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Trial Interactive 10.4- Overview and Features

Hardware and Software Requirements

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

System Requirements

Windows Version 7 or higher
. All currently supported Mac OSX releases

Operating

System * i0S and Android for myTl mobile app (see myTI release notes)

. Microsoft Edge: Version 88 and later
. Google Chrome: Current release and earlier
Browser . Mozilla Firefox: Current and ESR releases
*  Apple Safari: Current release and earlier
. NOTE: Microsoft® concluded support of Internet Explorer™ 11 in January 2022. Internet
Explorer™ 11 is no longer supported in 10.4.

. For full support when online editing, Microsoft Office 2016 or higher (Office 365 is
preferred) is required when editing locally.
. For MS Word document generation, online editing is recommended, and all templates
Client must be minimally created using Microsoft Office 2016 (Office 365 is preferred).
. Optional: Adobe Acrobat, Acrobat Standard, or Professional version 8 or higher may be

Software installed in addition to the included PDF Viewer.
. 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®.
. DocuSign Standard and DocuSign 21 CFR Part 11 (Latest Cloud Versions)
Ooti I . Adobe Sign (Latest Adobe Document Cloud Version)
A:dloon:s . 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
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Electronic Signatures

ETMF-759: UPDATES TO TI SIGN
With the release of Tl v10.4.2, our existing Tl Sign will have a second possible configuration available. When
selected and enabled, the integration with MSB Docs will allow users to produce a graphic representation of their
signature on the document. Also, once signed, the document’s signature history will be included in the document
and will be fully exportable. This means that, unlike with the original configuration of Tl Sign, signed documents
which are exported from the Tl environment will retain their 21 CFR Part 11 compliance. For additional information

on TI Sign and signing documents within TI, please see the related sections of the full User Guide.

Searching for Documents

TTI-2883: ADDING AN ‘APPLY FILTERS BUTTON TO THE ADVANCED SEARCH PANEL
With this improvement, users who perform an advanced search can now add an additional search field and update their
search results immediately using an ‘Apply Filters’ button directly in the Advanced Search panel rather than relying only

on the primary search button.

Trial Interactive helps clinical teams build a eTMF for clinical trials and to manage content from author to archive. It all
starts with workflow, metadata, and content strategy — define your essential documents, determine your required
metadata, configure your index structure, and manage eTMF health in quality reviews, reports and dashlets. Along the
way, Trial Interactive helps you prioritize the eTMF and content workflows, collect the documents required to activate
your investigative sites, collaborate with the study teams at the sponsor, CRO, and site, as well as integrate with other
Clinical platforms so that you can sync with other teams and other types of data. This online help contains a descriptive

overview of the Trial Interactive tool and step-by-step procedures of Trial Interactive functions.

If you are new to Trial Interactive, we recommend that you access the Online version of this User Guide and view the job

aids and videos stored there. They will walk you through many of the most common functions of Trial Interactive.
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Signing in to Trial Interactive for the First Time

This section includes basic information that will help you get started with Trial Interactive 10.3.

e Receiving and responding to Room Invitation
e User Registration

e Multifactor Authentication

e Logging in on Subsequent Visits

e Requesting a Password Reset during Login

e Logging in without access to rooms

e  With Trial Interactive 10.3, a user will be logged out if the user is logged on multiple sessions indifferent

browsers at the same time. Users cannot be logged in to Trial Interactive on more than one device at a time.

Receiving and Responding to a Room Invitation

Once a Trial Interactive room Administrator has sent you an invitation, you will receive an email message with a

registration link.

Figure: Room Invitation Email

CNS102915 TMF Invitation Inbox

e}
B

demo(@trialinteractive.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 Intemnet Explorer, OR Moxzilla Firefox

- Adobe 7.0 and above

- Software for any additional file types hosted

Follow the link below to register if its 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 eror and then immediately delete this message

Click the Registration link near the bottom of the message to be directed to the Trial Interactive user account

registration page. Complete the registration form to gain access to Trial Interactive.
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User Registration

1. You need to register to the application only once as a first-time user when you are invited to a room via email.

2. Once you register, you can sign into your room.

3. Ifyou are invited to other rooms hereafter, you need not register again. The new room will appear on your
Home page on the list of all rooms to which you have been granted access.

4. For all subsequent invitations to rooms, you will be notified by emails.

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

steps below to register:

Step 1: Registration - Required Information

=T R | A L
MINTERACTIVE

Registration

Required information

Your user account gives you to invintation-only rooms

hosted on Trial Interactive

Last Name

Jumpfox3

Please select the secret question and answer for your

password recovery

Question

nswer

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 tooltip 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 desired and click Next to take you to Step 3

or Previous to take you to Step 1 if you want to change some information.

Step 3: Registration - Custom Information

Enter your contact email address. You may want to click Previous to go back and verify the information entered or click

Register to be taken to a confirmation page.

Signing in on Subsequent Visits
TO LOG IN TO TRIAL INTERACTIVE
Using your preferred internet browser, navigate to http://www.trialinteractive.com.

Click the Client Login button located at the top-right corner of the page.

The Trial Interactive Login page appears.

P W N PR

Enter your Username and Password. Your Username is the full email address that was submitted by the client-
appointed Administrator and is likely the one to which the initial invitation was sent.

5. Click Login.

Requesting a Password Reset

In the event that you have forgotten your password, click ‘Forgot Your Password?’ at the bottom of the login window to

initiate an account password reset.

Users do not need to contact the Service Desk. In most cases, the user can perform the Password Reset operations

without any outside help. When you click the ‘Forgot your Password?’ link, a password reset email will be sent to the
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email address associated with your user account.

See the screenshot below:

Password Reset

We' |l 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

|
| |

Follow these steps to reset your password:

Enter your email address in the field provided.

Click Send Request. The next window in the Password reset wizard opens.

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 are taken to the Change Password page. Enter the new password and confirm again.

Click Set new password.

® N O v » W N B

The system confirms that the password was successfully reset. Click Back to the login page to login with your

new password.

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 logged off and
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 has been revoked.

Refer to the screenshot below for a view of a typical advisory page.
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testsab2@ti.com doesn't have access to any of the rooms.

This section helps you enter rooms as well as showing Overview and Detailed summary information of rooms to which

you have been granted access.

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

mEe e Qsearch & (@) avastark
( S

All7  Favorite0 Recentd eTMF2  Study Start-Up1 Collaborate2  TIDocs3

SOLITTIS MIA

Last Visit Date Room Name Created Date Total Documents Expired Documents X g ment pen Querie
Sort pescending ~ Detailed View

Training Room 1 @ 8 Countries 4 10 PendingSkes (3 7 Active Sites

Ti Docs Master ALPHA

Ti Docs

| J
21212

Michael Demo O 8 Countries & 8 PendingStes 3 3 AcveStes [l 901 Towsl Documents () Add v

Click the required Room Name to enter a room.
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? All7  Favorite0 Recentd eTMF2  Study Start-Up 1 Collaborate2  TiDocs3
~ Room Name Created Date Total Documents Expired Documents Expiring Document ypen Querie
sort  pescending ¥ mf
/
@ 8 Countries & 10 Pending Sizes £ 7 Active Sites I 598 Tozal Documents ©add~
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Room Views

The Tl Home page provides you with different views through which you can filter rooms. This is intended to aid users
with locating the correct room when there are more than 5 rooms to which the user has been granted access. Users
with access to 5 or fewer rooms will simply see a list of all of the rooms to which they have been granted access and will

not see the room filtering or searching tools.

Filter categories are placed in the left pane. Ifit is closed, click on ‘Open’ to expand the side menu.

Trial Interactive ~

== Home
.
| Search for Room ...
View Rooms By x \
All7  Favorite0 Recent5 eTMF2  Stud
Category —
Status Last Visit Date Room Name Created Date
Open Queries
Room Type
Sort  Descending ~
Sponsor
Product Training Room 1 @s
||| -
Program Tl Docs Master ALPHA
443
Country
Michael Demo Qs
ns

Aa Tl Docs Sandbox

419
Tl Docs

335
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Viewing Room Details

You can also view the details of the room and related information by clicking 'Detailed View' to the top-right of the

home page. Refer to the screenshot below:

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 ¥ Detailed View

Q@ 8 Countries i#a 10 Pending Sites

i

Tﬁalmng Room 1 7 Active Sites I 615 Total Documents O Add ~

Tl Docs Master ALPHA

& 71 Total Documents © Add ~

MIChaEI Demo @ 8 Countries ia 7 Pending Sites B 4 Active Sites I 847 Total Documents o Add ~»

Aa Tl Docs Sandbox I 16 Total Documents O Add =

[l 398 Total Documents © Add ~

Tl Docs

Countries
This is the number of countries in the room. It is available for eTMF or Collaborate rooms. It is not intended to be

clickable. Available both in Overview and Detailed View modes.

Pending sites

This is the number of non-active investigative sites. It is available for eTMF or Study Start-Up rooms. It is not intended to

be clickable. Available both in Overview and Detailed View modes.

Active sites
The number of active investigative sites. It is available for eTMF or Study Start-Up rooms. It is not intended to be

clickable. Available both in Overview and Detailed View modes..

Total documents
The overall number of documents in the room. This number includes only "documents" in all modules in a room, no any
deleted, purged or missing document. It is available for all rooms. It is not intended to be clickable. Available both in

Overview and Detailed View modes.

Collected documents

The number of collected documents. This number includes all documents marked as required for the eTMF which we
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consider to be collected. It is available for eTMF or Study Start-Up rooms. This item is clickable. Available only in

Detailed View mode.

Missing documents

The number of missing documents. This number includes all eTMF placeholders which have no document which can be
considered as collected. This number represents the difference between the number of all required documents in a
room and the number of required documents that we have already collected. It is available for eTMF or Study Start-Up

rooms and is clickable. Available only in Detailed View mode.

In the corresponding grid we see all placeholders we still have to submit a document and all submitted documents we
do not consider as collected. For one placeholder we may have several submitted documents and that makes difference

in number of missing documents we have in KPI dashboard and in the grid.

Required coding

This is the number of non-final documents which are in a workflow. Tl does not take into account rejected documents or
those documents which have been excluded from the workflow. It is available for eTMF or Study Start-Up rooms with a

Workflow enabled and only for Editor and higher level users. It is clickable. Available only in Detailed View mode.

Final documents
This is the number of documents with a status of Final, regardless of whether the document was submitted as Final or is
published via the workflow. It is available for eTMF or Study Start-Up rooms with a workflow enabled. It is intended to

be clickable. Available only in Detailed View mode.

Expired documents

This is the number of expired documents in the room. A document is considered to be expired when it has an expiration
date earlier than today. It is available for eTMF, Study Start-Up, Collaborate and Tl Docs rooms and is intended to be

clickable. Available only in Detailed View mode.

Expiring documents

This is the number of expiring documents. The expiring period is configurable on a room level via the room settings. It is
available for eTMF, Study Start-Up, Collaborate and Tl Docs rooms and is clickable. Available only in Detailed View

mode.

Open queries

This is the number of "Pending" and "In Progress" queries in the room. It is available for all rooms with queries and is

clickable. Available only in Detailed View mode.
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eSignature requests
This is the number of documents which were sent to the eSignature workflow stage and have not been signed yet. It is
available for Collaborate and Tl Docs rooms with eSignature enabled. It is clickable. Available only in Detailed View

mode.

eSignature in progress
This is the number of documents which were sent to the eSignature workflow stage and signing is in progress. Itis
available for Collaborate and Tl Docs rooms with eSignature enabled. It is clickable. Available only in Detailed View

mode.

Periodic review
This is the number of documents which require periodic review. It is available for Collaborate and Tl Docs rooms with
eSignature module enabled and only for Editor level users and higher. It is clickable. Available only in Detailed View

mode.

Room Search and Accessing a Trial Interactive Room

ROOM SEARCH

Trial Interactive allows you to search for rooms easily even when you have access to hundreds of rooms.

To perform a room search:
1. Enter the required room name in the Search box at the top of the page and press Enter on your keyboard.
2. Rooms matching the search criteria are displayed in the panel below the filters, else a message ‘No Rooms

Found’ is displayed.

Refer to the screenshot below:

Training -— X

All1 Favorite 0  Recent1 eTMF1  Study Start-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 g 10 PendingSites [ 7 ActiveSices [l 615 Towsl Documents () Add ~
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ACCESSING A TRIAL INTERACTIVE ROOM
Click on the room name in the panel to enter the room.

Refer to the screenshot below:

Room Name Created Date Total Documents Expired Documents

Last Visit Date

Open Queries

50rt  Descending ¥

Training Room 1

206

@ 8 Countries &% 10 Pending Sites

B] 7 Active Sites

Expiring Documents

Overview

I 615 Total Documents

Detailed View

O add -

Cross Study Document Search

DOCUMENTS SEARCH

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

The Search window appears.

Type the keywords pertinent to your search into the search field.

S

. Any related documents will appear in the grid below.

From the Home Page, (or from within a room) click the Search icon located at the top-right corner of the screen.

Search

Documents ~ 1572 x

) Go to room B8 Go to folder =) Go to document ) Export search result

1-200f 121 (1 selected) [ Select Columns < YFilters & Views ¥

Title Document date Folder Room

® @ 9 # | 005 Ravendaw FDA1572_Ravenclaw R _ 05.02.08 Form FDA 1572 Training Team SSU eTMF Room

Form FDA 1572

10/21/2020

Document View

05.02.08 Form FDA 1572

Patient 001 Remote Monitoring Demo Room
> clinical-monitering-plan-templats_0 Patient 001 Remote Monitoring Demo Room
B 5 1572 Blank Docs Training Team eTMF 10.2
IS 4 Form FDA 1572 10/22/2021 Staging Training Team eTMF Room
B 5 1572 9/24/2021 05.02.08 Form FDA 1572 Training Team eTMF Room
A 3 1572 11/08/2021 ti_editor103@ti.com Training Team eTMF 10.2
B 5 CTA Test Training Team eTMF 10.2
A 3 Form FDA 1572 5/27/2021 Staging Training Team eTMF Room
A > 1572 09/29/2020 ti_editor102@ti.com Training Team eTMF Room
B 5 FDA 1572_montana Test Training Team eTMF 10.2
A > 1572 Blank Docs Training Team eTMF Room
B 5 Dr. C-CV 10/29/2020 Staging Training Team eTMF Room

Training Team eTMF Rnom

M dprevious [ 1 Jof7Nexth M
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Tl Home Page Filters

The Tl Home Page provides a variety of filters through which you can filter the rooms displayed. Refer to
thescreenshot below:

All 11 Favorite 4 Recent 2 eTMF 7 Study Start-Up 3 Collaborate 3 Ti Docs 1

Last Visit Date Room Mame Created Date Tota Expired Expiring Open Queries

The filters consist of the following:
e All: This link displays all rooms that you have access to.
e  Favorite: This link displays the list of all rooms that you have marked as favorites.
e Recent: This link displays the list of rooms that have been visited recently with the latest visited room at the
top.
e  eTMF: This link displays all eTMF rooms.
e  Study Start-Up: This link displays all Study Start-Up rooms.
e Collaborate: This link displays the list of all TI Collaborate rooms.
Below these main filters, the TI Home Page provides additional sorting options which allow you to sort the order in

which the rooms appear. These options vary with every main filter.

Summarized (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 rooms that
you have access to with a count of the following metadata:

e Countries where sites are located

e Active Sites

e Pending Sites

e Total Documents

Refer to the screenshot below:
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Sort Descending Overview Detailed View

Training Room 1 @ 8 Countries % 10 Pending Sit

rn

I
Flin

7 Active Sites I 615 Total Documents o Add ~

Tl Docs Master ALPHA

I 71 Total Documents Q Add ~

Michael Demo

@ 8 Countries i 7 Pending Sit 4 Active Sites I 847 Total Documents Q add~

o

[
i

J.:\a Tl Docs Sandbox I 16 Total Documents © add~

Tl Docs

335

I 298 Total Documents o Add =

Countries
The number next to Countries shows the total count of the countries where clinical trial sites pertaining to a room are

located.

Active Sites

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

Pending Sites

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

Total Documents

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

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
with the following information:

e Open Queries

e Collected Documents

e  Missing Documents

e Expired or Expiring Documents

e Require Coding

e Final Documents

Refer to the screenshot below:
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NGl NTERACTIVE

o Training Team eTMF 10.2 s 1 Pending Sites 3 4 Active Sites I 776 Total
Roomid 104

Test

23 Apr 2021 52 152 733 13 0 0 14

11 Dec 2021 Collected ed Co Fina € Expiring

456

Each of the categories listed above can be clicked. When clicked, the screen will change to display relevant information
for the room chosen. The Document window opens which displays the list of documents. The screenshot below shows

an example of the expanded view of the Collected Documents tab which displays the list of documents:

Documents x
Collecte Missin, Required Codin, Final Expire Expirin, Open Queries
llected issing quired Coding  Final pired piring  Op i
e 1-30f 3(0 selected) M Select Columns & VFiters @ Views
v & Country 3
" Submitted Name
B French Polynesia > Acknowledgement IB Signature Page_pdf-r
B United States A 3> Acknowledgement IB Signature Page_pdf-r
I General X B 3> Acknowledgement IB Signature Page_pdf-r
» BB Investigative Site X

You can drill down the folders in the Index on the left to locate the required document. You can also configure the

columns in the document window as required by clicking the

‘Select Columns’ link at the top-right corner of the window. Refer to the screenshot below:

Y Filters @ Select Columns @ Views ~

1-10f1(1 selected) 5]

Submitted Name

Clicking the ‘Select Columns’ link opens the grid configuration window which allows you to configure the columns in the

Test Document 1 (1)

document grid. You can add and remove columns to be displayed for a document in the document grid as required.

You can also change the order of the selected columns by clicking the Up and Down buttons located to the right of the

window. Fields can be dragged to a different location as well.

Similarly, you can view the list of documents for Missing Documents, Documents that Require Coding, Final Documents,

Expired Documents, and Open Queries.
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Select Columns

Available Columns Selected Columns
Order By v || Asc Up
Down
L] Title Title Name Width
Submitted Name Title 100
OCR Category $$CodingTypeNames$ 100
Published to eTMF By Investigative Site InvestigativeSiteld 100
Event Type Principal Investigator Principal Investigator 100

Investigative Site
Country

Contact

Document Type

Document Id

Comments

Document Status

File Name

myT| Enabled Rooms

It can be difficult to remember all of the rooms to which you may have access both via the standard online application
and via myTl. To aid in that, an icon will now appear next to any room to which you have been granted access via myTI.

The same icon will be available within the room as well, but it will be added to your Username Menu dot.

Training Team eTMF Room
Roomid 509

Training Team Collaborate Room
Roomid 506

Training Team Site Collaboration
Roomid 646

ﬁﬁ Admin 103 »
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Add Users to a Room

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

1. Click the ‘Add’ dropdown 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 will open.

Refer to the screenshot below:

User Invitation x

User Group Membership

Emai testUser@ti.com a

First Name Last Name
Title
Role Administrator v
Expiration Date &
Actions v
Organization transperfect.com v =
Mobile Number
Phone Number I

3. Enter the email address of the user, assign a Role to the user, and select Actions as appropriate.
4. Select any Groups to add users to that group.
5. Click Save to add the user to the room and send the invitation.
a. If the ‘Invite Later’ option was chosen, you will need to locate the user’s account in the room to send

the invitation.
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Upload Documents to a Room

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

2. Click the ‘Add’ button to open the dropdown menu to the right side of the room line on the home page to
reveal the options.

3. Select the Document option from the dropdown list that appears.

4. Drag and drop the files or click ‘Browse’ at the bottom of the page to navigate to the required document to be
uploaded.

See the screenshots below:

Import Documents x

File Name size Upload Status [V] Documents Metadata 5

Category

| =]

Drop Files and Folders Here

-or- Document Type
Use Browse Button Below 'S
Comments @
Upload Progress Metadata Progress No files Document Version
&) Unpack Zip Archives ©
gy Convert the Non-PDF Documents to PDF @ gancel

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 the room or rooms as favorites.

On the home page, click the star next to the name of the room you wish to designate as a favorite. The color of the star
will change from grey to gold indicating that the room has been successfully marked as a favorite. Refer to the

screenshot below:
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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 ¥

|:|Tra"."ng Room 1 @ 8 Countries ita 10 Pending Sites B 7 Active Sites |

|:| Tl Docs Master ALPHA

243

Training Room 1

201

o

Tl Docs Master ALPHA

443

Adding Tasks to a Room

To add tasks 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 ~
U Search | © -
Start-Up / Documents Q - A&
[ Documents
y Site > ol (®) 4 Import v Documeni —
= A © User

| @ i i
B 101 Hamilton Submitted... Generated... Q... Re... Added By Submitted...

