenshot
below:

Link Documents ?X

Do you want to link all selected documents?

*Upload\Amruta Auditor! Ma... T
3.New app release download

audit 1 *Upload\Amruta Auditor! Ma... i
For new query

o -

5. A pop-up message appears to confirm the documents are successfully linked.

6. Afterward, whenever you right-click on one of the linked documents and click Related Documents, interrelated
documents will all be displayed on the screen.

Adding documents to Audit

Admin can add documents to the cart from the grid and include them in an existing audit by using the Add to Audit
option.

1. Add required documents to the Documents Cart (page 282).

2. From the Documents Cart, select a document.

3. Click Actions and then select Add to Audit. Refer to the screenshot below:
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+ Export v ? Layout v M Compare X Bulk Upload "B Add to Cart |E Documents cart (2) v |
x
™ 2 Documents 2 selected
Select All Remove All
3.New app release download *Upload\Amruta Auditor1 Maddel i
For new query audit 1 *Upload\Amruta Auditor1 Maddel i
[0 Compare
Amruta A... # Merge
% Link
,
Iy Create Audit Profile Jious 1 of1 Next ¥
_— I Add to Submission Package
# Mark as Popular
& Download
£ Add to existing review
Ity Create new review
4. The Select Audit window opens.
5. Select the Audit to which you wish to add documents to.
6. Click Select. Refer to the screenshot below:
Select Audit ?X
Some text or instruction
1 Audits search Q
Name ~ Status Published only Percentage Access Level Reminder
. TWAudit Active No 100% Full No

@ Note: The Audits in the Select Window are displayed only when you select Add Documents to pool on Demand Basis
(page 353) option while creating an Audit profile.
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Create Audit Profile

Admins can add documents to the cart from the grid and create audit profiles using the Create Audit Profile option.
1. Add required documents to the Documents Cart (page 282).
2. From the Documents Cart, select a document.
3. Click Actions and then select Create Audit Profile. Refer to the screenshot below:

L 2 Export v ? Layout v m Compare X Bulk Upload ¥ Add to Cart |E Documents cart (2) v I
X
'™ 2Documents 2 selected
Select All Remove All
3.New app release download *Upload\Amruta Auditor1 Maddel |}
For new query audit 1 *Upload\Amruta Auditor1 Maddel |}

@ Compare

# Merge
Amruta A... B

% Link
I}y Add to Audit )

Iy Create Audit Profile o 1

I Add to Submission Package

% Mark as Popular
& Download
£ Add to existing review

I Create new review

4. The Create Audit Profile popup opens.
5. Follow the instructions on the form to create the audit profile as required.

E Note: Creating Audit Profiles (page 351) are discussed under the Quality Review section in detail.
Adding documents to Submission Package

Admin can add documents to the cart from the grid to include them in a start-up submission package by using this option.
1. Add required documents to the Documents Cart. (page 282).
Select the documents from the cart.

2
3. Click Actions and then select Add to Submission Package. Refer to the screenshot below:
4. The Select a Submission window opens.
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Add required documents to the Documents Cart.

Click Actions and then select Mark as Popular. Refer to the screenshot below.

A pop-up message- Documents successfully marked as popular appears.

The selected documents now appear on the dashboard- Popular Documents dashlet

P owbdPRE

Downloading documents

1. Add required documents to the Documents Cart. (page 282)
2. Click Actions and then select Download. Refer to the screenshot below.

Adding documents to existing review
Admin can add documents to the cart from the grid and include them in an existing review workflow by using the Add to existing review option.

1. Add required documents to the Documents Cart (page 282).
2. Click Actions and then select Add to existing review. Refer to the screenshot below.
3. The Select a Review window opens. Select a review from the list of reviews and click Select. Refer to the screenshot below:

Select a Review ?X

4 Reviews

Title ~ Description Created Date Due Date
For Review 26 Mar 2019
Test 11 May 2018

Test11 20 Nov 2018

User Guide Review 19 Sep 2018

4. Confirmation pop-up opens. Select Yes.

5. The review was added successfully message appears. The review can be accessed from the Collaborative Authoring module.
Creating a new review
Admin can also add documents to the cart from the grid to include them in a new review workflow by using the Create new Review option.