& 102 Juliano

2. The Create Task window will open.

3. Fillin the details as instructed on the screen.
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Create Task X
Subject
Start Date ]
Due Date ]
Priority | Normal v
Status | Not Started 4
Complete% |0 :
Description
AssignTo ™ [Arya Stark X |
Reminder =2
Cateonrv hat enerifiad -

4. Click Save when all the information is entered in order to complete the creation of the task.

Main Navigation, more commonly referred to as the Navigation Grid or the “Waffle” can be accessed both from the
Home Page and from within rooms. The options will be different depending upon context and the user’s access rights
within each location. From the Home Page, the Navigation Grid can be accessed by clicking the dots located at the top-

left corner of the page. See the screenshot below:
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Trial Interactive -
Home

EHS

Application Links

Global Learn eFeasibility Tl DataPool

Users can access the Home Page and the Tasks application from the Navigation Grid. Besides applications, you can also
access links to other Tl products from the ‘waffle’ on the Home Page. Your options here will depend on your access level

to the system. Most users will only see Tasks and Home represented in this menu.

Main Navigation from within a Room

On entering a room, you will be taken either to the room dashboard or to another location identified as your preferred
landing spot in your User Profile. To learn more about this, please check out the section on Default Context
Configuration. Regardless, once you have entered a room, the Navigation Grid will be accessible from the top-left
corner. The options available to any user are dependent on which modules are active in the room as well as what their

access level allows.
The user whose ‘waffle’ is displayed below is an Administrator with full access to a room that has several other rooms of

varying types linked to it. Clicking on any of the tiles will take you to the related module within the room. Below, we

will discuss navigating to different rooms.
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TFHAL

A | ~

Start Up QC Review Communication

|~ e

CRA
Reconciliation

= R

Users .
Management Queries

i

Event Manager

Related Rooms

& &

Training Room Training Team Training Team Training Team
1(eTMF) Collaborate Docs Room Site
Room (eTMF) (eTMF) Collaboration

(€TMF)

Navigating between Rooms

With this version of Trial Interactive, you can seamlessly change rooms from any location within the application without
having to navigate back to the home page. Looking at the screenshot above, you can see that several rooms are linked

to the user’s current room. Clicking on one of those rooms will take the user there.

Another available option is to click the dropdown menu next to the room name to open a menu with the list of all the

rooms to which you have been granted access. Refer to the screenshot below:
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J Training Team eTMF Room =

€ Favorites All Rooms

search Q,

i PM Playground

el .
. Femaote Maonitoring Demo Room
o1 . Training Team Collaborate Roo...

i Training Team Docs Room

. [ Training Team eTMF Room *

I Training Team Machine Learni...

I Training Team Site Collaboration

Please note that the menu defaults to showing the user’s Favorite rooms as indicated by the gold stars. A room may be
designated a favorite or may be removed from this list, by clicking on the star icon wherever it is seen in Tl. To navigate
to a non-favorite room, click the “All Rooms” option and search through all of the rooms to which you have been

granted access.

Each user has a colored dot at the upper-right corner of the screen with their initials in it. This is somewhat less
commonly known as the User Avatar. The color of the dot is dependent upon your access level to the room you are in

currently. Also, the dot can be replaced with a picture via the My Profile Settings menu if so desired.

When you click on or near the dot, a menu opens. We call this the Username Menu and it has several functions.

Q Search Q@ Add A Admin 103 =
> B= English & My Profile © Contact Help & User Guide = Sign out
i About This Room Show Room Info Zoom = 80% | ¥ Light
Courses 8 Notifications 0 Clear All
21 CFR Part 11 All Background Jobs Queries 9
Due Date 31 May 2021

Through the Username Menu, you can access the following:
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e My Profile

e  About This Room

e Language Settings

e Help (Contact Support)
e  User Guide

¢ Notifications

e Sign Out

e Dark Mode/Light Mode
e Zoom

e Global Learn Courses

About This Room

Click the ‘Show Room Info’ link to reveal the About This Room dashlet. This is typically configured by Administrator level
users to welcome new users and provide them with information pertaining to the room. An administrator can also
upload any information through the room’s settings that is pertinent to the study that they would like to share with

users.

Room administrators can either click the ‘Edit’ link in the About this Room window, use the ‘Edit’ button in the About
the Room dashlet, or use the Settings module to alter the content of this window. The main text can be edited directly.
The lower portion of the window, showing contact information and email addresses for the room is managed via the

Settings module.

Contact Help

In a scenario where you need any help related to Trial Interactive, you can contact the Service Desk by clicking ‘Contact

Help’ from the Username Menu.

This opens the Contact Support email window to allow you to enter the details for the request needed 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* L2Pyastarke
Open Sans - 12 - 4 BI US % =Ew Ew =SEw

General Information - Language

To set your preferred language:
1. Click the Language dropdown.
2. Scroll down to locate your preferred language.
3. Click the language to select it.

4. The room menus and field labels will change to be displayed in the language of your choosing.

> BE= English w & My Profile
B Dcutsch

= Esparicl (Espafia)
e Espaficl (Ameérica Latina)
B B Francais

L L b wi Y

My Profile

By clicking on the ‘My Profile’ option, you can manage your profile. Please note that these settings are user-specific and
are not room-specific. Any changes made in this area impact the overall user account and are not contained to any
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single Tl room.

To access My Profile:

1. Click the Username dropdown located at the-top right corner
2. From the popup that appears, click ‘My Profile’

3. You will be taken to your profile settings page.

Refer to the screenshot below:

Qsearch ©aAddv A @ﬁ;\dq—mm%

) E= English & My Profile @ Contact Help & User Guide (= Sign out

i About This Room Show Room Info Zoom = 80%  + Light

The My Profile area is divided into the following two sections:

e My Profile Settings (Main)

e My Profile Notifications

Navigate to the vertical menu at the left to choose which area to edit.

MY PROFILE - MAIN SECTION

From the My Profile page, click the Main section from the left panel as indicated by the gearwheels. Refer to the

screenshot below:

sse Training Room 1 ~

- My Profile / Main

General Information

In this menu, you will find the following User Profile Dashlets.
e General Information
e Password Recovery — Secret Questions

e  User Avatar
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e Change Password
e Site Filtering Options

e  Default Context Configuration

GENERAL INFORMATION - TIME ZONE

To set the time zone applicable to you:

1. Click the Time zone dropdown to reveal the popup with the time zones.
2. Scroll up or down to locate your time zone and click the applicable time zone to select it.
3. The selected time zone displays in the box.
4. A popup confirming the same appears. Click the ‘x’ on the popup to dismiss it.
5. 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 ("/", "-", ".")

GENERAL INFORMATION - ENABLE CUSTOM DATE INPUT
For users of Editor level or above, when coding a document, in addition to selecting the date from the Calendar Date
Picker, you can choose to type in dates in the format preferred by you. The system interprets the date entered and

saves it based on your geolocation.

To be able to manually type-in dates, you will need to enable the manual entry of custom dates from this section of the

My Profile area. Refer to the screenshot below:
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General Information -—
Time zone
-
Language
English -

[] Enable custom date input

Date Format

@ Date format should contain day ("D, "DD"), menth ("M", "MM",
MMM, "MMMM®, year (YY", "YYYY") and separator (", - 7)

1. Tick the checkbox Enable custom date input.
2. Enter the date format preferred by you. Some of the most common date formats are MM/DD/YY, DD/MM/YY,
MM/DD/YYYY, DD-MMM-YY.

3. Once done, Save the changes. You will now be able to enter dates manually if you so choose.

CHANGE PASSWORD
From this section, you can change your existing password to set a new one.
To set the password:

1. Enter the new password in the New Password text field.

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:
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Change Password —

Pleaze change your password
Password Reguirements:

1. Must have at least 8 charadters

2. Must contain one uppercase letter, digit and one special
character

3.Valid special characters are -l@#5%

PR iy ————
Current Password

Mew Password

P T N —
(Ll I |'\IE.".' :lG_‘n"_""r'."-\.p'--

PASSWORD RECOVERY - SECRET QUESTIONS

You are required to set the answers to secret questions to help recover your password if you happen to forget it.

To set the secret questions and their answers:

Click the down arrow in the Question 1 field.
Scroll the popup through the list of questions and click on a question of your choice to select it.
Enter the answer in the Answer field.

Repeat steps 2 and 3 to set Question 2 and its answer.

i & W N PR

Click Save.

USER AVATAR

Click Browse in the panel to upload a new picture for your login and click Save.
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zer Avatar —

Upload new image

O The newly uploaded image will be scaled and processed
automatically.

at]

SITES FILTERING OPTIONS
You can choose to view only those sites where you are assigned as a CRA or as a Study Startup Specialist in either the

Sites sub-module or in the SSU application in Trial Interactive. Refer to the screenshot below:

Site Filtering Opticns -

(] show only my investigative sites (my favorite sites, and the

sites where | am CRA / Start-Up Specialist)

Cance

On selecting this option, the filter icon in the Sites module appears in red. Refer to the screenshot below:

e Training Room 1 ~

Start-Up / Sites

Site Activation

® o

v & All

Q

DEFAULT CONTEXT CONFIGURATION
This dashlet allows you to indicate to Tl what part of the room should be treated as your initial landing page. This allows

you to be taken directly to whichever part of the system you use most.
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In order to set your landing location, follow the steps 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 -

Default Module

Dashboard -

6 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.

jaF]
L

My Profile Notifications Section

You also have the Notifications section that allows you to specify which email notifications you would like to enable for

your account for each of the rooms to which you have 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
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choose which notifications are available for you and they can make some choices default or mandatory:

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

the room administrator in the Settings module.

Once you are done selecting which notifications you would like to receive, click Save.

Job Processing Notifications

When the Username Menu slides out from the side of the screen, the lower portion is dedicated, in part, to the
Notifications panel. From here, you can view messages associated with tasks that you have performed in the system.
When you request an export or download, if you miss the initial notification option to get the job result, the notification
will still be available in this section until you leave the room. The number of notifications for your current Tl session is

indicated by number in a red circle next to the bell icon at the top-right of the screen.

Refer to the screenshots below:

Al
s ord~ | 49 | Q) I
v Downloading Documents (Multiple Documents) x
L Room: Training Room 1
Finished: Export: 1 of 1 completed
Operation was successfully completed!
I Get Job Result 6 May 16:54
asecr or- [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
Finished: Export: 1 of 1 completed
Operation was successfully completed!
S May 23:39
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This section displays the following tabs:

e  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.
e 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.
e Background Jobs: Through this tab, you are notified about a background job that is executing or is completed.
o 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 file.

User Guide

This link opens the Online User Guide containing the full contents of this document in addition to job aids and videos

designed to help you perform many of the most common tasks in Trial Interactive.

Qsercn  ©4dd~ & (C) NN -
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. Refer to the screenshot below:
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Q Search O Add » A
B= English « & My Profile Settings © Help & Guide @ Sign out
i About This Room Show
Notifications 0 Clear All
All Background Jobs Queries

Room Administrators can manage Groups, Users, and Contacts through the Users Management module. Administrators
can do the following from within this application:

e Invite new users to a room/study

e Create groups of users

e View lists of room users under different categories

e Edit user profiles

e Change the access level of users in a room and groups to which they are assigned

e Resend invitations to room users

e Filter and Export users

o Revoke a user’s access

You can reach this page from the Navigation Grid at the top-left corner of the screen.
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Training Room 1 ~
Start-Up / Dashboard

A = h N

QC Review Communication

L =/ =
-1

CRA : '
Reconciliation Quality Review Tasks

= ®

Users '
Management Settings

Users Management - Users

From this page, you can do the following:

e Invite users
e Edit user profiles
e View user access to the room

e Export user data

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 choose from the filtering options available:

1. Click the ‘View by’ dropdown menu in the left panel.

2. This opens the menu with the list of categories available.
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3. Select the category you want to use while viewing the room’s users.

4. Click Select located at the bottom of the popup window. You can also make the view your default by selecting
the Make Default checkbox below the list of views.

5. The category and the list of users grouped under the categories are displayed in the Index Pane. The screenshot

below shows the rooms administrator level users with a ‘By Role” view applied.

ass Training Room 1 ~ - i
222 8 Q Search

Users Management / Users

© invite v 4 =

[ View by By Role > 1-12 of 12 (0 selected) C (D select Columns & Views ¥

Last Name - First name Email Phone Mobile Ph...  Organizati...

v B Al & 101 Admin Tiadmin1... ti.com

B Administrator a 102 Admin Tladmin... ti.com

Inviting New Users via the Regular Invitation

Follow the steps below to create a new user and add the user to a group:

1. Navigate to the Navigation Grid = Users Management - Users.
2. Click the Invite dropdown from the top menu bar and then select ‘Regular’ from the dropdown list that appears.

Refer to the screenshot below:

Training Room 1 +

Users Management / Users

[ 0 invie - g "
- QuIck
~~
~

3. The User Invitation window will open.

4. Complete the required fields on the form.

5. If you would like to assign the user to a group upon initial account creation, select the Groups tab at the top of
the window and select any appropriate groups.

6. When you are done, click Save.

7. The user will be created and can be viewed in the list of users.

USER PROFILE FIELDS
The fields of importance are discussed below:

e User Email: This is used as a unique identifier to log in to Trial Interactive. This can be typed in or, the case of
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users who are already in the system, searched by clicking the magnifying lens icon at the end of the field.

o 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.

Role: Choose the role from the dropdown.
Actions: These are tasks that the user would be allowed to perform in addition to the basic rights associated
with their user access role.
Expiration Date: Enter this date if you want the user’s access to be revoked on a certain date.
Organization: Choose from the dropdown the organization to which the user belongs. The Administrator can
also create an organization, if not available from the list, by clicking the ‘+’ sign at the end of the textbox.
Invite Later: Click the toggle bar if you want to create a user for the room but you do not want to send the
invitation yet.

Regulatory Agency Inspector: Users who are invited as Regulatory Agency Inspectors will have reduced access

to the multiplicity of dashboards and modules that regular Tl users need to be trained on prior to granting
system access. These users will only have access to the Quality Review module and the FAQ module and will,

therefore, require significantly less initial training than a standard room user.

Inviting New Users via the Quick Invitation

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 groups.

Follow the steps as below to use the Quick Invitation to invite one or more users:

6.
7.

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

The Quick Invite page opens.

Enter the email addresses of all the users to be created.

Complete the required fields, adding email addresses for each user, and selecting the role they will all have in
common.

Select Invite Later if appropriate.

Click the Groups textbox to assign the users to any appropriate groups.

Click Add.

Refer to the screenshot below:
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Quick Invite x

i

Cancel

Users invited via this method will need to fill in information which was not provided during the quick invitation process
such as name and organization. As a note, this frequently results in some variation regarding the information entered

which the room administrator should review and standardize.

Editing a User’s Profile

A user’s access can be adjusted at any time from the User’s Management module. There are several ways to do so.
e Double-click on the user in the list of users displayed.
o This will open the user’s profile in a new window.
e Select the user from the list of users displayed and use the right-panel.
o You may need to open the panel at the right side of the screen if it does not open automatically.
e Use the three dots on the user’s grid entry to open the menu of actions associated with user accounts.

e Select the user from the list of users displayed and click the three-dot menu above the grid to expand the list of

menu items.
o Once the menu opens, select “Edit”
e Select the user from the list of users displayed and click “Change Access” from the menu ribbon above the grid.
o This does not open the user profile but does provide opportunity to adjust the user’s general access

privileges and can be used to edit multiple users at once.

Make whatever changes are required and press “Save” in order to finalize them.
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Resending an Invitation

As an Administrator, you can resend an invitation to a user if the user has been invited but has not visited the room.

To resend an invitation:

1. From the left pane, select the preferred category to view the users.

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.

3. From the top ribbon bar, click the Resend Invitation icon. A popup window will appear asking you to confirm.

4. Click Yes.

5. The invitations will be resent to the selected users and a confirmation notification will appear.

Refer to the screenshots below:

Training Room 1 ~
Users Management / Users
© Invite ¥ # Change Access | % Resend Invitation w v
View by By Organization v 1-3 of 3(1 selected) < ([Msele
~~
i L Last Name ~  First name Email Phone
v = Al testeditor...
B Do notuse Mahajan1 Yogesh yogeshma...

Re-invite Selected users x

Are you sure you want 10 resend the invitatio

Exporting User Information

There are two options for exporting user information, an export of the user’s profile data or an export of audit trail data.

EXPORTING SELECTED USER PROFILE INFORMATION

1. Navigate to User Management - Users.
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2. Locate the users whose information you wish to export.
3. Tick the checkboxes of the users.
4. From the top ribbon bar, click the three dots and then click Export from the options that appear. Refer to the

screenshot below:

© Invite = # Change Access = Resend Invitation =

me [ ] First Mame
- ¥ Export AU Ginny
) X Revoke Access
B Administrator a & - Reader

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 or Microsoft Excel.

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:  HTML

Cancel Export

8. You will receive a notification about the job completion.

9. Click Get Job Result to download the document.

EXPORTING USER AUDIT TRAIL DATA
1. Navigate to User Management > Users.
2. Locate the users whose information you wish to export.
3. Tick the checkboxes of the users.
4. From the top ribbon bar, click the three dots and then click Export Audit Trail from the options that appear.

Refer to the screenshot below:
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© Invite = # Change Access &= Resend Invitation =
< u ¥ Export First Name

) X Revoke Access
B Administrator a & - Reader

5. The Export Users window will open.

6. Use the options given to identify which selection of user data should be exported. When you have completed

setting export criteria, press Export.

Export Users x

Export Options

Source (® Selected Users
All users in the current grid
All users in the room
Users by criteria

User Selection Criteria ® @ Select organization
Room Login Attempts Activities
User Profile Activities
Users audit activities scope
From o
To Hx

User Management - Contacts

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 Users Management, click the Contacts icon from the left menu.

2. Using the View By dropdown menu to view the list of categories.
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3. Select the category under which you want to view the contacts.
4. Click Select located at the bottom of the popup window.
5. This will display the requested list of site contacts.

See the screenshot below:

Training Room 1 ~ Q search
2€all
Users Management / Contacts
1-6 of 6 (0 selected) < @D Select Columns @ Views v
Last Name ~  First name Email Phone Mobile Ph...  Organizati...
v & Al a 101 Reader TIReader1... ti.com
I 101 Hamilton 101 Eddie ti_editor1... ti.com
B 102)uliano 103 Editor ti_editor1... ti.com
103 Boggs
By g8s 104 Editor Tleditor10... ti.com
I 104 Fantin
Hamilton David dhamilton...
I 621 Investigator
Hamilton Alex a304c0bb...
B 999 Moto

User Management - Groups

Administrators can manage the creation, deletion, and assigning of users to Groups. Administrators can manage the
following:

e The names of groups

e The descriptions of groups

e The security rights of a group

e The actions awarded to group members

Groups are used in granting users access to particular folders, files, and actions.

From the Groups area, room administrators can do the following:

e Adding a new group
e Adding a child group
e Editing a group

e Deleting a group

ADDING A NEW GROUP
New Groups can be added by clicking the Add Group button.

1. To add a new group, click the Add Group button from the left pane.

2. The Create new group window opens. Refer to the screenshot below:
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Create New Group ?2X
Test
Description
Clone security from an existing group:
activity group 1 v
[Document Collaboration Reviewer X] v
Cancel

3. Enter the new group's name.

4. Add the description of the new 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. Assign Actions that members of the group can perform by selecting from the list of actions in the dropdown
menu.

6. Click Create. The new group appears in the Groups list with no users assigned to it.

ADDING A CHILD GROUP
You can reach this page by clicking the Groups icon from the menu bar on the extreme left of the Users Management

module.
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 parent 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:
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© Add child Group & Edit %X Delete

v & Al
:
> & activity group 1
> & audit managers

> % audit responsers

3. Click Add Child Group from the top menu. There are two options for group addition:
a. Add New Child Group
b. Add Existing Child Group.

See the screenshot below:

Training Room 1 =
Users Management / Groups

© Add Child Group = “ # Eqit X Delete © add Users to Group s x

© Add New Ch 1-2of 2(0 selected)

Q Search © Add ~ A

+ Add Existing Child Group

# User Name Email

b Auditors
Arya Stark aryastark@ti.com

[ Cats

& Steven Li steli@transperfect.com
» CRA-EU
b CRA Recon- Tool

» CRAs - US

_

b Doc Editors

4. |If ‘Add New Child Group’ is selected, then the screen below appears. Enter the details of the group to be created

and click the ‘Create’ button.

Create New Group x
Name
Test
Descriptic
Clone security from an existing group:
CRO - Asia v
Actions
Document Manager X -

5. If the option ‘Add Existing Child Group’ is selected, then the Select Groups popup opens.
6. Select the correct group from the list to assign that group as a child group.

7. Click Select. Refer to the screenshot below:
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[ Select Groups 2 X|
Q
a Type ~ Name Description
activity group 1
2 audit managers
2 audit responsers =
2 auditors
ay
2 Clinical Network Services (CN. Global CRO
default site editors12233
’ 2 editor
2 editors2
2 editors3
esig1
m Cancel

EDITING A GROUP
You can reach this page by clicking the Groups icon from the menu bar on the extreme left of the Users Management

module.
Follow the steps below to edit a group:

Select the required group you wish to edit from the list of groups in the left pane.

Click the edit button from the top ribbon bar.

1

2

3. The Edit Group popup opens.
4. Fill in the details as required.
5

Click Save.

Refer to the screenshot below:
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Edit Group 7%
Cancel m

DELETING A GROUP

Groups can be deleted from the list. Deletion of a group does not delete its users, only the group members’ access to

group privileges is deleted. A Confirmation box will warn you about making a change to the group security settings.

Follow the steps below to delete a group:

1. Select the required group from the left pane you wish to delete.
2. Click ‘Delete’ from the top menu.
3. A confirmation window will open.
4. Click ‘Yes’ to confirm.
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
2
3.
4
5

Navigate to Users Management = Groups.

Select the required group from the Index pane. The list of users appears in the right pane.
Click ‘Add User to Group’ from the top menu in the right pane to add the user to the group.
The Select Users window opens up.

Select the users you wish to add to a group and click ‘Select.” The users will be added to the group.
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Refer to the screenshot below:

Select Users ?X

[ ] Last Name First Name Email Address Phone No Mobile No Organization N...
vlad3101@ya.ru
auditresp2@te...
qa+03@ecisys....

& qa+04@ecisys....

Again Try try@demo.com ‘ok

Auditor Second auditor2@test.... L
Auditor First auditor1@test....

B Swati swatiboog@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 >

EDITING AND DELETING USERS FROM A GROUP

Editing User in a Group

Users in a group can be edited by selecting the user from the list of group members and clicking Edit from the top menu.

Follow the on-screen instructions to edit the user details. Refer to the screenshot below:

Training Room 1 ~

Users Management / Groups

© Add Child Group v # Edit X Delete © Add Users to Group X Delete

Q Search © Add ~

v & Al 1-11of 11 (1 selected)
»
L il LI User Name Email
> Auditors
5 Arya Stark aryastark@ti.com

i3 Cats
Ashley Parik asparik@transperfect.com
» £oa Fll

The pop-up screen below appears upon clicking on the Edit button shown in the above image.
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User

User Group Membership System Groups Activity Log

First Name Ashley Last Name Parik
Title Queen of Awesomeness
Role” Editor b
Expiration D = |
Actions Redaction x 'Prageﬁl\':ianipularﬁons X eS'ignatrure X w.

Communications x || Milestones X || CRA Reconciliation x

Or ganization™ ti.com v u

DELETING USER FROM A GROUP

Select the user from the group and click Delete from the top menu to delete them from the group. Click ‘Yes’ on the

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

Training Room 1 « :
il e s Q Search © Add ~

Users Management / Groups
© Add Child Group v # Edit X Delete © Add Users to Group # Edit

v B All 1-110f 11 (1 selected)

»
L LI User Name Email

aryastark@ti.com

v Auditors
@ Arya Stark
b & Cats
l & % | Ashley Parik asparik@transperfect.com
» i CRA-EU
Delete Users x

Are you sure you want to delete the selected users?

v N

ADDING A USER TO THE GENERAL QUERY RESPONDERS GROUP
There is a system generated group called General Query Responders available in the Groups area of the Users
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Management module. Administrator level users will be able to add any Editor or Administrator level user to this group.
Readers are not eligible for inclusion in this group. Members of this group will be responsible for responding to general

queries created by other room users.

Please see the section on adding users to groups for step-by-step instructions.

THE QUERY MANAGER GROUP
There is a system generated group called Query Manager. Users added to this group will be able to view and manage all
QC Workflow related queries via the Query by Sender and Query by Recipient views in the Documents module or the

Queries module. Only Editor and Administrator level users can be added to this group.

Please see the section on adding users to groups for step-by-step instructions.

Access the Room Settings from the Navigation Grid by clicking the Settings tile. Refer to the screenshot below:
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Training Room 1 ~

@ Settings

= ~

QC Review Communication

CRA
Reconciliation

Users .
Management Settings

®

Home

e Room administrators can access the menus from the left pane of the Room Settings page.

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

e Most room setting menus in the left panel are divided into sub-menus, allowing specific modifications for each
defined category.

e To view and modify a specific sub-menu in settings, click the arrow to expand the main menu.

e When each sub-menu is clicked, it appears as a separate tab on the right side of the screen. If users click
multiple sub-sections, separate tabs will be created for each item clicked.

e Right-clicking a tab will also provide an option to Close All Tabs and Close Other Tabs. A

¢ For assistance in finding a specific setting, there is a search box at the top of the left panel.

e Administrator users can view and change most of the room settings in Trial Interactive.

e Typically, the room’s settings will be decided upon during room configuration, and the settings will remain
mostly unchanged for the duration of the study.

e As ageneral rule, for most menus, there will be a Save button which will need to be pressed in order to retain
any changes that were made to the room settings.
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Refer to the screenshot below:

proens raining Room 1

Settings
earch Q| «
v O, Genergll" l Mcmmm‘“
B About

B About This Room

B Instructions

B Organizations List
B Data Grid Navigation
B Machine Translation

2 Milestones

General Settings

ABOUT

& 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) ™
Date Format: @
Project Code: SWS Training Room
Coliaborative #291 [go to the room]
Workspace ID
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

'

ext

| Total Document Count: 786

eTMF Document Count: 722

)

tart-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. You can click on the expand icon to view details. Be sure to save any changes you
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wish to keep.

ABOUT THIS ROOM

Ik About I About This Room *

= Insert ##UserName##

ic
|»
>
%
3
'
[l
Il

il
il
il

<>  TimesNew..~ 12pt > |"B L

Welcome, ##UserName##,

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

-

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 first access the room. This space can also be used to share important information
about the study once the study is in full swing. 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 can be filled out by administrator-level users. By doing so, this portlet will give

‘instructions’ to users on their first entry to the room.

ORGANIZATIONS LIST

This menu allows the room administrator to add, edit (rename), or delete organizations. This normally becomes useful
when a large number of room users have been invited via the Quick Invitation method because it allows users to specify
their own organization. Normally, in instances like this, there are several variations created by the users via acronyms,

abbreviations, and misspellings.

Organizations which currently have users assigned to them cannot be deleted. In order to delete an organization, you

may have to go to Users Management and reassign any users to another organization before proceeding.

DATA GRID NAVIGATION
The options in this menu vary based on room configuration but can be used as follows:

e Minimum number of records per page in data grid: This option actually sets the maximum number of records

displayed per page in the data grid.
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e  Minimum number of documents in the unread documents grid: This impact the Documents dashlet on the

dashboard and shows the maximum number of documents displayed in the unread documents view.

e Days to show last registered users: This option also impacts a dashlet. The Users dashlet has a toggle indicating

whether it should display ‘New’ users or ‘All’ users. This field defines how many days a user appears on the
‘New’ list.

e Start-Up dashboard recent investigative sites number: This indicates how many sites should be displayed on

this dashlet.

e Start-Up dashboard recent communication log items number: This indicates how many communications should

be shown on the related dashlet.

e Start-Up dashboard recent tasks number: This indicates how many tasks should be displayed on the related

dashlet.

MACHINE TRANSLATION
This menu allows the user to enable or disable the Machine Translation function and to indicate which languages should

be both available and expected as default languages for this function.

Please note: The Machine Translation function only works with .pdf documents which have had OCR (Optical Character

Recognition) applied.

Event Manager Settings

EVENT TYPES
This functions as a secondary location for managing event types in a study room. In most cases, the room will come with
an approved selection of event types already populated. For additional information on managing event types, please

see the related section of the User Guide.

COMMON EVENT CONFIGURATION
From here, the room administrator can indicate how often the room should send reminder notifications for placeholders
generated by events. These notifications will be delivered to the members of the Responsible Department associated

with the document types of the missing documents.

If Responsible Departments are not set up in your study room, you may use the “Default event reminder recipients” to

indicate users who should be notified for all missing event-related documents regardless of department affiliation.
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TransPort Integration

This is normally set up upon room configuration but the room administrator retains the ability to enable or disable this
functionality from here. The Organization, Department, and Certificate Document Type must be indicated here before

this feature can be enabled successfully.

Inbox Settings

From this page, room administrators can enable the Inbox feature.
e Navigate to Navigation Grid->Settings->Inbox.

Refer to the screenshot below:
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- Training -
= Settings
Search Q| |«| | [ About & Miestones (3 Inbox
Inbox
b ©, General

Enable Inbox Feature
& Milestones 9 >

| Inbox Email-* | TrainingRoom1 € mo10.tnalinteractive.com

] Forms Settings

»¢ General Integration
» B Documents Start-Up inbox
» % Document Types &9 Enable Start-Up Inbox
» B Required Documents Study Start-Up Inbox | TrainingRoom1ssu Jemo10. trialinteractive.com
Email:*
» @ Countries
(O Convert Email Body
» 8 Investigative Sites 0O us »-Archives
® IRBEC (0 Check Duplicates by Hash Value
|
P @ Emai lCommumcatlon Inbox I
= Document Templates &) Enable Communication Inbox
» B Audit Communication Inbox | TrainingRoominbox_comn EOCRVE.COMm
Email:*
» 7 Workflows
(J Documents as Fina
» N\ Security
» /7 E-Signature
» [3 Tasks
P& QA
& FAQ

O Accept email from ANY non-participant

O Accept email from non-participants with these specific email domains

Email Domains

INBOX AND START-UP INBOX OPTIONS

e Room administrators can enable the Inbox by ticking the checkbox to make it possible for room participants to
send trial documents directly to the room’s inbox.

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

e Choose ‘Unpack Zip-Archives’ to extract files from an attached zip folder.

e The ‘Enable Inbox Auto Coding’ option allows users to send emails into the room with subject lines formatted
along certain guidelines so that the document is received with certain metadata already applied to it.

a. Hover over the blue circle “Tool Tip” to see specific requirements.

e To prevent duplicate publishing of email converted documents to the room, activate the ‘Check for and
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Suppress Duplicates by Hash Value’ option.

COMMUNICATION INBOX OPTIONS

Room administrators can enable the Inbox by ticking the checkbox to make it possible for room participants to
send trial documents directly to the room’s inbox.
Ticking the checkbox of ‘Convert Email Body’ option will automatically convert the emails that enter the Inbox
into PDFs.
Choose ‘Unpack Zip-Archives’ to extract files from an attached zip folder.
The ‘Enable Inbox Auto Coding’ option allows users to send emails into the room with subject lines formatted
along certain guidelines so that the document is received with certain metadata already applied to it.

a. Hover over the blue circle “Tool Tip” to see specific requirements.
To prevent duplicate publishing of email converted documents to the room, activate the ‘Check for and
Suppress Duplicates by Hash Value’ option.
The user can choose to have relevant communications published from the Communication Inbox directly to the

eTMF Index as final documents.

EMAIL SENDER OPTIONS

Besides the above options, you can also enable the following options for the Inbox:

Accept email from room participants only: This option, when enabled, indicates that emails from non-room-

users will not be accepted.

Accept email from ANY non-participant: This option, when enabled, indicates that al emails will be accepted

regardless of who sent them.

Accept email from non-participants with these specific email domains: This option, when enabled, allows the

room administrator to define which email domains can successfully send emails to the study room.

Outbox Settings

This menu only allows the user to enable or disable to room ‘Outbox’ feature. This feature keeps a running log of all

emails sent from the room. One example of an email that would be indicated here is query notifications. The Outbox

can be accessed from the room Communications Module.

Documents Distribution Settings

Users can be allowed to share documents from one room to another. This function will create a copy of the document in
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a target room which is still functionally linked to the source document. This is most commonly utilized when publishing
documents from a Tl Content Management room. Any versioning of the shared document would be shown in the target

room once the new version became effective in the source room.

Users must be granted permission via the associated Action on their user profile before they can use the Documents

Distribution function.

COMMON CONFIGURATION
This allows the user to enable or disable the Documents Distribution function as well as to indicate whether shared
documents will be published to the target room as final documents or whether they will need to be subjected to the

room’s QC workflow prior to becoming finalized.

Forms Settings

This menu controls metadata and other form settings throughout the study room. Studies sometimes require custom
settings to form fields that appear throughout a study room, such as document metadata fields, question and answer
forms, and audit related fields. We recommend partnering with the Trial Interactive Service Desk before making any

changes to these settings.

e Metadata system fields can be switched off and on from this view.

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

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

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

1. Navigate to Settings module and select Forms Settings

2. The Metadata Fields window opens in the grid. Refer to the screenshot below:

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:
e Adding a Custom Field
e Editing a Metadata Field
e Deleting a Field
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e 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:

Create Metadata Field x
Field title:

Description:

Field type: Keyword Lookup b -

Options: Radia
Include in: Checkbox Iy
Category:

Readonly: [Combo

Required:

Validation type: none -

Cadatogio | cocl

3. Select the most appropriate option:
a. Checkbox - the values entered display as a list and users can choose one or more
b. Radio — user must choose only one value from the list
c. Combo - users can choose only one value from a dropdown list
4. Click the ‘Include in’ dropdown arrow and select the appropriate option.
a. The options in this menu correspond to the options on the Forms Settings grid.
5. Select the Document Type Category or categories in which this new custom field will appear.
a. Click the Read-only checkbox if required.
b. Click the Required checkbox if necessary.
6. 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.
7. Click ‘Add to Grid’. The view returns to the full Document Profile Form display.

8. Press ‘Save’ if you wish to keep the new field.

EDITING A METADATA FIELD

1. Click Edit in the menu ribbon. The Edit Metadata Field window opens. Refer to the screenshot below:
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Edit Metadata Field X
Field title: * Description

Description:

Field type: Long Text
Options: *

Include in: Searches, Export, Grid s
Category:
Readonly:
Required:

Validation type: none

Update in grid Cancel

2. Make any required changes in the available fields.
3. Click ‘Update in grid’ at the bottom of the window.

4. Press ‘Save’ to keep any changes.

DELETING A FIELD
1. Select the field to be deleted. The row highlights in light blue.
2. Click the ‘Delete’ from the menu ribbon.
3. Press ‘Save’ to keep any changes or use the ‘Undo’ button if you want to undo the changes.

Note: The ‘Undo’ button only works until you press the ‘Save’ button.

SETTING ADVANCED VALIDATION FIELDS
This advanced function links two or more metadata fields based on specified validation criteria is not generally used by

Administrators. We recommend partnering with the Trial Interactive Service Desk before making any changes to these

settings.

1. Click Advanced Validation in the menu ribbon. The Edit Advanced Fields validation

window opens. Refer to the screenshot below:
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Edit Advanced Fields validation x
Advanced Fields Validations Validation Criteria

©add © Delete t ¥ When | v| Equals

Criteria Condition

equals ™

Make Required: Actions

T CateroTY

| 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

] INC 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.

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 a

calendar selection. For some metadata fields, the ‘Equals’ field is a textbox.

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.
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TYPE-AHEAD FIELDS

When faced with a text metadata field, it can be difficult, especially for those new to a team, to decide exactly what
should be entered into the field or perhaps the spelling of a particular word might be especially difficult. Trial
Interactive has the ability for a metadata field to learn values entered into it and to suggest those words when a user

fills in the field for another document.

The ‘Suggestions’ column controls this feature. Once the box is checked, the field will begin learning and suggesting

values for future entry.

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.
a. Documents, upon being uploaded, would then move directly to the related folder assigned to their
document types and acquire the status as final. Refer to the screenshot below:
3. Navigate to the Navigation Grid->Settings--> General Integration.
4. Tick the checkbox to upload documents as Final

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

- Training Room 1 ~
Settings

Search Q| [«] | [§ About »¢ General Integration *
B Forms Settings * Upload documents as Final

¢ General Integration Skip Duplicated Document Name Validation

» B Documents

Documents

All settings related to documents in a room are made here. You can perform the following document settings from here.
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DOCUMENTS MODULE
Auto Purge Settings

Trial Interactive has the ability to purge deleted documents when needed. This can be done manually from the Deleted
Documents view in the Documents module or it can be set up as an automatic process. The instructions for setting up

the Auto Purge are below.

1. Navigate to Navigation Grid -> Settings -> Documents Module

2. Click the checkbox next to Enable auto purge. Refer to the screenshot below:

Enable auto purge: [J

Days to auto purge:

Document Expiration

Expiration Dashboard View: |30 v | days before

Expiration reminder: 10 v | days before

Motification Recipients: 2 users 0 groups selected

Available Methods: Replace Attachment

A new version was already Submitted. Please remove
this Document from the expiration list.

Duplicate Check Options

Find document duplicates by hash:

Automatic Document Name Generation

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

O Regenerate Document Names -

Use document upload date as the document date for bulk upload and Inbox
Use separator sheet for multiple documents print

Enable View by Tag for Documents

[] Enable coding on Mass Import window as default option

Enable site folders tree for the Upload dashlet

Enable Causality Tracking for final documents metadata edit @

3. Adjust Days to auto purge by clicking the box and typing the number of days in the box below.

4. Click Save.
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Document Expiration Settings

Document types where an expiration date is applied may eventually expire prior to the conclusion of the study. In cases
such as this, Trial Interactive has several tools available to users for detection and replacement of expired or expiring

documents. The settings for these are discussed here.

1. Navigate to Navigation Grid -> Settings -> Documents Module

Enable auto purge: [J

Days to auto purge:

Document Expiration

Expiration Dashboard View: |30 v | days before

Expiration reminder: 10 v | days before

Motification Recipients: 2 users 0 groups selected

Available Methods: Replace Attachment

A new version was already Submitted. Please remove
this Document from the expiration list.

Duplicate Check Options

Find document duplicates by hash:

Automatic Document Name Generation

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

O Regenerate Document Names -

Use document upload date as the document date for bulk upload and Inbox
Use separator sheet for multiple documents print

Enable View by Tag for Documents

[ ] Enable coding on Mass Import window as default option

Enable site folders trea for the Upload dashlet

Enable Causality Tracking for final documents metadata edit @

» The Expiration dashboard view field controls how much lead time users will have to see and act upon an

expiring document prior to its actual expiration date.

» The Expiration reminder field controls when reminder emails should be sent regarding documents that will be

expiring soon.
o Click Select from the Notification Recipients field to select users/groups who should receive a

notification email.
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» The Available Methods area allows room administrators to choose which options are available to their users in

the Expiring Documents dashlet.
o Replace Attachment will allow users to replace the file attached to the existing metadata. All versions
of the document will be visible in the ‘Versions’ tab of the metadata panel.
o The ‘A new version was already Submitted. Please remove this Document from the expiration list’
option indicates that another version of this document has been submitted to the room as a separate
document and that the expiring document should be removed from the list of expired/expiring

documents.

Duplicate Check Options

The methods that the room uses to detect duplicate documents are typically decided upon during room configuration
but there is still one option remaining to room administrators which can be altered. Please note that the Service Desk

has additional options and should be consulted when seeking to change duplicate detection requirements.

The ‘Find document duplicates by hash’ option allows the room administrator to enable or disable this particular
duplicate check functionality. In short, a document hash is an alphanumeric representation of the qualities of a

document.

Duplicate check options are flexible, allowing for the verification of duplicate documents within the staging area and
upload folders, an indication of the checksum in the comparison metadata, as well as a more flexible duplicate check
that may be triggered in the QC1 stage (instead of Final). Enabling and configuring these options will require the

assistance of the Trial Interactive Service Desk.

Automatic Document Name Generation

Room owners can choose to set the auto naming pattern for a document type and generate the document name
automatically as per the set pattern. This is typically set up during the room configuration process and is not normally
adjusted during the course of the study. Should you need to make any changes to automatic name generation settings,

we recommend partnering with the Trial Interactive Service Desk.

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.
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a. Now, the upload date will automatically be assigned as the document date in the document profile.

Use Separator Sheet for Multiple Documents Print

This option impacts the “Print” function available in the Documents module. Users can choose to print multiple
documents. What the system initially does is to create a .pdf file from all of the chose files which can then be
downloaded or printed locally. This option, when enabled, causes a separator sheet to appear between each of the

source documents.

Enable View by Tag for Documents

This option, when enabled, provides room users with the option to view documents in the Documents module by the
value in the Tag field. This metadata field may be enabled or disabled and may be assigned to certain documents or to
all documents just as with any metadata field. The View by Tag option here does not enable to metadata field for use,

for that, please reach out to the Trial Interactive Service Desk or set up the field during room configuration.

The View by Tag metadata field allows users to apply tags (similar to the # applied to posts in social media) to
documents. This would indicate that any documents with the same tag are related by the tag. One example might be
tagging documents submitted in a certain language so that they could all be viewed together regardless of document
type. One especially valuable element of this is that multiple tags can be applied to any document, meaning that

documents can be cross-referenced by applying several tags.

Enable coding on Mass Import Window as Default Option

When users import documents, there is often a panel on the right-side of the import window which can be enabled or
disabled depending on whether or not the user wishes to apply metadata to the documents being uploaded. This option

would cause that panel to be activated by default when uploading documents.

Enable Site Folders Tree for the Upload Dashlet

This option, when enabled, allows users to see the site-related folders present in the Documents module and allows the

user to choose which folder should house the documents being uploaded.

Enable Causality Tracking for Final Documents Metadata Edit

Administrators and Document Manger users have the ability to alter metadata for final documents in a study room.
Enabling this option has two effects:
1. The user, upon changing metadata for a final document, will be requested to provide a reason for making the
change.

2. Mass Coding will be disabled in the study room.
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DOCUMENT REPLACEMENT REASONS
In this section, an administrator can configure the set of reasons that might be applicable when replacing an attachment
to a document. These reasons will appear in the dropdown menu available when users choose to replace a document

file.