1. Add required documents to the Documents Cart. (page 282)
2. Click Actions and then select Create new review. Refer to the screenshot below:
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Create review

Review Data:

Complete general info about review

Review type Co-Review v
Title
Description
Review Durations (days) 2
Review Durations (days) 10 &
Review owner v
Participants: v
Documents: AV 4

Start Review Immediately

3. The Create review window opens. Fill in the details under New Review Info, Participants, and Documents.
4. Click Save. New review was successfully created message appears.

Query Any Document
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Queries are a critical feature in Tl, and in 10.1, Queries will become much more flexible. Currently, queries can only be used as
part of eTMF Quality Control or Quality Review, but 10.1 changes all ofthat. Queries can now be opened regarding a document
at any time for purposes of clarification or toprompt for document replacement.

A room Admin or Document Manager can raise and resolve a query against a Collected or Final document through a simple
right-click. This query may be sent to anyone in the room, including Readers and Editor roles. Once raised, the queries may be
viewed by status from an All Queries viewand are assigned by default to the submitter or the person who last progressed the
workflow.

The standard query workflow process is then followed, allowing the responder to clarify the query,or respond with updated
content. All back-and-forth is captured in the document audit trail as normal. Documents may be emailed in or attached
directly to the query response from within Trial Interactive.

Users can see what queries are assigned to them just like they would their tasks, through a notification in the user menu, the
query view, or the corresponding dashlet. They may be reminded about their queries through a message or newsletter.
Documents with open queries will show with an icon in the index and working views, and queries may be filtered by site,
country, issue type, and
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other configurable filters. Open queries against collected and final documents also show in the ‘MyQueries’ and
‘Queries by Status’ dashboards alongside standard workflow and audit queries

Potential Sites and IRB Integration

This allows you to locate the Unique Sites using the combination of Study Name and Principal Investigator.

During IRB Integration sites are imported into Trial Interactive. The system uses a combination of the study name and the
Principal Investigator Last Name to locate unique sites. If more than one site is found, it uses the Zip code of the site to
uniquely identify an investigative site. When the investigative site is found, the site along with its IRB details and
documents are imported into Trial Interactive.

@ Note:If the system finds matching conditions like the site, IRB number and IRB document type in the Study Start- up
Site Profile, the documents for the imported site will be uploaded into the Study Start-Up for the site, else the system will
upload the documents to the eTMF module, the details of which are discussed below.

This section includes the following sections:

1. IRB Integration and Settings
2. Potential Sites and Modules

Chapter 9. Searches

In this section we discuss Document and Advanced Search, Cross Study Search, Search for Users, Sites, Clinical Data and
Room Search

Each of the searches is discussed in separate topics available in the left panel of this help topic.
Documents Search

We can perform two types of searches on documents:
1 Cross Room Search: When you search for documents across all studies that you have access to, you are performing a
cross-study search. You can execute this search from the Home Page Search functionality.
2. Documents Search: When you search for documents from within a room or study, check the box Limit search to the
current room. Refer to the screenshot below:
The process to execute both the types of searches is the same except for the location of executing the search:

1. Navigate to the Home Page or a Trial Interactive room as required.

2. Click the Search icon from the blue bar located on the top of the dashboard.

3. The Search popup appears.

4. Select Documents from the options of Documents, Queries, and Users, Refer to the screenshot below:

Search
Search Q,
(&) Documents Queries Users
# import* W Export* & Emai B Print M
0-0of 0 (0 selected) Z  TYhiters [ Select Columns > Views *
Submitted Name
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5. Enter the search criteria in the Search box.

6. As soon as the text is entered in the Search box, the search process starts.

7. Documents matching the search criteria are displayed in the Grid below the Search box else a message No records
available is displayed. Refer to the screenshot below:
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8. Notice that the top ribbon bar is also available above the Documents Grid in the Search results window.