1. Navigate to Navigation Grid->Settings -> Document -> Document Replacement Reasons. Refer to the

screenshot below:

I About I 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.
The ‘Create New Reason’ popup window opens.
Enter the reason and click ‘Create.’

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

@ v M W N

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

QUERY MANAGER OPTIONS

Query Managers in Trial Interactive are a group of users who are assigned permission to see all QC Workflow-related
queries in the room and, where necessary, assist. Specifically what a Query Manager can do is determined by the setting
here. By checking the boxes on this menu, the room administrator can give the Query Managers permission to resolve

queries and/or to respond to queries assigned to any user.

In order to designate a user as a Query Manager, they should be added to the Query Manager group in Users

Management.

ETMF HEALTH SETTINGS
» The ‘Check study site status for the eTMF completeness’ option can be enabled or disabled here. When
enabled, it allows the room to either include or ignore site document requirements based on the specific site
status as configured in the document-type profile.
» The user can also choose when the system would consider a requirement as having been considered to be

collected using the radio buttons on the screen.
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o ‘Assoon as the document is submitted to the room’ would cause the room to indicate that a
placeholder was fulfilled successfully as soon as a document was uploaded with the corresponding
metadata.

o ‘When the document’s QC review is completed’ would indicate that missing document placeholders
could only be fulfilled by documents marked as ‘Final’ by the room’s QC Workflow.

» The option to ‘Exclude the sites with the following status from the eTMF completeness tracking’ would indicate
that document requirements for sites in the chosen status would not be considered during the calculation of
the room’s eTMF health.

» Administrators can also choose whether or not to include recommended (non-required) documents when
calculating the room’s eTMF health.

> Finally, the user can set the refresh rate for completeness data, indicating how often the room calculates eTMF

health.

Check study site status for the eTMF completeness
When this is enabled, documents will be considered for required documents only when study site reached the specific status configured in the document type profile

A document submitted to the room should be considered collected for the eTMF health
(®) As soon as a document is submitted to the room

(O When the document's QC review is completed

Exclude the sites with the following status from the e TMF completeness tracking
Sites Status: |Non Participating v

Include recommended (non-required) documents
v | minutes

Refresh e TMF completeness cached data every: |15

INDEX OUTLINE

The administrator can decide on several functions and appearances related to the Trial Interactive room's index. As with
any change to room settings, please communicate any alterations to your Trial Interactive representative so that the
configuration manual may be maintained correctly.

e Navigate to Navigation Grid->Settings->Documents->Index Outline
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Upload folder name: = |"upload
Inbox folder name: = |*Inbex
Index name: = |HAL
Enable custom Index name
Show empty folders option
Show empty folders by default

Use auto prefix

U &R

Show documents count

<

Enable auto indexing

Default index position |>taging
for Add document:

(] Addinbox documents to default folder

Allow the user to keep the newly added documents in the index folder @

e All documents imported are populated in the Upload folder unless they have been assigned metadata during
upload.
e The folders in a room index are numbered, and the subfolders follow a standard numbering system.
a. These folder numbers are called as Folder Prefixes, whose settings can be decided from the Auto Prefix
option.
b. Activate or inactivate Auto Prefixing of folders in the room’s index by ticking the Use auto prefix
checkbox. Refer to the screenshot above.
c. If not selected, folder titles will appear in the index just as they were typed in during the creation of
the room’s index.
d. Auto prefixing inserts the desired prefix of numbers or letters to identify the levels of the folders in the
index.
e Numbers after the folder names indicate how many documents are available to you in each folder. Check the
‘Show Documents Count” option to enable these numbers on the room’s documents module.
e Enable Auto Indexing determines whether or not documents can be routed automatically to the correct index
location as indicated in the related document-type profile.
e The default location for documents which have been uploaded with metadata assigned is indicated in the
‘Default index position for Add document” field.
e Documents which are emailed into the room’s inbox are typically stored in each user’s Inbox folder, but this can
be altered by choosing to enable the ‘Add inbox documents to default folder’ option which would then route all

documents emailed to the room inbox directly to the default folder (Staging, in the screenshot above).

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 81 of 468



T R |

l INTERACWAIVE Trial Interactive v10.4.2 User Guide Version 1.0

e Users can click and drag documents directly to any folder of their choosing depending upon access rights.
Whether or not those documents stay in the index folder is determined by the final setting: ‘Allow the user to

keep the newly added documents in the index folder”

NON-PDF TO PDF DOCUMENT CONVERSION SETTINGS

1. Navigate to Navigation Grid -> Settings -> Documents-> Document Conversion.

2. Tick the checkbox to Enable non PDF to PDF conversion. Refer to the screenshot below:
3. Select the appropriate radio button to make the conversion, Manual or Automatic.
4

Edit the list of file types that can be converted.

Enable non PDF to PDF conversion

Conversion type: (®) manual

() automatic

L

File types enabled for |bd.rif,doc,docx png.jpeg.jpg,msg
conversion: *
Type file extensions separated with comma, e.g. pdf, doc, xls
Split msq file content to documents

Conversion type: () manual

(®) automatic

Attachment Conversion type (@) Discard the email body and create a new document for each file attachment

(O Discard attachments and create a PDF using email body

ry

() Create a single PDF file with email body and all the attachment files

() Create a new documents for each file attachments and body

Email attachments file types I
available for conversion: = @

Delete source document after [
conversion:

e The ‘Attachment Conversion type:’ field instructs the room as to what action should be taken when an email
message is dragged from Outlook directly into your Trial Interactive room.
o The settings below clarify which attachment file types can be converted to .pdf as well as what to do

with the source document after conversion.

DOCUMENT CERTIFICATION
Trial Interactive has the ability to allow users to submit certified copies of documents either via the myTI application or

directly to the study room. Checking the box in this menu enables the function in the Documents module of the study

room.
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Document Types and Management

In this section, we discuss creating Document Types and associated functions.

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 Navigation Grid -> Settings.
2. Select Document Types from the menu on the left.
3. The Document Types option expands to reveal two sub-options:
a. Document Types Management and
b. Common Configuration.

4. Click and view each panel separately.

Refer to the screenshot below:

Search Q| («) | W About Document Types Management
D (- @] % Modify Document Types # Modify Categories | 4 Import & Export [ Change Log Type name Q [Select fiter [~

By Category i o U Document Type Auto Naming Rules
b 8 EventManager y Category

v & Al D it Ty
% TransPort Integration ocument Types

- » m Tiial

W Country
& Outbox 4 J

» & Documents Distribution » m sie

[ Forms Settings

¢ General Integration
» W Documents
~ % Document Types

& Common Configuration

» B Requirsd Documents
» @ Countries Not Specified)
» U8 Investigative Sites

© IRBIEC
» = Email

= Document Template
b | Reports -
» / Workflows
» W Security v
» 7 eSignature

» [ Tasks .

b @ QA hd

Click the ‘Document Types Management’ menu to open its dashboard on the right.
From this page, you can perform the various actions listed below.

e Modify Document Types

e Building the Document Type Profile

e Specifying the Related Folder

¢ Include Phases/Milestones

e Adding Document Types to Required Documents
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¢ Include in Document Tracker Report
e Auto Document Type Prediction Keyword(s)
e Modifying Document Types Fields

e Default Values

MODIFYING DOCUMENT TYPES

1. Click the ‘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.
a. 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.

»

»

»

»

»

»

% (J 01 Trial Management

% O 02 Central Trial Documents

% (J 03 Regulatory

% (J 04 IRB or IEC and Other Approvals
% O 05 Site Management

% (J 06 IP and Trial Supplies

W (J 07 safety Reporting

% (J 08 Central and Local Testing

¥ (J 09 Third Parties

% (J 10 Data Management

[ [ save ] © cancel

[ty 1ent Types N
nt Tyf ’:',‘l ' =
= ateqory v Doc T Auto an
o+ . [Modify Document Types' Tree X
» B Gene
w & All Document Types
» B Cour
v & General
» B Inves

v

1. To add 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.

2. 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
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with an editable field that reads New Document Type. Refer to the screenshot below:

Modify Document Types' Tree x

w & All Document Types
* & General

~ % OJ 01 Trial Management

» % O Trial Oversight
» % O Trial Team
» % O Trial Committee
» % O Meetings

» % O General
[ FewDocoment Tyoe | |

» % [ 02 Central Trial Documents

» % O 03 Regutatory

» % (J 04 IRB or IEC and Other Approvals

3. Type the name of the new document type to be added to the category folder.

4. Press the Enter key. If you have more document types to add to this or other categories, you can repeat this
process.

5. 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 type that you have just

created has now been routed to a proper index position. Refer to the screenshot below:

E About Document Types Management *
W Modify Document Types | 4 Import ¥ Export | §°Mass Coding @ Delete B Add to Required Documents | [Tl Change Log Tyg Q| |Select 1
By Category ot o O Document Type Auto Nam... Profile Doc. Type Fields | Bulk Fields Update || Default Values
v & All Document Types “ o General Category - 1 Document type(s) Document Type: *
- [— 05 Site Management 05 Site Management

» % 01 Trial Management

» % 02 Central Trial Documents Document Typ

» % 03 Regulatory

» W 04 IRB or IEC and Other Ap

W 05 Site Management

» % 06 IP and Trial Supplies

» W 07 safety Reporting

» % 08 Central and Local Testing

» % 09 Third Parties

o

» % 10 Data Management

e Date: @
» W 11 Statistics
» I Country Phases | Milestones
» B Investigative Site - Shutobilacionac
' » ETE =N

BUILDING THE DOCUMENT TYPE PROFILE
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B Abou Document Types Management

W Modity Documert Types 4 Import & Export " Mass Coding @ Delete B Add to Required Documents Change Log

v Document Type Auto Naming Rules Profie Doc. Type Fields | Bulk Fields Update | Default Viue

3 validation category 1 Category - 4 Document typefs) Document Type:

validation type 3

W B validation type 1\subd validation 1
W B vaidation type 1 Short Name
W B velidation type 2
‘% q\ validation type 2

IR8 Document Type id: @

This docurment type is listed in required docurments

Document Type 16:©
M egory 2

B validation category 1
Categoty:

@ validation category 2

Due Dae: @

Phases / Milestones

Study Milestones: @

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. 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.

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.

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. All initial document types
and auto naming rules are determined by the configuration manual. 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 Field nsertions
Description Insertion
PrincipalinvestigatorFirstName ##PrincipalinvestigatorFirstName# #
PrincipalinvestigatorLastName #8PrincipalinvestigatorLastName##
SponsorName ##SponsorName# #
ContactFirstName ##ContactFirstName##
ContactlastName #8ContactlastName##
ProgramName ##PrograrrName# #

Insertion Description

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.
1. Under the Hardcoded tab, double-click a description to be inserted as auto naming rule. The insertion appears
in the Rule Editor.
2. If you want to include fields present under the Field Insertion tab, double-click the description, and click the
green arrow in the Select Fields Document Profile. This 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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Field Name

Select Fields Document Profile

Trial Interactive v10.4.2 User Guide

Field Title

$ClonedFrom$
$ClonedTo$
$CopiedToLinkedRoomsBy$
$CopiedToLinkedRoomsDate$
$Country$
$CraDocumentStatus$
$DocumentUrl$
$EmailRecepients$

$EmailRecepientsCC$

Cloned From
Cloned To
Published to eTMF By
Published to eTMF Date
Country

CRA Document Status
Document URL

Email Recepients

Email Recepients CC

Version 1.0

$EmailSender$

Email Sender

Close

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

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.

4. Back in the 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:
Hardcoded Functions || Field Insertions

Description Insertion

5. Click OK at the bottom of the window to be returned to the main Document Types view.

6. Click ‘Save’ at the bottom right of the Profile tab window.
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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. A

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

Related Folder:
(Not Specified)

2. Select the proper folder or subfolder for the document type. In this example, we have chosen the Relevant

Communications folder.

Select Folder X

B Index

w01 Trsl Mansgement
0101 Trisl Oversght
01.02 Trisl Team
01.03 Trial Comwritiee

01.04 Mectings

S FPEER

01 .05 Genennl

|& 010501 Rebewant Commurications |

8 1010502 Tracking Hormation

8 1 010503 Other Moeting Materil
B 1010504 Filenote
02 Central Tral Docurents
03 Regulatory
05 Site Mancgement_Tost
O4 IRBJIEC and other Approvak
06 IP and Tial Supplies
07 Safety Reporting
0€ Central and Local Testing
07 Third pardes
10 Data Management

11 Statistics

Suagng

PREEREREREREEEREDR

Rejected Documents

pexsecod]_ox || coea |

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.

DOC TYPE FIELDS

This will allow the user to determine which metadata fields are associated with any given document type. These values
can be assigned to a specific document type or they can be inherited from a folder level.
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o If the field is marked as ‘Visible’ then it will be displayed in the metadata field when the chosen document type
is assigned to a file.
e If the field is marked as ‘Required’ (which can only be done for Visible fields) will be required for any document

coded as the related document type.

Profile Doc. Type Fields Bulk Fields Update Default Values

(] Inherit from 05.01.0 # Tools - |Field name. . Q
Title = Visible Required
Amendment ltem Number m

Categaory [ [
Cloned From

Comments [ ]
Confact

Copied to linked rooms date ﬂ

Country m

Date Type [ r]
Deleted By Id m

Deleted Date u

Disable auto Document Name m

Do not Distribute u

Document Cloned

Document Clened u

Document Date [ [
Document Description [ ]
Document Owmer m

Document Status u

@) Options that appear greyed-out cannot be modified

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 *
Document Types Management
W Modify Document Types  #" Modify Categories 4 Import 3 Export
By Category v o Document Type Auto Naming Rules
bR, AR Bocussnt Tipes = General ed Category - 76 Document type(s)
(1) 88 General ed
= L 2 111 Gen special form
5} M Country
5 @ Investigative Site L E 2193 validation general $$DP.$$CountrylSO3$$$$$$...
) @ first category L 3 approveroutel
@ @@ second category B audit 1 _$$DP.Document Type$$_10
© 8 third category @ audit 123 _$$DP.Document Type$$_10
@ @@ Field validati t
E Y @ audit 2 _$$DP.Document Type$$_10
(©) B8 Field validation category 2
=T B audit 333
J M validation category 1
@ @ validation category 2 B autoname with attach $$RP.Sponsorld$$_$SRP.Regi...
¥ Complex criteria 1
@ Complex criteria 2
L 111 Gen special form\copy
L 111 Gen special form\copy\copy
L custom form validation
? Custom general $$DP.$$CountryName$$$5$...

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 Documnent Types Management

For additional instructions regarding adding a document to the list of required documents for the study, please see the

section on Required Documents.

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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yDocument Types =~ 4 import & Export | " Mass Coding @ Delete B Add to Required Documents Change Log ¢ f X v

y v Document Type Auto Naming Rules. Profile Doc. Type Fields | Bulk Fieids Update
3 Investigative Site Category - 1 Document typefs)

% 1S Closed 1

Short Name:

IR8 Docus

Document Type i: @

Category:
Auto Name Rules
Related Tor
RSN Related Folder
W 15 Closed 2 n
1S Closed 3
W 15 Closed 3 Due Date: @
Phases / Milestones
Site Milestones
Investigative Site Status: @

Include in Monitoring Visits

W 1S Maintenance 2

REFERENCE METADATA

The standard set of TMF metadata is ‘mappable’ from Trial Interactive document types but it has not been available

directly in the User Interface. Providing this information allows for better metadata exports and improves classification.

For eTMF rooms, this metadata is now included with each document type in a set of virtual fields. Fields now include:

e Zone
e Section
e Artifact

e  Sub-Artifact
e Index Number
e Description

e Instructions

These fields will simplify the full implementation of sub-artifacts, particularly important for the TMF Reference Model

v3.2.

Additionally, when selecting a document type, the Instructions field is now made available as flyover help.

Finally, these fields are all fully reportable and are made available in standard views, grid view metadata exports,

standard reports, and archives.
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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.

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.

Click the Default Values tab.

Click the Add button. The Field textbox activates.

Click the dropdown arrow at the right end of the box.
Select the necessary custom metadata field from the list.

Set the field’s default value by typing the value in the textbox.

o vk w N R

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

established.

Profile Doc. Type Felds Bulk Fields Update Default Values

© Add | @ Delete
Field Default Value

COMMON CONFIGURATION

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

Training Room 1 ~

Settings
Search Q| [« | |§ About | Common Configuration *
h = Do not allow selection of main document type if there is a sub type for it
v
el Document Types Sorting ® Logical O Alphabetical
W Document Types Management C:xc‘e;’ﬁ
Allow edit fields with default value assigned

v B Required Documents
B Required Documents

A Amendments

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 93 of 468



T R |

l INTERACWAIVE Trial Interactive v10.4.2 User Guide Version 1.0

¢ Inthe 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.

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

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

e 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.

e If you make any changes in this panel, click Save at the bottom of the panel.

Required Documents

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, 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.

1. Navigate to Navigation Grid -> Settings Module

2. Select Required Documents from the menus on the left.

Refer to the screenshot below showing the options under Required Documents:
R 2 coorcsommens |
B Required Documents

A Amendments

¥ Export

Required Documents can be defined for the following:

e AllSites
e  Country-Specific

e IRB/EC
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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 or Delete a Required Document to the category selected from the left pane.
b. Assign Milestones to selected Required Document Types.
c. View the activity log of the selected category from the Change Log

d. Once a Required Document is added, it appears in the Document Types Grid.

I - Settings Q searct Oidd~ A ® Arya Stark ~
*, Q| [« | W Avout ] d Docu

REB/EC Specific = General  Document Types
OAdd ©@Dekete .+ Assign Milestone Change Log

Document Ty. Category Languages Contact © Required For

Co-nvestigato... Sit

L] Chinical Trial A Investigative Site  (Not Set) Principal Inves...  Site Activation;

Informed Cons.

*  Interim Monitor

Principal Inves

ADDING DOCUMENTS TO THE LIST OF REQUIRED DOCUMENTS
1. Click the relevant tab from the left panel of the Required Documents menu.
a. For Country and IRB/EC documents, pick the relevant country or IRB/EC.

2. Click ‘Add’ from the top ribbon bar of the Document Types window on the right. Here, Refer to the screenshot
below:
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R About B Required Documents *
| | Country Specific | IRB/EC Specific General | Document Types
' # of Docs © Add [ Change Log
C 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
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
PI 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:

| Required Documents

Documents to be submitted by all the sites

Required For:

To be submitted by:
Site Activation

Search Q
w & All Document Types
¥ B Investigative Site
» % OJ 01 Trial Management
v ® (4 02 Central Trial Documents
v % (J Product and Trial Documentation
v % O Protocol
% O Protocol
% O ProtocolQC .

Principal Investigator v
(O eTmF 1 contact type selected @

Languages:

French N

1 language selected @
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Click the 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 folder appears.

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.

From the dropdown menus to the right, if necessary, select:

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

documents

b. Languages- Select the language from the list to be applicable to the Required Documents.

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

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.

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.

DELETING DOCUMENTS FROM THE LIST OF REQUIRED DOCUMENTS

To delete a Required Document:

1.
2.

Click All Sites tab from the left panel of the Required Documents Panel (page 175).

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

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

below:
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I About a Required Documents *
Country Specific | IRB/EC Specific = General Document Types
En e © Add + Assign Milestone [ Change Log
C Document Ty... Category Languages Contact © Required For
+ CLIA Certificate  Investigative Site (Not Set) Co-Investigato Site Activation
Clinical Trial A...  Investigative Site Principal Inves... Site Activation;...
Completed CRF  Investigative Site (Not Set) (Not Set) eTMF
L ] 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
Pl 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 th tes 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.

AMENDMENTS (SSU ROOMS ONLY)

In the Amendments panel, Administrators can add, edit, and delete amendments. This functionality is only available in
rooms with Study Start Up enabled and these amendments can only be tracked from within Study Start Up. For users
with rooms that do not have SSU enabled, we recommend using the Event Manager function if it is enabled in your

study room.

The Amendment function will provide a list of documents associated with the amendment that need to be collected.

Training Room 1 « A
o search © Add ~ A 19, tark v
Settings Q _
P Q (« t A Amendments Management *
. |0 O
Title Description Amendment D... Number of Re...
> General Integration
» Yogi Amendmendt 04 Mar 2020 1
» B Documents
» Test for Job Ald 30 Nov 2018 2
» % Document Types
» Protocol Amenament 2 This feature currently (v9.2) ONLY works in SSU moduie 31 Oct 2017 4
v B Required Documents
» V17 update 10 protocoi title 01 Apr 2018

B Required Documents

A Amendments

Follow the steps below to add a new amendment:

1. Click the ‘Add’ button from the top ribbon bar. The Create Amendment window will open. Refer to the
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screenshot below:

Create Amendment X

Amendment Date -

A Reguired Doouments

wred For « Lntity Name Categoey Document Type Contacts

2. Fillin the required details.
3. Click on the ‘Add’ button under the Required Documents panel.
a. The Required Documents window will open for you to indicate which documents will need to be

submitted for the amendment being created. Refer to the screenshot below:

Create Amendment X

Required fields are marked with an asterisk (*

Mitle: *

Description

il

Amendment Date: *
~/Required Documents
© Add
O Required For ~ Entity Name Category Document T... Languages Contacts ©

[Ccreate ][ cancer |

4. Inthe Required Documents window, first use the dropdown menu at the top-left to indicate which group the

amendment impacts:
a. All Sites

b. Specific Sites
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c. Specific IRB/EC

d. Specific Country

Required Documents x
All Sites
Specific Site
Specific IRB/EC
Specific Country

Required For: Documents to be submitied by all the sites

te N Principal Invest Search Q

alte

+ & All Document Types

» B Site

Required For: To be submitted by:

Trigger Criteria: Languages:

5. Select a document type and press either ‘Add’ if you need to add another document type or press ‘Add & Close’
if you are done selecting document types to be associated with the amendment.

6. The amendment can be edited later on by double-clicking the amendment in the list or by selecting the
amendment and pressing the Edit button.

7. To delete, click the Delete button or right click on the amendment and click Delete.

EXPORT REQUIRED DOCUMENTS
In this menu, Administrator users can export either All Required Documents or Selected documents. Refer to the

screenshot below:
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sss Training Room 1 -
- Settings
Search Q| [«] | & About A Amendments Management ¥ Export *

-

B Forms Settings

>< General Integration

» B Documents

» W Document Types

~ B Required Documents
Required Documents

A Amendments

Required Documents can be exported in two ways:

1. Select the ‘All Required Documents’ option to export documents from all document source categories.
2. Select the ‘Selected documents’ option to indicate which documents should be exported.
a. The Export window opens for you to choose from Amendments, Site Activation Requirements, or eTMF

documents.

Refer to the screenshot below:

Export x

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

| Document Source

eTMF
Site Activation

Amendment #1

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

c. A new Export window opens for you to select required Entity Types and Categories.

Refer to the screenshot below:
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Required For Categories
-1 -~

(] Al Sites

[« Prevous LSS ~Cancer

3. Click Next.

a. The final Export window will open for you to review the chosen criteria.
Click ‘Previous’ to make changes in the selections or click ‘Next’ to continue.
Press the ‘Export’ button to export the list of documents selected.

A notification will display indicating that the job was completed successfully.

N o u »

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:

Exported Required Documents Training Room 1
| Required For | Requirement Level | Entity | Category | Document Type | Contact Type Language
#THF LT Investigaims Ste 02 Coniral Trial De D 3 dConser ongen Fom Frincipal ivwestguor
#THE LT v |55 [ vg Fiepor o |
(e THE (Al 1 I |5 g Vi il por |
oW LT 5w S M ol oo FORTS T2 otm FORTSTE Frincipal rwestgaor
TR LT | T [ Sas Manags g P Sigranee Fage |P
TR L ETT |55 M, upiSee Signane Sheeils B I
»THF LT v [0, Diwta CaprueiFinal Subpect DataiCompleted CAF |
_(YNF _MS‘O! 1 _"“
(e THE (AN | [Inwestigatve See |BECerurdl ard
T LT = 1 Taal L A
T THF Sne Acmaton AiSaes | T [O5Sas Munage wupiSne and St Ch £ onse
#THF, Sae Actwanicn LT See |05 S uph igaice C = ; Sub-lwesiigaio
#THF, Sae Actwanion LT Inwestgaie She |05 Contral andLocal Testing CUA Contiicane [Iowestigaice
(#THF, See Actmation (Al Sans 1 I |05 up |Principal irvessgator
«THF. Sre Actuation Al S W % uph o rticuam Vit se W] Curicuby ol
(TR Se Actmration LT I Tirweang [0 Se Manay gz
[#THF, e Activaion LT | |5 S Manages uptChnical Trial Agr Brecal Tr [Frincipalirwestgamor
Countries

When a study includes investigative sites located in different countries, those countries need to be added to the room.
As a result of this, country-specific folders will be set up in the room’s folder structure to accept and store country-
specific documents and users will be able to choose the appropriate country when setting up new investigative sites in

that country.
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COUNTRIES SETTINGS
Trial Interactive allows administrators to make changes to Countries Settings from this page.
Follow the steps below to make changes to the country settings:

1. Navigate to the Navigation Grid -> Settings Module

2. Go to the Countries settings from the left menu of the settings page.

Refer to the screenshot below:

- Training Room 1 =

Q, Search © Add =

Settings
kearch Q| [« | l About Document Types Management K Countries *
* | ©Add
r W Document Types =
L Country Name - Language
W Document Types Management Canada English, French
E Common Configuration
9 Hungary Hungarian
Required Documents
India Hindi, English

r @ Countries
Italy Italian, German, French

[I Countries
Korea, Republic of Korean, English

B Template Folders

Spain Asturian, Catalan, Spanish, Basque, Galician
B Commen Settings
United Kingdom English, Irish, Welsh, Gaelic, Comish
I8 Investigative Sites
United States English
@ IRBIEC
Zimbabwe English, North Ndebele, Shona
= Email

= 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.

Add Countries
Follow the steps below to add countries:
1. Click Add from the ribbon above the country listing.

a. The Create Country window will open.

Refer to the screenshot below:

Create Country

=1
Country:* [Denmark [" | i

Room Contact #

Create

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

select from.
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3. Select the name of the country to be added. The name of the selected country populates the Country field.

4. |If there is a 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 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’ at the top of the
Countries window.

2. The Edit Country window will open. Refer to the screenshot below:

« Hungary

(888) 555-1212

Read Only Members: Ecaull 0 USer(s) st

Jnited Kingdom of
Full Access Members G

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

ps)

3. Click Study Contact# field to change the information.
4. Click Select next to any of the listed groups in order to add members.

5. Click Save.

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 at the top of the Countries window. The country name(s) will delete automatically, without

giving you a warning.
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e Note: 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.

TEMPLATE FOLDERS

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

specific documents.

sse Training Room 1
= Settings

%

Search Q| («| | Ik About Document Types Management Ik Countries I Template Folders *

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

B Template Folders

B Common Settings

e Note: The details necessary for completing this stage of the room configuration come from the Configuration

Manual. The folder structure is often consistent, but it is always study specific.

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.
2. Click the ‘Add’ button 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.
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Training Room 1 «

Settings
Search Q I Submission Profiles Status J E-Signature | E-Signature vendors | Template Folders *

» ® Document Types

» B Required Documents

» @ 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 » = 05.04 Site Management

& Contact Types » W 05.05 General

& Submission Profiles Status um

& Template Folders

& Investigative Sites Status

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.

I About Document Types Management I Countries I Template Folders *

J Add can | @

)

D
D
(T

v & Index Root
» B8 04.01IRB-IEC Trial Approvals
» B8 04.02 Other Committees
» B8 04.03 Trial Status Reports
v & 04.04 General
B 04.04.01 Relevant Communications

ui 4.04.02 Tracking Informatio

B 04.04.03 Meeting Material

B 04.04.04 Filenote

Deleting Folders

Follow the steps below to delete folders and subfolders:
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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 will disappear from the index structure.

e Note: Folders that contain subfolders or documents cannot be deleted.

COMMON SETTINGS

In the Common Settings window, you can:

Enable or disable the Template Folders.
Edit the Root folder name.

Change the Sort Order, the place in the room's index structure where the Country Management folder appears.

P W N PR

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:

asa Training Room 1 ~

= Settings

Search Q| [« | I§ About Ik Common Settings *

— e e g ———

» B Required Documents

- [0 coes |

B Countries

B Template Folders

K Common Settings

Investigative Sites

By clicking the Investigative sites menu, the Administrator can access panels that control settings related to generic

components for each investigative site for the study.

GENERAL SETTINGS
e 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.

In order to set the general investigative site settings, follow the instructions below:
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Investigative site |[##Countryz= ##SiteNumbers= ##Principalinvestigators

naming pattemn: =

You must use one of
these insertions in the
template
#Principalinvestigatord
#PrincipalinvestigatorFirstName##
##PrincipallnvestigatorLastMName##,
#tSiteMumbers#
#nstitutionMames#

#HCountry#s
Root folder name: = |Site

Sort order:* |3

Site folders: () Do not create site folders for new site

L

(®) 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

L

W

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 0 user(s) selected, 0 group(s) selected
Members:
Default Readers 0 group(s) selected
Groups:
Default Editors 0 group(z) selected
Groups:

(] Enable site users and site user template security

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

a. An Auto Name Rules window opens.
b. 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 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:

#iCountry## #iSiteNumber ##Principallnvestigatord# - Additional wording can be typed here as
well and will display exactly as entered

Preview

USA 001 John Smith - Additional wording can be typed here as well and will display exactly
as entered

Available Templates:

Hardcoded Functions

Inzertion Description
#EPrincipalinvesiigators® Principallnvestigator
#2PrincipallnvestigatorFirstNamess PrincipallnvestigatorFirstiame
#EPrincipallnvestigatorLasthamez PrincipallnvestigatorLastMame
ZESiteMumberss SiteNumber
EEinstiutionMamesE Institution Name

Insertion Description

| OK ] Cancel |

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.

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.

Once the naming pattern is set up correctly, click OK at the bottom of the window.

In the next available field, set the Root folder name. 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. Clickin the field.

b. Type the root folder.
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.
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a. Click in the field.
b. Type the number order where it should appear in the index.

8. The next area contains three radio buttons for Site folder creation in the eTMF. Click the option that fits your

needs.

Site folders: Do not create site folders for new site
@) 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

e Note: Hover the mouse over the question marks in blue circles for more information about specific options on the

screen.
Site expiration |10 v
reminder, days
before: -
E}’.r‘iril‘lg Sites 0 uzer(s) selected, 0 group(s) selected @

notification recipients:

Enable Default Access Rights

Default Access |Full Access w
Rights:
Default Access 0 uzer(s) selecied, 0 group(s) selected
Members:
Default Readers 0 group(s) selected
Groups:
Default Editors 0 group(z) selected
Groups:

[] Enable site users and site user template security

9. The ‘Enable site users and site user template security’ option is most typically enabled in elSF rooms where

strict site security must be maintained. For additional information on these settings, please see the section on

Investigative Site Template Folders.

10. 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. If your study room does

not include Study Start Up, this menu will not appear.
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Settingsl
earch Q| (%] | [§ About | Study Start.-Up settings *
» B Required Documents
» @ Countries

w (& Investigative Sites

& General Settings

& Study Start-Up settings

vorkflow in Study SIA":UL@

& Contact Types to a Site after activation @ pass approval process. g:an-mial
documents will be published o the eTMF when the
rmission Profile: site is activated. Any documents approved afler the
Submission Profiles Status KA site activation will be published fo the eTMF as soon

Template Folders as they are approved

Investigative Sites Status

contact type(s) selected @

CRA Visit Status

s) selected, 0 contact type(s) s

Regulatory Approval Status list

3
1Y
b
& CRA Visit Types
e
b
&

Communication Types Site activation title: *

e Allow users to select the documents which should be published to the eTMF
o When this is disabled, SSU will automatically move all documents over to the eTMF upon site activation.
o When this is enabled, the user who activates a site will be able to choose which documents move to the
eTMF upon site activation.
e Do not publish the documents to eTMF when the site is activated
o When enabled, SSU will not move any documents to the eTMF.
e Essential Documents
o Essential documents are those required for site activation as indicated in the room’s Required Documents
settings.
o These options tell the system whether or not the essential documents being moved to the eTMF should be
subject to the QC Workflow or if they should be brought in as final documents.
e Non-Essential Documents
o Non-Essential documents are those not required for site activation as indicated in the room’s Required
Documents settings.
o These options tell the system whether these documents should be included in the SSU QC Review process
or in the eTMF QC Workflow.
e Allow Paper Documents
o When enabled, SSU will accept metadata-only entries as acceptable proof of documentation.
e The Regulatory Approvers are discussed more in detail in the SSU specific settings but users and groups added to
this area will act as global regulatory reviewer users in Study Start Up.
e Site activation email recipients will receive an email whenever a site is activated in SSU.
e Complete amendment email recipients will receive and email whenever an amendment’s documentation

requirements are complete.
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CONTACT TYPES

In order to set up the Contact Types for the room, follow these steps:

Click Add. The Contact Type field becomes active.
Type the contact type name.

Hit Tab or Enter.

Click the field in the Group column to make it active.

Click the far-right edge of the field to activate the dropdown menu.

o v kA W N R

Select the group title from the list.

Settings
L .y Abost B Ry At U selingy B Contact Types

Comact Type - Group

» B Required Documents

» @ Countries

Backup Study Cocedinator Backup Study Coordinator

Clinical Research Program Manager Othwee
B Study Stat-Up settings

Ihe Bt 2ty Start
I & Contact Types B Ao B Sty St
: octact Add Dedato
B Subenission Profles Suntus S o o
z Contact Type «
& Template Folders Laboeatory Contact
- Back Coording
. Pharmacy Contact
al Research Program
a Princpal Investigator
Phic
B CRA Vist Status Requlatary Contact Reguistory Contact 1 Contact
& Regulatory Approval Status list Resaacch PM Othe |
B Commusication Types Ske Activation Specialist Stan-Up Speciaist Pharmacy Contact
B Issues Sponsor Contact CRA Principal Invessigatoc

Additions and changes made here are saved automatically.

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
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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.

- Training Room 1 «
- Settings
Search Q| [« | | About Bl Submission Profiles Status *
» B Required Documents =
@c Display Name System Status
» ouniries
Pending Pending
+ (8 Investigative Sites
Submitted Submitted
B General Settings
Deficiencies Found Deficiencies Found
B Study Start-Up settings
Approved Appr
& Contact Types e
& Submission Profiles Status |
E Template Folders

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

Configuration Manual.

1. Click Add to create the first folder to the Investigative Site index structure.

TrainingRoom 1 «
Settings

Search Q! |«| | |§ About | Submission Profiles Status J E-Signature | E-Signature vendors | Template Folders *

» % Document Types - _ Edit Delete
]

v | ex Root

v

Required Documents

» @ Countries » m 05.01 Site Selection

4
5

A Investigative Sites » m 05.02 Site Set-up Documentation

& General Settings » W 05.03 Site Initiation

B Study Start-Up settings » W 05.04 Site Management

& Contact Types » W 05.05 General

g g Ne older]
& Submission Profiles Status

& Template Folders

& Investigative Sites Status
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Type the name of the first folder in the available field.
To add another folder at the same index level, click the Index Root folder and click Add.

To add a subfolder inside a folder, you have already created, click the name of the new folder and click Add.

i & W N

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.

Template Folders

Add

« & Index Root
w T, 01 Trial Management
+ ¥, 01.01 Trial Oversight
¥, 01.01.06 Recruitment Plan
T, 01.01.08 Monitoring Plan
%, 01.01.11 Debarment Statement
T, 01.01.14 Audit Certificate
¥4 01.01.15 Filenote Master List
+ Y 01.05 General
¥, 01.05.02 Tracking Information
T, 01.05.04 Filenote
+ ¥, 02 Central Trial Documents
+ T 02.01 Product and Trial Documentation
¥, 02.01.02 Protocol

¥i. 02.01.04 Protocol Amendment
Restricted Site Perzonnel Folder

(Mot Specified)

Staging Folder
(Mot Specified)

) The Restricted Site Personnel Folder and the Staging Folder should not be the same folders
The Staging Folder should not be a subfolder of the Restricted Site Personnel Folder

¢ In elSF rooms, this is also where site folder security rules are created and maintained. These security rules are laid
out in the configuration manual and should be adhered to throughout the study. If changes need to be made,

please work with the Trial Interactive Service Desk.
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In this panel, Administrator users can edit the Display Name of the investigative site status.

e  Click the ‘Edit’ button on the top or double click on the specific display name to edit.

e Site statuses can be enabled or disabled as well. Double click on the Yes or No entry to change the value.

= Training Roo
it Settings

' Q) | m About . gative S
» % Document Types =i
Dis; Name
» B Required Documents
Pending
» @ Countries
Active
v (8 Investigative Sites
Rejected
& General Settings
ISeteaed ]

B Study Stant-Up settings

& Contact Types

& Submission Profiles Status

B Template Folders naninence

| & Investigative Sites Status Closed

& CRAVisit Types

& CRAVisit Status

System Status

Pending

Selected
Terminated
Non-participating
Maintenance

Closed

Q Search © Add A @ Arya Stark =

Enabled
Yes

Yes

CRAVISIT TYPES

The visit types maintained in this area are available to CRA users in the CRA Reconciliation module. 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:

Create CRA TM Reconciliation

Required fields are marked with an asterisk (*)

Visit Date: * 20 Jul 2017
Investigah'vel Site: * trial
Visit Summary: *

Documents missing in Site
Binder:

X

(<] m

For visit types to be populated in the dropdown, as shown above, the administrator will need to create visit types in this

panel.
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Training Room 1 «

5 Settings
Search Ql [«| | [§ About | |nvestigative Sites Status I CRA Visit Types *
» & Document Types - / Edit @ Delete
» B Required Documents 'CRA isit Type -
» @ Countries U !
v (& Investigative Sites cov
& General Settings IMV
B Study Start-Up settings IMV/ICOV
& Contact Types PSSV
& Submission Profiles Status SIvV
E Template Folders SIViiMV

& Investigative Sites Status

CEC— >

1. To add a new visit type, click the Add button at the top of the portlet window.
2. Type in the desired term and press Enter.
a. Changes made here are saved automatically.
b. These visit types automatically appear in the dropdown while creating the CRA TMF Reconciliation
Report.
3. To edit 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

COMMUNICATION TYPES

Communications are tracked in the Study Start Up module. The Communication Type labels that mark individual
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communications in a study are set up in this menu by Administrators.

1. To add a new Communications Type label, click the Add button. An empty test field opens.

2. Typein the label. By default, the new communication type is not Enabled. Refer to the screenshot below:

B About B Communication Types *

# Edit @ Delete

Communication Type - Enabled

New Type ™ q

Yes

3. To enable the label for use in the study, double-click on the value in the ‘Enabled’ column. The field will
become 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 Administrators.
1. Click Add. A text field opens.

2. Type the description of the issue in the field.

3. Press Enter. The changes are saved automatically.
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N Training Room 1 ~
Settings

Bearch Q| [« | | About B lssues

e =

ire men
b B Required Documents Issues -

» @ Countries Expired Documents
w 8 Investigative Sites Missing Signature

B General Settings Poor Quality Scan

hsRidy;Siart-tp sefings These are SSU approval lssues; NOT eTMF workflow issues
i Contact Types
i Submission Profiles Status

i Template Folders

e

ke

4

]

B Investigative Sites Status
& CRA Visit Types

& CRA Visit Status

& Regulatory Approval Status list
t

i Communication Types

B Regulatory Packet Options

REGULATORY PACKET OPTIONS

In this menu, 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 Tl 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.

R About R Regulatory Packet Options *
Send packet as @ None
Links
Attachment
Regulatory packet default name:* Reg. Packet
(4 ) You have to update titles of all regulatory packet related fields in the forms settings after regulatory packet renaming
4~ Undo Save button will ONLY become wisible if you have made any changes.

IRB/EC Settings

The IRB/EC organizations associated with the study will normally be identified and configured upon room creation.
However, additional IRB/EC organizations can be added, edited, or deleted as needed from this menu.
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In order to add a new entry, use either the ‘Add’ or ‘Add existing’ buttons. The ‘Add Existing’ button opens a list of
organizations stored at a domain level. Simply locate the appropriate organization and press the OK button to add them

to the room list.

The ‘Add’ button opens an interface for creating a new entry. Complete all required fields, as well as any available
optional information, and press OK to create the new record in the room list. Some of the more advanced predictive
reporting features of Study Start Up are dependent upon the non-required fields listed in the window as the allow the

room to predict site activation based on the approval cycle, buffer time, etc. associated with the approving organization.

Email Settings

EMAIL TEMPLATES
Generic email templates are preloaded for a room when the room has been cloned. Follow these instructions to make

changes to any of the email templates.
1. Select the Template type from the dropdown menu.
2. Edit the fields as appropriate.

3. Click Save.

Refer to the screenshot below:
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R About R Email Templates ™
emplate type: * Data Room Legal Hold Reminder IL
ubject: General
. Data Room Legal Hold Reminder
<>  Times New... E|

Legal hold on this st A

Room Name: ##Ro(
Domain Name: #:D
Legal Hold Start Da
Legal Hold End Dat

Existing Participants Invitation

Mini Newsletter Notification
New Participants Invitation
Newsletter Notification

Potential Investigative Sites Notification

Version 1.0

Task Reminder Email

Please follow the link

Link to list of availabl  audit Query Review Feedback

CRA Reconciliation Review Missing Documents Notification

nsertions: Room Name

ROOM LEGAL HOLD NOTIFICATIONS SETTINGS

¢ Note: Super Administrator users from the Tl Service Desk can put a Legal Hold on Rooms when required.

R Room Legal Hold Notifications *

m 1 user(s) selected, O grou

Motification offset (days): 3

R About

pls) selected

Motification recipients:

Mumber of days before the legal hol

d 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.
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NOTIFICATION PREFERENCES SETTINGS

The Notifications settings section allows users to specify the email notifications they would like to enable for the study

room.