9. Hover the mouse over the Document icon " to get a preview of the documents.
10. Click the document icon. The document Metadata panel opens in the right pane.

11. Similarly, select the User option to perform the user search. When the results are displayed and the user selects any
record, User Details are displayed in the right pane.

Search x
arya X
Decuments Querias
1-10f 1(1 selected) © [MselectColumns @ Views = <" Expand
Last Name « First name Email Phone Mebile Phone Organization MFA Registered User Details e

Email  aryastark@ti.com
FirstName  Arya
LastName Stark
Tide  Manager of QA
Mobile Number -

‘H Phone Number -

If more details are required then double click the record and User popup screen appears in which more User Details, Group
Membership, System Groups, and Activity Log details are available.
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Improved Metadata Search
Search X
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Bx
v
A
Clear
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In 10.1, additional items may be searched that go beyond documents, including queries, tasks, andusers. These may be
selected using a simple dropdown next to the search box.
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» Document ID

* Name

* Title / Submitted Name

* Submitted Date

* Investigative Site

» Country

« Within the text of the document

« Any other metadata field needed, configured in the search panel by each user.
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In order to perform an Advanced search, the user would open the regular search function and pressthe
Advanced button at the right of the search field.

In the Advanced Search window, the user can then refine their search by adding specific metadata
fields.

Search

Searching Users

To search for users, follow the steps as below:

1. From the Home Page, or from within a room as appropriate, click the Search icon located at the top right corner of the
screen.

2. The Search window appears. Select Users from the options given.

3. Enter the user name in the Search textbox at the top of the window. This displays the user in the Records section if
available. Refer to the screenshot below:

Search

amruta

Documents Queries | @ Users

1-20f2{1 selected) 2 MselecxColumns % Views ™ <" Expand

Last Name « First name Email Phone Mobile Phone Organization MFA Registered ©
O T i e S T R

Maddel Amruta amaddel@transperf... Trial Interactive

amdeshpande@transperf...
Amruta

Deshpande

4 Pravious [ 1 |of1 Nex b | 4 Previous User Next User b

4. Upon selecting a required user from the results grid, details of that user will be displayed in the User Details section in
the right pane.

Searching Sites

To search for sites, follow the steps as below:
1. From the Home Page, or from within a room as appropriate, click the Search icon located on the blue bar.
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2. The Search popup appears.
3. From the Documents dropdown, click Sites. Refer to the screenshot below:

Search

Documents |:| Search

B Cocuments Limit search to this (Site, Screen)
Users

bl Save Search Advanced Search

Sites

ks Clinical Data

4. Enter the site name in the Search box next to the dropdown and click Go or press Enter.

5. The sites matching the search criteria are displayed in the Grid below the Search box else a message No records
available is displayed. Refer to the screenshot below:

Search

Sites New Site %

Limit search to this (Site, Screen)

i Document @ Document Details EC Move to Startup 5] Layout j] Compare

5 Document(s)

Investigative Site Na... Document Id Title Document ... Reason for... Comments
MNew Site Tech Writers I | 2070184 CDA AGRE... Polly Chakr...
Mew Site Tech Writers I | 2113043 Docl Polly Chakr...

Mew Site Tech Writers I | 2237347 rere Tiger Woo...

6. Notice that the top ribbon bar is also available above the Documents Grid in the Search results window.

7. Notice that the top ribbon bar is also available above the Grid which provides the functionalities like Document,
Document Details, Move to Startup, Layout, Compare, and Add to Cart.

Each of these functionalities is discussed in the respective sections.
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Room Search

To search for a room, follow the steps as below:
1. The Search textbox is located on the home page to perform the room search. Refer to the screenshot below:
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2. On the home page of the application, all the rooms are displayed and the user can use this search functionality to easily
search for the desired room.

3. Enter the room name in the search textbox and search starts automatically as and when the text gets entered in it. Refer to
the screenshot below:

Trai X

All1 Favorite 1 Recent 1 eTMF 1 Study Start-Up 1
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Following are the various ways to add documents to a study room. Documents can be added to a room by several means such as:

1. Uploading documents from the Home page
2. Adding a document from the Documents module using:

a. The Document Action dropdown
b. The Context Menu from the document grid

3. Importing documents using:
a. The Import dropdown in the Document module
4. By emailing and faxing documents to a room
Each of these is discussed in a separate topic and can be accessed from the left menu of this help.

Adding Documents to Index Folder

You can add Single or Multiple documents to an index folder. Each of these is discussed in the sections below.

Adding Single Document to Index Folder
To add a document directly to an index folder:

1. Navigate to the Documents module.
2. Select the folder from the index pane into which to add documents and right-click on it.
3. From the right-click popup, select Add Single Document. Refer to the screenshot below:

view by Index -
O

Im 13 CRA PSV Materials 0
B 14 Relevant Communications 0
Im 15 Language Changes_Pearl Distributed
> B 16 CN5_Contracts and CDAs 0 (0)
> Im 17 PTO03006 US_Site Contracts and Buc__

> B 128 PTD02007 US_Site Contracts and Buc|

! H Add Single Document
I 20 admin
* U

Add Multiple Documents

> Wm21sev ¢

& View securi

> BB 22 export Y
M 23testfol A Export index

M 24reado o Export documents
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Adding Multiple Documents to Index Folder

1. From the Documents Module, select a folder in the index.
2. From the right-click popup, select Add Multiple Document. Refer to the screenshot below:

View by Index -
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> Im 3 Country Management_polly 0 (0)
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Adding Documents from the Documents Action or Context Menu

1. From the Documents Module, click the Document dropdown.

Training Room 1 ~
eTMF / Documents

2 Document & Manage Security

© Add Document

Index name

v “UI.U; ||lalOVEl"Sight 13

b Bm 01.02Trial Team 0

2. Select Add Document and the New Document window opens. Enter the details as required to create a new Document profile. Refer to the
screenshot below:
3. Select the appropriate Category from the dropdown list; General, Country, or Investigative Site.
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Select the Document Type, and Document Date. Type in the date if that is configured for you.
Add pertinent Comments, if necessary. The Index position will populate automatically, based on the folder you selected from the index.
Click the Browse button next to the Attachment field to attach a document.

Complete other fields as necessary and click Next to take you to the Document Security popup. Here you can add group(s) and/or users(s)
who would access the documents into the security grid and set the desired levels of access. Adetailed description of each security access is
given in Manage Security (page 270).

9. Click Finish for the new document to take its place in the default index folder or the Upload folder as set in the room settings.

© N oG

@ Note: You can also add/import documents by dragging and dropping them from the Windows Explorer to their relevant index folders.
Upon dragging and dropping the document, the Document Profile window opens for you to code the document. The Title, Document type, and
Category fields are automatically coded for you. The dragged document can be found in the Attachment/URL field of the Document Profile.

Importing Documents

Follow the steps below to import documents metadata to a room:

1. Navigate to the eTMF Documents module and select Documents from Import dropdown.

2. The Import Documents window opens. Refer to the screenshot below:

3. Following the on-screen instructions, either drag-and-drop files from your own computer into the upload panel or use the
Browse button on the window to select documents to upload.

4. After selecting documents to be uploaded, you can select the Documents Metadata checkbox on the right pane of the window to quickly
code select metadata for these documents while the system is carrying out bulk-uploading. Therefore, if you are importing documents that are
from the same investigative sites, are related to a particular contact person, or belong to the same document type, you can assign those at one
go. This is also Mass Coding while importing documents.

5. While the documents are uploading, the user can monitor the Upload Status column in the display panel and view the progress of the upload

in the progress bar at the bottom of the window. When the upload is complete, each document will display an Upload Status and the progress
bar at the bottom of the window will read Done.

6. If you have specified the Documents metadata then click Import and Apply coding, and Close button placed on the bottom right corner. A
confirm Mass Coding message will pop-up. Click Yes to confirm.