1. Enter the Mini newsletter frequency with which the Mini newsletters will be sent to subscribers. Refer to the

screenshot below:

3 WP sy 11 Hioeheation

2. In the Subscription panel, enable the appropriate notifications that will be available to the room’s users.

e 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 users to subscribe to related notification.
o Default: This subscribes all users to the related notification by default but with the possibility to

unsubscribe.

o Mandatory: All users get automatically subscribed without the possibility to unsubscribe.

NOTIFICATION COLUMNS

The Notification Columns are related to the list of fields which will be included in notification emails for notifications

that the user wants to receive.

The Notification Columns are available for the following categories:
e  Workflow
e  Workflow Query
e Audit Query
e  Start-Up.
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Refer to the screenshot below:

Review Stage

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.

Document Template Settings

E About i= Document Templates

Add

[ Template Name Description Category
& 1s72 All Sites
H Test Specific Site

In 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.

Follow the instructions below to add a new template document:
1. Click on the ‘Add’ button above the grid area.
a. This will open the Add Template window.
2. Upload the relevant file.

3. Give the template document a name.
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4. (Optional) Give the template a description.
5. Assign a Collection Type to the document using the dropdown menu.
a. General: This is more applicable to Collaborate or Docs type rooms where new SOP documents are
created, reviewed, and approved.
b. Regulatory Packets: This is applicable to rooms where SSU is enabled. Choose this option if this
document should be sent out with the regulatory packet.

c. Monitoring visits: This option is appropriate for Collaborate rooms integrated with our CTMS solution.

These files can be used in generating documents related to monitoring visits as created and planned in
the CTMS.
6. (Optional) Choose the appropriate document type.

7. When you have entered all required information, press the ‘Create’ button.
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Add Template x

Required fields are marked with an asterisk (*)

Template File: * C:\fakepath\Financial-Disclosure-Form. pdf Q
Template Name:* PI FDF
Description:
Collection Type: * Regulatory packet v
Category: = (O General
(&) All Sites
() Specific Country
(O Specific Site
D t Type: Site'05 Site Managementi05.02 Site Set-upl05.02.10
P Financial Disclosure Ferm\PIFDF

Croat

Reports Settings

HEATMAP SETTINGS

Trial Interactive has the ability to display cross-room metrics in the KPI Dashboard, accessible from the Home screen.

The KPI heatmap is color coded so that metrics which are out of the acceptable range are highlighted. The values
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associated with those metrics are controlled here. Double click on any setting to edit the value.

Target Period (in days):= |10

Heatmaps

Under Clarification Documents

Published Documents

Rejected Documents

Resolved Queries

Pending Queries

In-Progress Queries

Deleted Documents

Documents Published within Business days cycle time

Documents Published outside Business days cycle ime

Documents Published outside Business days cycle fime with Queries raised

All Documents (Published & In-Progress) outside Business days cycle fime

Documents Passed In Quality Review

Workflow Settings

In Workflow Settings, Admins set up important details like workflow statuses, issues in the workflow, timeline, and
members of the workflow group. The workflow configuration is laid out in the room’s configuration manual and is set
up upon room creation. It is highly recommended that any changes to the room’s workflow settings should be done by

the Trial Interactive Service Desk.

It should be noted that there are some functions associated with the workflow which are not available to users below
the level of Super Administrator (Service Desk Personnel) and that attempts to alter a room’s workflow without the
appropriate training and access may result in the loss of data and documentation or the unintentional exclusion of

documents from the QC workflow.
To access the Quality Control Settings:

Navigate to the Navigation Grid = Settings 2 Workflows.

COMMON SETTINGS

Admin can adjust the following in the Common Settings area:
e Common Configuration
e Default Ranges Configuration
e Timeline Configuration

e Issue Email
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e Rejection Email Configuration
e Query Reminder Configuration

e Auto-Claim Configuration

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.

# | Common configuration

Rejected documents folder: 23 test folder n

Default ranges configuration: Here you can specify date ranges that would be applicable to your workflow.

e Tlacknowledges 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.
e These values will serve to populate the related dropdown menu during workflow creation, and you may choose

a value as appropriate.

Refer to the screenshot below:

| Default ranges configuration

Review due date range (days): - 10;5;3
Review reminder range (days): 5:3;2:1
Review release range (days): ° 11:6;4
Escalation frequency (times): 3:2;-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.

1. Review due date range (days).
a. Here you specify the days when the review would be due after claiming the documents for review.
b. 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.
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2. Review reminder range
a. Here you specify the days before the due date when emails would be sent out to the reviewers
reminding them of the pending review.
b. 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.
c. Inthe screenshot above, the Reminder schedule is 5;3;2 which means:
i. thereviewer will receive reminders 5 days before the due date,
ii. then 3 days before the due date,
iii. and then 2 days before the due date if the reviews are pending.
3. Review release range days
a. Here you specify the days after the claim when the documents would be automatically released from
the reviewer’s claim list.
b. The Auto release date is always greater than the due date.
c. It will not allow you to select a value less than the due date.
4. Escalation frequency
a. Escalations are reminders about not completed reviews.
b. During workflow creation, an escalation group needs to be specified who will receive notifications
about escalations.
c. Here, you specify the timeline for escalation notification frequency.
5. Query reminder date range
a. 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.

b. 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 |4
Reminder days |
Baloacs Aate x
Release date v

X |wv

Escalation frequency

Clarification auto release [0

period

e If you specify values in the timeline, the values will be automatically set for you at the time of workflow
creation.

e If you happen to change your mind at the time of creation, you may select values as required as opposed to that
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set in the timeline configuration.

e 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:

A | Issue email

¥ if enabled, document can be added as an
attachment

Documents as 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.

Query reminder configuration:

From here, room Administrators can configure a schedule by which reminder emails will be sent. Refer to the

screenshot below:

A | Query reminder configuration

Query reminder days: |26 21; 14, 7 v

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:
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A | Auto claim configuration

Allow workflow stage auto claim: (7] ¥ If enabled, documents will be auto claimed if
they met auto claim conditions

Auto claim lead time (days): (7] 2 %

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

by the system and assigned to the reviewer.

CREATING THE QUALITY CONTROL WORKFLOW

To create a Quality Control workflow follow the procedure below:

1. Click the Add button from the grid.
a. The Workflow Editor window will open.

Refer to the screenshot below:

Workflow Editor 7| %

Wizard

Step 1 of 12: General information

General information
Workflow name: *

Description:

Selection criteria:
All new documents:

Metadata Fields:

Number of approval levels: 10 b
Initial Stage: © Add v
Condition Initial Stage

e

2. Enter the Quality Control Workflow name and Description.

3. The Selection Criteria could be All new documents or only those Metadata fields that need to be reviewed.
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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:[Fler the name for this condition [
© Add Row Start Group | </ End Group | @ Delete Row
Field Name Operator

1. 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 A Edit @ Delete

Condition Initial Stage
Doc uploaded by site contact Approval stage 1
Visit Date Approval stage 1

2. 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:

Initial Stage condition x
Condition name: | Doc uploaded by site contact (7]
© Add Row Start Group End Group | @ Delete Rew
Field Name Operator Vale AND/OR
Contact - P c (Spensor Contact) et AND
Document Type = General\01 Trial Management\Trial Oversight\eTMFFilingPlan AND
Initial Stage condition X
Condition name: Visit Date °
© Add Row Start Group End Group | @) Delete Row
Field Name Operator Value AND/OR
Date of Visit - B8/10/2017 AND

3. 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.

4. Click Next. This leads you to the configuration wizard of the first stage of the workflow. Refer to the screenshot
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below:

Workflow Editor 2[X]

Wizard
Step 2 of 12: Approval stage 1

General information

Stage Name Approval stage 1

Approval stage 1 Approvers || Custom Fields || Notifications || Timeline || Actions
© Delete
£ Name Email

< Previous | usl]  cancel |

5. Change the Stage Name, if desired. Click the Approvers tab. Refer to the screenshot above.

6. This allows you to add users/groups as reviewers of the documents for the particular stage in the workflow.

e Note: It is recommended to add a Group to save configuration time.

7. 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 || Motifications || Timeline | Actions

Status
Status Name Document Status lssue Name

review approved

review declined
review approved with issues
review clarification

review in progress

unique rejected
I
123
Fields L]
Select Field Name Type
wf criteria Text
WrFinitialstagefield Text

[ <provous [ ISN] e |

The statuses are the ones previously created. Click ‘Add’ to add the first status and select the document status from the
Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 131 of 468



K

|TN TERAI\CWAIVE Trial Interactive v10.4.2 User Guide Version 1.0

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.

8. 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.

9. To make metadata fields, as required, available for a workflow configuration, proceed to Forms Settings and
select the Workflow Fields, as required.

a. 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 L
Select Field name Type

4 Submission Date Date

v Approval Date Date

o [ T L T 2 T

b. These checked fields will appear in the Review panel of a document in the eTMF/ Documents module
once a document is claimed for review.
c. Asshown 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.

Document Data: Test Y»

Required fields are marked with an asterisk (*)
Document Format
Popular Document

*| Review History

| QCpolly : Approval stage 1

Status: *

Index position:

- n
[
i

Comments:

Submission Date: E
» =
Approval Date:
» =
Document Version:
- = W B 8 | = Manage Workflow -
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10. Click the Notifications tab.
a. Here, you can allow for email notifications to be enabled for the event names listed.
b. For users who want to be notified only in case of Claim, Release, or Escalation, groups can be added
accordingly.
11. 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.
12. Actions is an optional tab allowing for complex workflow building.
c. It enables a workflow to have a jump. A specific document can jump to a certain stage.
d. For example, a Form FDA 1572 after QC1 review, can jump to a stage 3 review, where Regulatory
Affairs perform a 2nd review on the document.
e. While efficient for complex workflows, it is not required for regular workflows creation.
13. Click Next when all tabs have been reviewed.
f. Repeat similar steps for each stage of approval.
g. Settings may change per approval stage, like approvers, notifications, and timelines.
14. When finished, click Next.
15. The Workflow finish is the last step. Any errors in the workflow will appear here that need to be addressed. If

there are no errors, click Finish when done.

EDITING AN EXISTING WORKFLOW

e CAUTION: Editing of an existing workflow should be executed with caution because any saved changes require a
new and revised workflow to be created.
o Because of this, it is effectively impossible for any user below the level of Super Administrator to edit
an existing workflow.

o If you require edits to your workflow, please reach out to the Tl Service Desk.

DELETING AN EXISTING WORKFLOW

Select a workflow from the list you wish to delete and then click Delete from the top menu.

Deleting an existing workflow will result in the removal of any related status from documents previously processed as a

part of the deleted workflow.

QUALITY CONTROL REVIEW STATUS

Here Administrators can create the review statuses to assign to the document at each stage of the Workflow.
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e 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.
e 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.
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

Select the required Review Status to be edited and click Edit.
The Review Status field becomes editable.

Make the required changes.

P W N PR

Double click the System Status field, click the dropdown arrow, and select the System Status from the list.

Deleting Review Status

1. Select the required Review Status to be deleted.

2. Click Delete.

Security

e Note: Most of the room’s Security Settings are established at the outset of a study and go unchanged throughout
the study. When making any changes to a room’s Security Settings, please communicate them to the Project

Manager for inclusion in the Change Log.

GENERAL SECURITY SETTINGS

From here you can perform the following functions:

e Logout Timer Configuration
e Invite Participants Settings
e Redaction Settings

e Actions Settings
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e PDF Watermark Options Settings
e Document Viewers Settings
e Document Encryption Options

e Confidentiality Agreement Settings

Logout Timer Configuration

Room administrators 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.

1. Adjust the time a user can remain logged in without being active in the study room.

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.

Enter the message that the user sees on the screen when the user is automatically logged out due to an idle

session in the Idle session timeout alert text.

4. 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:* |

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.

Redaction Settings

1. Administrators can choose to enable or disable the Redaction option in the room. Refer to the screenshot
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below:

Use Redaction: |_I

Note: enabling redaction also affects «Document viewers» and «Actions» portlets.

2. Click Save from the bottom of the grid.

Actions

This pane shows the tasks that are enabled for the users in a particular room. Refer to the screenshot below:

Dizplay name System name
o Redaction Redaction
o Study Startup Study Starfup
0 Page Manipulations Page Manipulations
e eSignature eSignature
o Communications Communications
o Document Disiribution Document Distribution
0 Event Manager Event Manager
o Assign Tasks Assign Tasks
0 Document Manager Document Manager
1 CRA Reconciliation CR.A Reconciliation
o Enroll for GL Courses Enroll for GL Courses
1 CRA CRA

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.

PDF Watermark Options Settings

Watermarks can be added to documents downloaded or printed from a study room’s file index.

e  Watermarks are only displayed when a document is not in the final workflow status.

e 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 appearance and position of the watermark. Refer to the screenshot below:
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(] Add watermark on PDF documents

A | Watermark configuration

Watermarks Watermark Pattern

Text #ECurrentDatess #2Cument Timess. ..

[] Display watermark for admin users

[] Rotate watermark if page is rotated

~ | Fomt
Font name: = |Arial v
(] Show all fonts
Bold:
Italic: D
Font size:+ |10 v
Font color:= |Gray v

Mote that PDF watermark that is using a non-embedded font may not be correctly shown in the Tl Document Viewer

| Position | Visibility

(O Header () Foreground
(O Footer (®) Background
(e) Diagonal

1. Activate or inactivate the Add Watermark on documents option by clicking the checkbox.
a. 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 the watermark for Administrator users.
Double-click on the Watermark Pattern to enable editing.

Click on the wrench icon to open the Watermark Pattern window.

v & W N

Select from the available insertions in the “Available Templates” portion of the window.

a. To use one of these insertions, select the point in the Rule Editor where the text should appear and
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w ® N o

10.
11.
12.
13.
14,
15.
16.

then double-click on the desired insertion.
Users can also free-type text into the Rule Editor
When you are satisfied with the pattern, press OK.
Tick the checkbox to Rotate watermark if page is rotated.
Select the Font name from the dropdown.

a. The dropdown list can be extended to include all fonts by clicking the Show all fonts checkbox.

Select whether the watermark text will be rendered as Bold and/or Italic text.
Select or confirm the Font Size from the dropdown menu.
Select the Font color from the dropdown menu.
Select whether or not to Embed the font to the PDF.
Select the Position of the watermark.
Select whether the watermark will appear in the Foreground or the Background of the document text.

Click Save.

Document Viewers

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:

#| Available viewers | Default viewer
() Origina
Tl Document Viewer (® Tl Document Viewer

Single viewer

Tl Document Viewsr

Select the 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 Tl Document Viewer.
a. Itis our recommendation that the Tl Document Viewer be the default viewer. Some document
functionality depends upon the use of this viewer.
Select a Single viewer from the dropdown list if you want to restrict the availability for users.

Click Save.

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:
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#| Enable DRM on documents

EDRM service:

1. Use the checkbox to enable or disable 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.
e Once enabled, you can 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.
e 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.

Follow these steps to enable the Confidentiality Agreement:

1. Tick the checkbox to enable/disable the Confidentiality Agreement on this room. Refer to the screenshot below:
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Enable confidentiality agreement on this room

(®) Show confidentiality agreement first time the user visits the room
() Show confidentiality agreemeant every time the user visits the room
» | Confidentiality agreement text

O Add

Name =

Default confidentiality |[Mo items to display
agreement: *

# | Bypass confidentiality agreement for the following users
O Add

Uszer Name

4| Bypass confidentiality agreement for the following email domains

Add

Email Domain Name

2. If enabled, select whether to have the agreement show only on the first time a user visits the room or every

time a user visits the room.
3. Totype in the text of the Confidentiality Agreement, click Add. A pop-up window appears. Refer to the

screenshot below:
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Confidentiality Agreement Text

—
—_—

Mame: *

<> TimesNew.. v 12pt - B 7 U A

'

1]

il
-
i
.
i

4. Type in the Name of the agreement.

5. Click Create.

MANAGER ACCESS

The Manager role is customizable from this menu. The options listed show potential access rights and privileges

associated with the Manager role. Use the checkboxes to enable or disable these abilities.

e-Signature

VENDORS

The e-Signature vendor available to you depends on the vendor chosen by your organization.

e  Click the Use E-Signature dropdown to select the vendor. Refer to the screenshot below:

Use eSignature:+ | Tl eSignature v

€ In Muliitenant mode additional setfings is under sponsor's settings
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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 Navigation Grid-> Settings-> E-Signature-> Reasons. Refer to the screenshot below:

settings

Create Reason %

2. Click Add to create new reasons.
3. Select a reason from the list and click Edit to make changes in the existing reason.

4. Select a reason from the list and click Delete to delete the existing reason.

PURPOSE OF THE E-SIGNATURE

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

Q) (% | B About B Purpose of the signature * | | Reasons

< o el - 12pt - B J Y A-EH- N EEJF 33

= General Integration
» B Documents Test - eSignature purpose
» % Document Types
» B Required Documents
» @ Countries
» B8 Investigative Sites
@ IRBEC
» = Email
= Document Templates
b B Audit
» A Workflows
» W Security
e # E-Signature
& Vendors
B Reasons
& Purpose of the signature

» [@ Tasks

1. Inthe Right Panel, you can write the Purpose of the e-signature.

2. Click Save.
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Tasks

The Administrator may need to set up certain configurations for tasks in a room.

TASKS
1. Navigate to Navigation Grid = Settings = Tasks = Tasks

2. Define the number of days from IRB/EC submission reminder task option. Refer to the screenshot below:

IRB/EC submission reminder task |2 <
[field] day(s) before deadline:

Enable View by Tag for Tasks: [

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.

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.

Task categories can be created, edited, or deleted through the buttons on the Task Category dashlet. Refer to the

screenshot below:

& About k& Tasks I Task Category *

I © Add
Category -

Client specific
Internal team

Misc

Training

1. Click Add to add a task and press Enter.
2. Double-click a category or select an existing task and hit the Edit button to edit a task. Press Enter after editing.

3. Select a category and hit the Delete button to delete it.

Q&A

GENERAL

The Q&A functions have to be activated in the room’s Settings. These icons will appear only if the functions are enabled
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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 several Q&A options: the ability to delete questions and answers, the activation of Subject Matter

categories, and the activation of questions issue levels.

Q&A Configuration

From here, you can enable and disable the following three options:
e The ability to delete questions and answers.
e The activation of Subject Matter categories.

e The activation of question issue levels.

Refer to the screenshot below:

(] Enable Q&A delete
Enable subject matter
(] Enable Issue Level

Q&A Question Level

From here, you can create a list of issues that are associated with the documents. These issues are then assigned to

Subject Matter Experts who can answer the questions. Refer to the screenshot below:
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s Training Room 1 ~

- Settings
Barch Q| [« | I About FAQ categories =& General o= QA E Question Level *
Required Documents “ | ©Add  Edit @ Delete

@ Countries Question Level ~

iah Priori

{8 Investigative Sites High Priority

® IRB/EC Low Priority

= Email Medium Priority

= Document Templates
B Audit

# Workflows

Y. Security

7 E-Signature

& Tasks

& Q8A

¥ & General

B Question Level

B Q&A configuration

4 Subject Matters

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:

K About FAQ categories o General o= DEA E Question Level *

# 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.
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a. The field becomes editable.

2. Edit the details as required. Refer to the screenshot below:

B About FAQ categories o® General o= DEA B Question Level *

© Add © Delete

Question Level - h

High Priority

Low Priority

Medium Priority

Deleting a Question Level

To delete a question-level:

e Select the level and click ‘Delete’ from the top menu to delete it.

QUESTION SUBJECT MATTER
If Subject Matter was enabled in the Q&A Configuration, 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. Refer to the screenshot below:

-

v & General

B Question Level

K 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:
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ass raining Room 1 - )
= ;:t:iln;sp o Qsearch ©Add~ A
Searct Q [« | W About FAQ categories o General o= QLA I CQuestion Level I Q%A configuration & Subject Matters *
» Required Documents “ ||| subject Matters | S
» @ Countries QaAdd  Edit © Delete | A Add
» 08 Investigative Sites Name - Description L Expert name Email
© IRBIEC A Admin 102 Tladmin102@ti.com
» =@ Email Contracts
iE Document Templates CRA Feedback on Inves
» B Audit Given to FDA
» & Workflows Investigational Product
» W Security Misfiled Documents
» 7 E-Signature Regulatory
» [@ Tasks Safety
v & Q54 Training related training Qs and
v & General
B Question Level
B Q&A configuration
[Ce——

This window consists of two panels:
e The Subject Matters panel from which subject matter categories can be added, edited, and deleted.
e  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

channeled to subject matter experts when the questions are submitted in the room.

To create Subject Matters:

1. From the Subject Matters panel toolbar, click Add.

2. The Create Subject Matter window opens. Refer to the screenshot below:

B t - o 0 3 B 0= S

dback on |

Create Subject Matter x

Name:* [Tl

escription

[ Create ] Cancel |

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.
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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:

=] - - B & @ S

Edit Subject Matter x

Name Regulatory

4. Edit the Subject Matter Category name and Description.
5. click Save.
6. The changes are committed and visible in the list of categories.