7. If you have not specified anything on Documents Metadata, then after the upload is finished, simply click the Import
for the process to begin.

Import Documents ?X

®

Drop Files and Folders Here

or
Use Browse button below

_ =3 o ? =3
8. The Import functionality will not allow the import of erroneous files. During the import of several files, the files that were uploaded
successfully will be removed from the list of files in the Import Document dialog box, but some
documents will remain in the grid due to some errors while uploading. The user can try to import the left out documents again. This will not
re-import the already uploaded documents but will try to import the documents remaining in the grid only.
9. Once importing documents is over, click the Close button in the bottom right corner of the Import Documents window. The uploaded
documents can then be found in the user’s Upload folder in the folder index or the default index folder as specified in your room settings.
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10.1 now supports Microsoft Outlook™ interoperability, fully supporting drag and drop of documents and mail messages in Windows 10™.,
This provides the following:

e You can drag and drop email messages from MS Outlook into Tl and the email will import along with all document attachments. Once in T,
MSG files may be converted to PDF.

e You can drag and drop individual document attachments from an email into Tl and the documents will import.

e You can drag and drop a single document or email message onto a folder or placeholder and it will auto-classify.

e You can drag and drop many documents or email messages into the import modal in T1 and they will all load into the import box.

Certain browsers such as Mozilla Firefox™ require an Outlook plug-in to fully support this feature. Chrome, Edge, and IE 11 do not require
a plug-in. Links to download the required plug-ins will be provided in the online help.

Outlook File Drag

Drag and drop Outlook items as files into any application

Read This First!

Microsoft Edge (as of Windows 10 1709) and Google Chrome (as of version 76) natively support drag and drop from Outlook on Windows.
If you use one of these browsers, then this plugin is not necessary.

Overview

Outlook File Drag is an add-in for Outlook 2013 and 2016 that allows you to drag and drop Outlook items (messages, attachments,
contacts, tasks, appointments, meetings, etc.) to applications that allow physical files to be dropped, such as web browsers.

How Does it Work?
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However, many applications do not support this format, such as web browsers and most .NET/Java applications.

To work around this issue, Outlook File Drag hooks the Outlook drag and drop process and adds support for physical files (CF_HDROP).

When the receiving application asks for the physical files, the files are saved to a temp folder and those filenames are returned to the

application. The application processes the files (such as uploading them). Outlook File Drag deletes the temp files later in a cleanup process.
Features

o  Works with Chrome, Firefox, Internet Explorer, Edge, and other applications that accept files to be dropped
e  Allows drag and drop into HTML5-based web applications

o Drag e-mails, attachments, contacts, calendar items, and more

e  Drag multiple items at once

e  Supports Unicode characters
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Content Management in life sciences is a very complex set of relationships that happen across multiple repositories of content, owned by
different business units. Clinical needs content management and a TMF system that authors and captures content generated during the
planning and execution of a Clinical Trial. Other repositories exist that are owned by Quality, Regulatory, R&D, Commercial, Training,
Medical Writing, and many others. Finally, quite often, Clinical needs to keep unblinded content in a separate repository as well as the ability
to access site documents from remote monitoring workspaces.

Each of these units broadly has its own workflows, approval cycles, and policies for the management of content. They also have separate
owners who want control of the content management and metadata policies within. When it comes to a Clinical Trial, much of this content is
archived and ends up in the Trial Master File.

10.1 introduces the capability to share documents easily, in a controlled fashion, between TI repositories called Rooms. This sharing is
configured by room and may be enabled to many rooms, to allow for multiple content sharing scenarios, including: Sharing a single
document to many eTMFs, sharing from many sites to a single eTMF, and sharing from an eTMF to other groups.

The 'chain of custody' of these documents is very important to maintain. As approved document versions are shared between rooms, the
document source location and destination are tracked and can be viewed. Metadata that is common between two rooms will be shared along
with the content, and only users with permission may share content. However, users may not share content to rooms to which they do not
have access, like the eTMF for example, to enforce a controlled document workflow between repositories.
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