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 subject matter, select a subject matter from the list on the left.

1. Click the Name of the Subject Matter.

2. Click the Add button from the Subject Matter Experts panel toolbar.

3. 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.

4. Click the checkbox next to the name of the user you want to assign to the expert role.

5. Click Select at the bottom of the window. The changes are automatically saved. Refer to the screenshot below:
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Select users
Last Name ~ First Name Email Phone Mobile Pho... Organization

i Test12124@ti com ti.com

4 100 Editor ti_editor 100@ti.com ti.com

4 10 Admin Tiadmin101@ti com ti.com

. L] 101 Eddie fi_editor101@ti. com fi.com

4 102 Admin Tiadmin102@t.com ticom

4 102 Editor ti_edior102@t.com ti.com

A 103 Admn Tiadmn 103@t com ti.com

4 103 Editor ti_edtor103@t.com ti.com

A4 104 Admin Tladmin 104@ti com ti.com

A 104 Editor Tleditor104@ti com ti com

4 105 Admin Tiadmin105@ti.com ti.com

4 105 Editor Tieditor 105@t.com ti.com
A 106 Admin Tiadmin 106@t com ti com -
Fage]  tleft (o Displayng users 1.320f 32
[E=mr—s

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.

Removing Subject Matter Experts from Subject Matters

To remove a Subject Matter Expert from Subject Matters:

Click the Name of the Subject Matter.
The list of Subject Matter Experts appears in the Subject Matter Expert Panel.
Select the checkbox next to the name(s) of the Subject Matter Expert you want to delete.

Click Delete from the toolbar.

i & W N R

The names of the Subject Matter Experts is deleted from the list.

FAQ Module

The Frequently Asked Questions, or FAQ Module of Trial Interactive provides a convenient and readily-available place
for your study team to store all commonly-asked questions about your clinical trial. This module may be made easily
available to anyone who has access to the eTMF, Site or Study Collaborate rooms as well as a standard Content

Management workspace.

During a Clinical Trial, so many questions come up from the team. These questions can range from document naming

conventions, instructions on how to classify certain metadata and content, who to contact for specific study
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information, all the way to entries for each Investigative Site providing contact information and other critical
information. If your CRAs, CTAs, and Clinical Document Specialists have access to the right answers your project can run

much more efficiently. Simply click on the FAQ Module and take a look.

How it Works

The FAQ icon in the Navigation Grid allows you to view the list of FAQs. You can reach this page by clicking the FAQ icon
from the Navigation Grid. From this page you may search for any FAQ, or simply view the listing and expand the
answers you require. You can also view by date or category from the index, and also modify the columns and create
your own views as necessary. FAQs, both Questions and Answers, may contain rich text, images, and other information.

Finally, FAQs may be emailed to other users in the room.

ADDING FAQ CATEGORIES

1. Navigate to Navigation Grid > Settings = FAQ

2. Click Add. Refer to the screenshot below:

I 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.
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DELETING FAQ CATEGORIES

1. Select a FAQ and click Delete.

2. Click Save to save the changes made.

The Trial Interactive eTMF Application acts as a central access point to not only Clinical Trial Documents but also to eTMF

Sites, Contacts, eTMF Completeness,

and CRA Reconciliation Reports, reports in the form of Dashlets for all clinical trial activities, and also to IRB Integration

and Potential Sites.

You can access this module from the Navigation Grid in the upper-left corner of the screen. Refer to the screenshot

below.
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TrainingRoom 1 ~

Settings

=

Communication

l#”

CRA : _
Reconciliation Quality Review

* 1

Users
Management

Once you enter the application, you have access to various modules within it and can toggle between them. The

following are modules available from this area of the system:

Dashboard
e Documents
e Translations
e Sites

e Contacts

The menu at the left side of the screen contains a menu bar with all of these options. Users will only see those options

which they have been granted access to see.

Refer to the screenshot below:
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If you click on whichever module is already highlighted, the menu will expand to display labels as shown in the

screenshot below:

Dashboard

Documents

Translations

Documents module

The Trial Interactive eTMF Documents is the central repository for all the clinical trial documents in their original digital
format with Digital Signatures wherever applicable, records, or documents converted from one format to another like

paper documents, images converted to PDFs, videos and recordings pertaining to trials.

Here, you can configure and store 'essential documents' pertaining to clinical trials, view and edit documents
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attachments, manage security privileges on them, import and export documents and their metadata, and mail them to

other users in addition to many other functions.

To comply with eTMF Completeness, you can track the progress right from documents collection to the finalization of a

document. 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:

Clicking the Documents icon in the menu bar at the left leads you to the Documents module. Refer to the screenshot

below:
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search  ©Add~ A ¥y Admin103~
eTMF / Documents Q -
B Document @ Manage Security £ Mass Coding 4 Import~ W Export+ &% Email - Q Enter key e ™ Documents Cart 0 ~ o Layout ¥
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THE ROOM INDEX

e The Room Index consists of folders organized into a tree-like structure starting with ‘Index’ as the root folder.

e The Index consists of parent and child folders and can either be cloned during room creation or created from
scratch.

e No two index structures are necessarily identical and each Trial Interactive room can have a completely
customized index structure.

e Documents emailed to a room’s inbox address are stored in each user’s Inbox folder unless the room is
configured otherwise.

e All documents directly uploaded to the room without any metadata appear in each user’s upload folder.

e Documents which are uploaded with metadata appear in the default folder location, usually the Staging folder.

e Documents can be uploaded directly to other index folders if the room is configured to allow it.

e [f a folder contains subfolders, you can expand it to by clicking the arrow next to the folder or you can double-
click the folder to show the child folders.

e Similarly, you can collapse an Index folder by clicking the arrow next to an expanded folder.

e Toview any documents in a folder, simply click on the folder and any documents stored there will display in the
documents grid at the center of the screen.

e Selecting a document from the documents grid will cause the document’s metadata to load in the Metadata
Pane at the right-side of the screen.

o Besides the Metadata tab, the Metadata Pane also may contain the Workflow, Queries, Versions, History, and
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eSignature tabs as appropriate.

Wi Document + @ Manage Security A Importv W Exportv & Email = '® Documents Cart 0 v £ Layout

Viewby

L 1-20f2(1 selected) Mselect Columns & TFilters @ mydefault = <Expand @ claim -
Filters Show Empty Folders

Metadata Queries Versions History

Document Id Document Status Document Type submitted On
Qc1 Approved | eI onfguration...| 06 A 2021 S
FDA 1572_montana
- 271524 Coordinating Investi... 07 Dec 2021 v
v B Trial 8 Document Metadata -
v = 01 Trial Management 4 £
v &= 01.01 Trial Oversight 2 Category
B8 01.01.01 Triel Master File Plan 0 Trial 2
B8 01.01.02 Triel Management Plan 0 Document Type
88 01.01.03 Quality Plan 0 017Trial Management\01.01 Trial
~ . o Oversight\01.01.01 Trial Master File x
01.01.04 List of SOPs Current During Trial PlameTMFConfightan =

8 01.01.05 Operational Procedure Manual 0
Submitted Name

B8 01.01.06 Recruitment Plan 0
FDA 1572_montana

B8 01.01.07 Communication Plan 0
Comments

B8 07.01.08 Morite

{8 01.01.09 Medical Monitoring Plan 2

ing Plan 0

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 ‘View by’ dropdown menu in the Index Pane.

2. This opens the View Documents By popup with various view options.
a. The options visible here will be different depending upon your user access level and other associated
user account permissions.

Refer to the screenshot below:

View Documents By S x
8 iz O O
ETMF MY LIST WORKFLOW DOCUMENTS OTHER
“ Submissions By Status Event Security

Document Type Reviews By Reviewer eTMF Completeness Group

Site Audit Findings Workflow Working Documents Posted Date
Country eSignature Responsible Party Deleted Documents

Tag Redactions Processed Documents

Query By Sender Documents Security

Query By Redipient

[ show Countries

View options: Show Empty Folders (] Show General  [] Show Investigative

O Make default
[ make default for all rooms
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e Tip: Select a view and tick the Make Default checkbox to make that view your default view.

Each of the columns contains options for viewing the documents and placeholders in the room.

e Index: This view displays all of the room’s documents by their index location.

e Document Type: This view displays all documents based on their assigned document types.

e Site: This view shows all room documents based on their site association.

e  Country: This view shows all room documents based on their country association.

e Tag: Tagis a metadata field by which documents can be linked or associated. This view displays all documents

organized by the tags assigned to them. One document may be associated with multiple tags.

Query by Sender: This view shows all queries organized by the query sender.
o Users will see different queries depending upon their user access level.
=  Administrator level users will see all queries in the room.
e Administrator users can choose to view only their own queries.

= Other users, unless granted additional privileges, will see only their own queries.

e Query by Recipient: This view shows all queries organized by the query recipient.

o Users will see different queries depending upon their user access level.
=  Administrator level users will see all queries in the room.
e Administrator users can choose to view only their own queries.

= Other users, unless granted additional privileges, will see only their own queries.

e Submissions: This view will display every document ever submitted to the room by the user regardless of status
or index location.

o Deleted documents will not display.

e Reviews: This view is only available to users who are a part of the room’s QC workflow. From this view, users
who are a part of the workflow will be able to perform all associated functions.
o 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 Control module in the folder with unclaimed documents under the workflow configured by

you.
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e Note: If you are the part of one of the QC groups, you are assigned to the workflow and this view is
automatically activated for you. This view mirrors that which is available in the QC Review module located

in the Navigation Grid.

Audit Findings: This view is only available to users who have been assigned a role of Audit Responder in an audit
in the room.

o From this view, Audit Responders can perform all related functions to correct audit findings.

eSignature: From this view, users can view documents which require eSignature and perform eSignature related

functions.

By Status: This view allows users to view all room documents grouped by their QC Workflow status (ex. QC 1

Approved, Final, etc.)

By Reviewer: This view allows users to view all documents currently claimed by QC workflow personnel.

o 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.

w

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.

© ® N o v bk

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.

Workflow: This view allows users to view all documents by their workflow association.

Event: This view is only available in rooms where the Event Manager is in use. The view displays documents

and placeholders associated with specific events.
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e eTMF Completeness: This view allows users to view all placeholders and documents organized the related

entity (Study, Countries, Sites, or IRB/EC).

e  Working Documents: This view is focused on missing documents and displays placeholders.

o The Staging, Upload, and Inbox folders are available from the lower panel. Users can drag documents

onto placeholders to apply coding to the uploaded document and fulfil the placeholder.

e Responsible Party: This view shows all collected and missing documents by their Responsible Party association.

This requires that responsible parties are in use in the room.

e Redactions: This view shows documents which have been identified as containing protected content organized

by the state of their redaction.

e Security: This view shows documents organized by their affiliated security access group.

e Group: This view shows documents organized by their affiliated group.

e Posted Date: This view shows documents organized by the date that they were added to the study room.

e Deleted Documents: This view shows all documents that have been deleted. From here, documents can be

restored or purged from the system.

e Processed Documents: This shows documents which have undergone some form of process in the room. The

most common of these would be conversion to PDF or application of OCR.

e Documents Security: This view displays all documents which have specific document level security applied.

CONFIGURING THE INDEX STRUCTURE

Most commonly, a room’s index structure will be cloned from an existing room or a client-specific template room.
Normally, any changes to the standard layout would be indicated in your configuration manual and addressed prior to
the room being used. However, administrator level users can make changes to a room’s index structure. The sections

below will cover how this is done.

e  Warning!: This functionality can have dire consequences if used in a live study room. Please be certain that you

have been fully trained by a Trial Interactive eClinical Trainer and that you are absolutely sure what changes
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need to be made. Deleting a folder containing documents will immediately delete all of the documents within.
It is highly recommended that you work with the Trial Interactive Service Desk if you want to make ANY

alterations to the index structure of a study room.

Adding New Folders

Administrator level users can add new folders to the index structure of the documents module from the Index pane.

There is a three-dot menu under the view selector menu. See the screenshot below:

B Document « & Manage Security = Mass Coding 4 Import =

View by Index - 0-00of0(0
Filters Show Empty Folders

Q, Search by folder name s -

= £ Modify Index

X Export Index

b BB Country 10
B sice 60
I8 Staging 155

-

I8 Rejected Documents 30
mLms 0

b BB *inbox 176

b BB *Upload 462

=

Select the Modify Index option from the dropdown menu.

a. The Modify Index window will open.
2. Hover over the parent folder or, to create a new zone-level folder, hover over the index itself. Select the +
symbol to create the new folder. See the screenshot below.

a. Because index structures can be customized on a room-by-room basis, your index structure may appear

different from the one show.
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Modify Index x

w & HAL
w & Trial

y I
» B 02 Central Trial Documents
» B 03 Regulatory
» BB 04 RB IEC and Other Approvals
y B8 05 Site Management
» M 05 IP and Trial Supplies
y I 07 Safety Reporting
p BB 08 Central and Local Testing
y B 02 Third Parties
» w10 Data Management
» B 11 Statistics

LMS

3. When the folder is created, name the folder and press the ‘Enter’ Key to save the name.

4. Perform any other desired index modifications and press ‘Save.’

Editing or Deleting an Existing Index Folder

Administrator level users can delete or edit the names of existing folders to the index structure of the documents
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module from the Index pane. There is a three-dot menu under the view selector menu. See the screenshot below:

B Document » & Manage Security = Mass Coding 4 Import =

View by Index . 0-0of0(0
Filters Show Empty Folders

[

Q search by folder name e TP
£ Modify Index

v B HAL
b BB Trial 8 X Export Index

b BB Country 10

b BB Site 60
BB Staging 155
I Rejected Documents 30
s 0

P BB *nbox 176

b B *Upload 462

1. Select the Modify Index option from the dropdown menu.
a. The Modify Index window will open.
2. Hover over the parent folder or, to create a new zone-level folder, hover over the index itself. Select the pencil
symbol to edit the folder’s name or press the trash can icon to delete the folder. See the screenshot below.
a. Because index structures can be customized on a room-by-room basis, your index structure may appear

different from the one show.

e Warning!: This functionality can have dire consequences if used in a live study room. Please be certain that you
have been fully trained by a Trial Interactive eClinical Trainer and that you are absolutely sure what changes
need to be made. Deleting a folder containing documents will immediately delete all of the documents within.
It is highly recommended that you work with the Trial Interactive Service Desk if you want to make ANY

alterations to the index structure of a study room.
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Modify Index x

w & HAL
w & Trial

y I
» B 02 Central Trial Documents
» B 03 Regulatory
» BB 04 RB IEC and Other Approvals
y B8 05 Site Management
» M 05 IP and Trial Supplies
y I 07 Safety Reporting
p BB 08 Central and Local Testing
y B 02 Third Parties
» w10 Data Management
» B 11 Statistics

LMS

3. Press the ‘Enter’ Key to save the new name.

4. Perform any other desired index modifications and press ‘Save.’

Editing Country and Site Level Folders

You may notice that country and site level folders are greyed out and are not editable from the Modify Index window.
These folders are controlled by the template folder settings. Please see the sections on country and site template

folders for more information on making changes to these folders.
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EXPORTING THE INDEX STRUCTURE

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
format. Besides these, you may also choose to export empty, or system folder as also documents unpublished to the

eTMF.
To export the index:
1. Click Export Index from the three-dot dropdown menu at the top-right of the Index pane.

a. This will open the Export Index window.

2. Choose from the available options and press ‘Export’ when you are ready. See the screenshot below:

Export Index ? X

Export Options

Some information about this window

Options @ Export Index

Export Index Outline
Type:  HTML
Export Empty Folders

Include Unpublished Documents

THE DOCUMENTS GRID

Once you select a folder with documents in it, the documents will be listed in the Documents Grid.
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1- 100 of 155 (0 selected) [M select Columns 2 Y Filters @ mydefault ~
O Document Id Document Status Document Type Submitted On
|:| L&~ 202131 QC1 Clarification Site Management: Data ... 29 Jun 2021
O®’m 202185 QC1 Approved Third Parties: Data Priva... 20 Jun 2021
O m — 202828 QC1 Approved Third Parties: Datz Priva... 08 Jul 2021
O L] - 202929 QC1 Clarification Third Parties; Data Priva... 08 Jul 2021
D A, 202932 QC1 Approved Form FD& 1572 08 Jul 2021
O @’ 208827 QC1 Approved Protocol Amendment 20 Jul 2021
O’ 202868 QC1 Approved Committes Member Fin... 20 Jul 2021
|:| L] 212124 QC1 Approved Central Trial Documents:... 06 Aug 2021
O & 212144 QC1 Approved Committee Member Fin... 06 Aug 2021

Choosing between the Grid View and the Card View

Immediately above the Documents Grid is a toggle switch which will allow the user to switch between Grid View and

Card View. See the screenshots below:

Grid View

1- 100 of 155 (0 selected) E 3 [T Select Columns Z Y Filters @ mydefault =
O Document Id Document Status Document Type Submitted On
|:| L~ 202131 QC1 Clarification Site Management: Data ... 259 Jun 2021
O’ 202185 QC1 Approved Third Parties: Data Priva... 20 Jun 2021
O m;m 202828 QC1 Approved Third Parties: Datz Priva... 08 Jul 2021
O L~ . - 202929 QC1 Clarification Third Parties: Data Priva... 08 Jul 2021
O & ) 202932 QC1 Approved Form FD& 1572 02 Jul 2021

&

am = 202827 QC1 Approved Protoccl Amendment 20 Jul 2021
O L] 2088268 QC1 Approved Committee Member Fin... 20 Jul 2021
D L& 212124 QC1 Approved Central Trial Documents:... 06 Aug 2021
(R 212144 QC1 Approved Committee Member Fin... 06 Aug 2021
Card View
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1-100 of 155 (0 selected) Sort By Document Id - 1 [0 select Columns < YFilters @ mydefault *
O Document Id Document Status
202181 QcC1 Clarification

L x Document Type Submitted On

Site Management: Data Privacy Agreement 29 Jun 2021
O Document Id Document Status

202185 QC1 Approved

-

——— -

z -

= Document Type Submitted On

Third Parties: Data Privacy Agreement 29 Jun 2021

Configuring the Document Grid

Users are able to configure which columns are displayed in the Document Grid. This function is not limited to the

Documents module. Very nearly any grid in the system can be configured to the user’s preferences.

1. Click the Select Columns button from the top-right corner of the documents grid. Refer to the screenshot below:

ding 4 Import * ¥ Export v = Email 22t Q

1-100 of 155 (0 selected) M select Columns < Y Filters @ mydefault ~ ‘

nter keywor

1]
o
[=l
)
(=)

&}
[

] Document Id Document Status Document Type Submitted On
|:| LA 202181 QC1 Clarification Site Management: Data ... 28 Jun 2021
O ;’ 202185 QC1 Approved Third Parties: Data Priva... 29 Jun 2021
(R 202928 QC1 Approved Third Parties: Data Priva... 08 Jul 2021
] 202529 QC1 Clarification Third Parties: Data Priva... 08 Jul 2021

2. The Select Columns window will open 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.
3. To add a column to the Selected Columns pane from the Available Columns pane, hover the mouse over the
column name in the Available Columns.
a. A ‘+’sign appears next to the column name.
4. 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:
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Select Columns x
Available Columns Selected Columns
Q_ Enter Field Name or Title Order By v  Asc Up
O Title O Title Name Width pown
[0 Added By O  Document Id $SDocument|dss 100
O arfact O Document status $3DocumentstatusNamess 100
O  Audit Audit Date O Document Type $$DocumentTypeName$$ 100
[ Audit: Audit Error tracker [0  submitted an $55ubmittedOn$s 100
[ Audit: Audit Profile
L]
O  Audit: Comments
(O  Audit: Contains PHI?
[0  Audit: Status
(O  category
O comments
O  contact
[0  converted Document Hash
O country
O  currentworkflow
O current workflow Reviewer
(O currentWorkflow Stage
0 DateType

5. Alternatively, you can also double-click the columns in the Available Columns to add to the Selected Columns.

6. After adding the columns to the Selected list, they are greyed out in the Available Columns list.

7. 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.

8. Besides adding and deleting columns, you can also change the sequence of the columns by

9. clicking the Up or Down buttons located at the extreme right of the window.

10. Click Save to save to changes.

Once you have figured out which view will work best for you, you can do the following:
e Save your view
e Set it as the default view

e Share your view

Saving your View
If you used the ‘Set’ button to test out a view of the Grid and you wind up wanting to keep it, you can go back into the

‘Select Columns’ window and choose to save your view.
From the Select Columns window:

1. Press ‘Save’

a. This opens the Save View window (see the screenshot below)

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 167 of 468



@=T R | A L Tri : : o LG
l INTERACTIVE rial Interactive v10.4.2 User Guide ersion 1.
Save View x
Mame mydefault

2. If the view is new, give it a unique name.

a. If you are updating an existing view, you can leave the name as it is.
3. Choose whether or not this view should be your default view.
4. (Admins Only) — Select whether this view should be the default view for all users in the room.
a. Users will be able to change their default view after this is selected but all users will initially have this
view presented to them.
5. Choose whether or not you would like to save this view as a new view.
a. Ifyou are editing an existing view, you would not choose to save your selections as a new view.
6. Press ‘Save’
7. Once you have saved your view, it will be available in the list of all views. This list is accessible from the ‘view’

dropdown menu at the top-right of the Grid. (See the screenshot below)

M Select Columns = T Filters @& mydefault =
B Save View
* Share View

Status Document Type Subr

DEFAULT VIEW

& mydefault

& Turn Off View

W
St 11 ) AL sas

RECENT VIEWS

& mydefault

= Manage Views

Sharing your View of the Grid

Once you have saved your view, you will be able to share it to any other room user. This is particularly useful when
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bringing on a new team member who may not be familiar enough with Trial Interactive to easily find necessary

information via the Grid. To share your view, follow the steps below:

1. Open the View menu at the top-right of the Grid (See the screenshot above).
2. Select ‘Share View’

a. This will open the ‘Share’ window. (See the screenshot below)

Share x

Groups Users Selected members

] Name Email
Q Search

O Reader 103 tireader103@ti.com
(] Last Name First Name Email Phone Mobile Organization O e ——— A TR
] Ginny fakeemail@fake... Breakfast Food ... O Admin 102 Tiadmin102@ticom
[m] 102 Reader tireader102@fi.c.. ti.com
L]
Da e
]
[m]
] 103 Admin tiadmin103@ti.c... ti.com ‘H
[m] 104 Editor Tieditor104@ti.c.. ti.com
] 104 Admin tiadmin104@ti.c... ti.com
(] 108 Reader tireader106@ti.c... ti.com
] 107 Admin tiadmin107@ti.c... ti.com
] 107 Editor tieditor107@ti.c... ti.com
] Admin Lorenzo LorenzoAdminT. ti.com
(] Creative Never nevercreative@t.. Joe's Crabshack

M dPrevious [[1 |of3 Nexth M

3. Choose users or groups of users from the list at the left. Move these users to the right-hand panel by clicking
and dragging or by hovering over the listing and using the + symbol at the right side of the line.

4, Press ‘Share’

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 Manage Views from the from the Views dropdown. Refer to the screenshot below:
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M Select Columns = T Filters @& mydefault =
B Save View
* Share View

Gtatus Document Type Subn

& mydefault
& Turn Off View

RECEMT VIEWS

& mydefault

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

“[ Created By Me H Shared By Me H Shared with Me H Default Views

D Title Created By

O Index Default Admin 102

- Index View Editor 103

OJ Ashley Index View Reader 102

D Ashley Index View 5 Reader 102

O & mydefault Admin 103

] Experimental view 1 Lorenzo Vanzetto

O Dec. Index View Editor 103

O Lorenzo's Own Reader 106

O December Index View Reader 102
Cancel

To delete a view, select a view from the list and click the Delete button at the top right corner of the window.

Previewing and Viewing a Document and its Metadata
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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.

5 T Filters & mydefault =

Submitted On

2% Jun 2021

CACLRTE I

2% Jun 2021
08 Jul 2021
08 Jul 2021

a8 Jul 2021

3. Click the viewer to open the Metadata Panel.
4. The Metadata Pane opens which displays the Document Metadata by default. Refer to the screenshot below:

8 Manage Security 2] Move to Startup A irport v W Epont v = e & Prnt ? Layout v

6 documents (1 selected)

24 May 2018

test 0(9)

LBl WORKING AREA

Editing Document Metadata
Users who have sufficient access can edit document metadata. The following requirements apply:

e Administrator level users can edit metadata for any document.
Editor level users and Manager users with Document Manager permission can edit metadata for any document.

]
Editor and Manager users can edit metadata for non-final documents.
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To edit document metadata, simply alter the value present in the field and press the Save or Save and Next buttons at

the bottom of the metadata pane.

For rooms where Causality Tracking is enabled (see: Document Settings), users who attempt to alter metadata for a

document in Final status will be asked to give a reason for altering the value.

Viewing Documents

In order to view documents in the Documents module. Locate the document in the grid and use the Document View

button at the bottom of the grid view. The document will open. See the screenshot below:

£H Open in Mew Window

(7] Start Page Manipulations

@ Translate Document ¥ Versions

QAR =)+ §

* Add to Favorites

® iy Comment o

Search text...

Dohoda o ochrané informaci

o zkouSejicim - formuléF souhlasu

ent about protection of the
information about the inv: tor — consent
form

B C:zech Republic, sro., zapsand v
Obchodnim  rejstifku ~ vedeném  Krajskym
obchodnim soudem v Praze v oddilu C, &islo
vlozky 37941, se sidlem Bud&ovicka alej
Antala Statka 2027/79_140 00, Praha 4, ICO:
63671077, (dile ) se zavamie
respektovat soukromi svych zkouSejicich pfi
klinickém hodnoceni 1é€iv. Jsme si v&domi

toho, Ze kdyZ jste se rozhodli out nim
informace o sob&, véfite, Ze bude
informacemi naklddat zodpovédné. i

zavedlo interni procedury, které jsou v urgitych
intervalech revidoviny a monitorovény, aby se
zajistilo, #e s informacemi o Vés je nakladano
zodpovédné a v souladu s platnymi zdkony.

dodriuje poZadavky Zdkona na ochranu
osobnich tdaju, ktery vyZaduje, aby zpracovéni

-Czcch Republic, s.r.o., with its registered
office at Budejovicka alej Antala Staska
2027/79 140 _00, Prague 4, C y ID No
63671077 ( ") (further commits
itself to respect the privacy of its investigators
during the clinical testing of drugs. We are
aware that when you have decided to provide
us with information about yourself, you believe
that - will treat the information in a
responsible way. has introduced internal
procedures that are being revised and
monitored in certain intervals, in order to
ensure that the information about yourself are
treated in a responsible way and in accordance
with the current law. sticks to the
demands of the Private Information Protection
Law, which demands the processing of
personal data — both manual and automatic - to

Document View

WAVAVLIW

£5 [l

Documents can also be previewed by hovering over the document icon on the grid as in the screenshot below.
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O & | QC1 Clari
O A, QC1 Appt
O [E QC1 Appr
D / QC1 Appr
O @B QC1 Appf
O B QC1 Appf
J QC1 Appr
O A e ot vt 43 .,‘..5.‘,:;_”.:1.‘..:7:. AL QC1 Appf
o®r, — ' QC1 Clari
O A w | 212161 QC1 Appr

Copying or Moving Documents

Users with sufficient access can click and drag documents from one folder to another. Note, this will not alter the
metadata applied to the document. If you move a document manually from one folder to another, you will need to re-

code the document.

Follow the steps below to copy documents:

1. Select the document(s) to be copied or moved in the grid.
2. To copy the document/s to another folder, hold the Ctrl key, click, drag and drop the document to the

destination folder in the Index Pane.

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:
3. From the enabled options, you can perform the following:
a. Create New Filter

b. Add Existing Filter/Manage Filter
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Each of these is discussed in the separate sections below:

Creating a New Filter

1. Click the ‘+ Create New Filter’ button above the documents grid.
2. The Create Filter window opens. The window displays the following:
a. A textbox that displays the Title for the filter selected.
b. Notice that there are two plus signs to the right of the window which allow you to create a single filter
or a group of filters.

c. The options for matching the filter records. Refer to the screenshot below:

Create Filter x
Title
Include records that match @ of the following filters = add Filter Add Group

Adding Single Filter

1. To add a single filter, click the first + sign. Refer to the screenshot below:

Create Filter x
Title
Include records that match m of the following filters o= add Filter Add Group
M o

2. Adropdown appears. Click the dropdown and select the fields to which you want to apply filters.
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3. Select the operator and enter the value for the selected field. Refer to the screenshot below:

Create Filter x
Title
Include recards that match m of the following filters < add Filter Add Group
v o
| Q|

Restricted Document Content ($NeedRj

Published to eTMF By ($$CopiedToLinke
Cloned From ($ClonedFroms$)

Event ($Eventld$)

Event Type ($3EventTypeMName$$)
Principal Investigator (Principal Investige
Category (CodingTypeld)

Category ($$CodingTypeName$$)
Investigative Site (InvestigativeSiteld)

4. When you have applied all of the applicable filters, press the ‘Create’ button.
5. The filter will appear above the grid, select the filter to apply it to the grid contents. The screenshot below

shows an example of the filter result applied for the Title = Test.

Displaying documents 1 - 9 of 9 (0 selected) . n ™
o=
Ticle Document..  Dissble au... Reason fo... Comments Document..  Comgory Categary Investigati_.
TEST audit 1,10 Yes 1 General ed
081892 TEST audit1_10 Yes 02 May 20 1 General ed
085475 test Yes 17May 20 2 2065253
2085567 test Yes 18 May 20 100 first categ..
- « 18 Moy 20 2 Investigan. 2065281
2090128 Te: Yes 01 Jun 2018 3 Country
L Yes A
Te: Yes Paily Chak.
| Test | Yes Polly Chak... 2 Irvestigat 2069253

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:

ilters x
“ [ crestedbyme | [ Sharedbyme | [ Shared with me ]
+ Add @ Clone Delete Only one filter must be selecsed
Filter

TestAmruta Madded)

Title = TEST{Amruta Maddel)

Cancel Select
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You can perform the following activities on the filters in Manage Filers window:

e Share Filters
e Clone Filters

e 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:

Filters x
“ [ Creotedbyme | [ Shored byme ] | shared with me ]
* Add ) Clone Delete * Share D Cancel Save
B Filger Tast =

Tesz{Amruza Maddel) .

Title = TEST{Amruta Maddel)

nclude records that macch ) Cany ) (none ) of the following fileers

Title (Tizle) | ~ | DMSTEST =

Conce

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 DOCUMENT ACTIVITIES MENU

Depending upon your user access rights, there are a great many activities that can be performed from the Document

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 176 of 468



K

|TN TERAI\CWAIVE Trial Interactive v10.4.2 User Guide Version 1.0

Activities Menu. To open this menu, select a document or a placeholder from the Grid and either right-click or use the

three-dot menu. (See the screenshot below)

1[5 © Add Decument
& wes I [T) Copy Link

X Delete

L]

& view document security
& Certify Document

U Sat 35 Restricted Document Content

[<]
[ [ B E g
»

)
iH
[

— B Add to Cart
* Add to Favorites

raivil L

LA

4 OCR
D Revert OCR

[ Send for eSignature
— ] {2 Ask a Question

= Create Task

I I O B A A A I O B A B B A

The view shown is that of a room administrator. The options available to you will depend upon your individual user
access rights. We will discuss several of the option shown in the section below. Other options will be discussed in topic-

specific sections elsewhere in the User Guide.

Adding a Document via the Document Activities Menu

Often, when a placeholder is displayed in the Grid, users with sufficient access (editors and above) can open the
Document Activities Menu and select the ‘Add Document’ option. In locations within Trial Interactive where this is an
option, the system will open an import interface which will apply the coding relevant to the placeholder so that the

document can be added to the system pre-coded.

Deleting a Document via the Document Activities Menu

Administrator level users will be able to select ‘Delete’ from the Document Activities menu for any document in the
room except those currently claimed for review in either an Audit Response or the QC Workflow. Editor and Manager

level users are able to delete documents so long as the user is the one who uploaded the document and that document
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has not been claimed by the QC workflow. Once a document is final, Editor and Manager level users will not be able to

delete the document without additional permissions applied to their account.

Deleted documents are accessible in the Deleted Documents view of the Documents module. Only Administrators have

access to this view. (See the screenshot below)

View Documents By SO x
8 iz 0O O
ETMF MY LIST WORKFLOW DOCUMENTS OTHER
Index Submissions By Status Event Security
Document Type Reviews By Reviewer eTMF Completeness Group
Site Audit Findings Workflow Working Documents Posted Date
Country eSignature Responsible Party
Tag Redactions Processed Documents
Query By Sender Documents Security
Query By Recipient
Cancel m

Purging a Deleted Document

Once a document has been deleted, an administrator level user will be able to navigate to the Deleted Documents view
of the Documents module and, if desired, purge the document. Most deleted documents do not need to be purged from
a study room unless necessitated by an internal SOP. However, some documents, such as those which contain PHI or PII,
would likely be purged out of an abundance of caution. To purge a document, follow the steps below:

1. Navigate to the Deleted Documents view.

2. Locate the document that was deleted.

a. Documents are sorted by the user who deleted them and additional column selection and filtering are
available as in other areas of the system.
3. Use the Purge option.
4. Provide a reason.

5. Press ‘Delete’ (See the screenshots below)
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'O Restore A Import + W Export = = Emai L
1-59 of 59 (1 selected) M Select Columns
< Submitted Name Deleted Date

I
B Admin 102 «  DrACV 08 Dec 2021
B8 Editor 103 D L4 Temperature Log_pdf-r 29 Nov 2021
B8 5ETIsa@erigami.com an’ = TI_v10.2 Feature Access Matrix 09 Dec 2021
Permanently Delete Selected Documents b

o PER—
wegs0n.

The document contains PHI.

Copying a Link to a Document

It may be that you need to reference a specific document to another room user for review. If that is the case, you can
either reference the Document ID Number or you can open the Document Activities menu and select ‘Copy Link’ which
will copy a direct URL link to your clipboard. Anybody attempting to use the link will need to have sufficient access to

the study room in order to access the document.

Adding a Document to the Documents Cart

Adding a document to the Documents Cart can be done with a simple click and drag from the grid to the cart but, in the
event that that does not work, a document can be added to the cart via the ‘Add to Cart’ option in the Document

Activities Menu.

Marking a Document as a Favorite

Marking a document as a favorite makes it appear in the My Favorite Documents dashlet on the dashboard and provides
a direct link to the document from that dashlet. The easiest way to mark a document as a favorite is to click the gold
star on the document line in the grid. However, you can also open the Document Activities menu via right-click or

clicking on the three-dot icon and select ‘Add to Favorites’.
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Similarly, a document may be removed from the list of favorites by selecting ‘Remove from Favorites.’

View Document Security

Administrator level users can apply specific document-level security via the Document Activities menu. Selecting ‘View
Document Security’ will open the Document Security window. For a more in-depth discussion of security, please see the

related section of the user guide.

Certify Document

For studies in which the document certification option is in use, a user can either choose to indicated that a document is
a certified copy upon upload or it can be done via the Document Activities Menu. To certify a document, follow the
steps below:

1. Open the Document Activities menu by right-clicking on a document or using the three-dot icon on the grid.

2. Select ‘Certify Document’

3. Read the criteria and press Finish if the document meets all expectations.

4

Use your username and login to complete the process.

OCR/Revert OCR

Some functions, such as text-specific redaction, require that the document has OCR (Optical Character Recognition)
applied. To apply OCR to a document, simply open the Document Activities menu and select OCR. Indicate which
language the document is written in and press OK to complete the process. This process is not instantaneous. There is

an OCR column that can be added to the grid which will indicate when the process is complete.

Ask a Question
This option allows users to submit a document-specific question directly to the Q&A module of the room. The Q&A

module is discussed in greater detail in another section of this guide.

Convert Non-PDF to PDF

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.

THE DOCUMENT METADATA PANEL
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:
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e Metadata tab
e Queries tab

e Versions tab
e History tab

e eSignature tab

Version 1.0

You can expand or hide this panel by hovering the mouse to the right of the grid and clicking the Open/Hide arrow.

Refer to the screenshot below:

Print % email €2 Move to Startup A import v ¥ Export v ? Layout m ¢ X, Bulk Upload
u Document Title Document Disable au. Document. Reason fo Comments Document
2070018 ACM _user 3037816 True Polly Chak... This is ver. 23 Apr 2018

Metadata Workflow

2085967 True Polly Chak... 18 May 20...

2086013 adddocfro. Polly Chak 0
Click the arrow to

2086077 etmf 10.pdf True Polly Chak... 24 pide/unbide the Right Panel

2237337 Showing S. Tiger Woo 03 Dec 2018

2241062 TESTnew True Tiger Woo... 10 Dec 2018

B2 Add to Cart = Documents car}

Users with sufficient access privileges can not only view a document’s metadata but 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 saving changes and moving to the next document in the metadata panel. Refer to the screenshot below:
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«" Expand & Claim -

Metadata Queries Versions History

Submitted Mame
FDA 1572_montana

+
Document Metadata -
Category
Site -
nvestigative Site
1111 Snowy Owl a
®
Contact
Snowy Owl (Principal Investigator) -
Document Type
05 Site Management\05.02 Site Set- b
up\05.02.08 Form FDA 1572\FDA1572 x

Submitted Name

FDA 1572_montana

Comments

Generated Name

1111_Owl_FDA1572_Owl_S_08Jul2021

Cancel E Save & Next

4 Previous Document Mext Document b

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 three-dot menu icons at the top of the panel to allow you to

claim documents in workflow and perform various actions on the document.

Workflow Functions in the Metadata Panel

Users can conduct the full document QC Workflow process for a document via the metadata panel, even outside of the
normal QC Review area of the system. A more in-depth review of these functions can be found in the related section of
this user guide. However, a list of workflow related functions available from the metadata pane is below:

e Claim and Release documents

e  Apply metadata coding

e Pass/Fail documents

e Send an issue notification

e Open a workflow query

e View all Workflow History
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Administrative users can also use the three-dot menu at the top-right of the metadata pane to reassign a document
reviewer or to exclude a document from the workflow entirely. Once a document has been excluded from the

workflow, room administrators can use the same menu to manually set a document’s status in the study room.

An administrator level user will only be able to change the status of a document if it is not a part of a document
workflow in the room. For rooms in which all documents are automatically incorporated into a workflow, the
administrator will need to first exclude the document from the workflow prior to changing its status. See the

screenshots below:

Step 1

«” Expand & Claim & More ~

Metadata Queries Ve a, Reassign Reviewer

£t 1111_Owl FDA1572 ( # Change Stage

@ Exclude from Workflow
Document Metadata

[O) Copy Field
It Paste Field

Category
Site # Certify document

| ioative Si ? Create General Query
nvestigative Site

Step 2

«" Expand & More ~

Metadata Queries [0 copy Field

1111_0wl_FDA1572 D Paste Fielc

# Change Document Status
Document Metadat

# Certify document

? Create General Query

Category

Workflow History

At the bottom of the metadata panel, there is an expandable area which displays the document’s workflow history. The
system defaults to showing the last recorded entry. There is a toggle switch at the top of the section. When this is
toggled to it’s active (green) setting, it will show only the most recent entry. To see more entries in this area, deactivate

this selection using the toggle switch.
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When all workflow entries are displayed, click on the date to display more information about the history record. See the

screenshot below:

Metadata Queries Versions History
.
Submitted Mame

Protocol Amendment Signature Page_pdf-r
+

Workflow History -

Show Last History Record

() 27 Dec 2021 01:22 PM
() 06 Aug 2021 0955 AM
06 Aug 2021 05:55 AM
Warkflow 2-5tep Workflow
Stage Qci

=LaE _

Activity Approve
Use i
Editor 103
Name
Is this document missing a page?
Comments  Unable to determine whether or not it
is complete.
T N5 Aue 2021 1201 PM
4 Previous Document Mext Document p

Viewing and Working Queries from the Metadata Panel

Users can perform all query-related activities from the metadata panel. For additional information on viewing and

working queries, see the section on queries in this guide.

Versions Tab

The Versions tab allows you to view and compare the different versions of a document. This is most commonly
applicable in Trial Interactive rooms such as Tl Collaborate rooms where documents are created, edited, and reviewed
prior to becoming effective. However, this can also be applicable to a study room where expired or expiring documents

have been replaced with newer copies.

Select a document from the grid and click Versions tab from the Right panel. The different versions of the document will

be displayed in the versions tab, if applicable. Refer to the screenshot below:
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Version Info x ¢ RAIEEE @ mydefault ~ «” Expand & Claim "
Metadata Queries Versions History

} Version 2.0 () Compare ve
: Submitted Name
B Submitted On Data Privacy Agreement_Czech
Version Date 18 Aug 2021, 8:10 AM IITIcuIu..., 17 AUg 2UZ1 o
Document Title Form W_9.pdf 1sent For... 17 Aug 2021 Version 2.0 O C-c;mpar Open
I Created By ti_editor103@ti.com 18 Aug 2021
) Version 1.0 [[J Compare More info Open
Full Name Editor 103 Data Pri... 18 Aug 2021
Comments Updated Copy 1sent For... 18 Aug 2021
Training Needed No stigator ... 18 Aug 2021

stigator... 18 Aug 2021
stigator ... 18 Aug 2021
nent: Da... 20 Aug 2021
nent: Da... 20 Aug 2021 |“
nent: Da... 20 Aug 2021
nent: Da... 20 Aug 2021
nent: Da... 20 Aug 2021
tor Medi... 20 Aug 2021

\greement 20 Aug 2021

ancel [0 23 Aug 2021

216458 Final Trial Close OQut V... 24 Aug 2021

This record is not editable
216459 Sub-Investigator Curri. 24 Aus 2021
| Document View ] K 4 Previous of 2 Nexth M 4 Previous Document Next Document b

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.

Users can also check the boxes for two versions and press the ‘Compare’ button in order to view the versions side by

side.

History Tab

The History tab gives an overview of a document history. This panel displays the top five 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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Metadata Queries Versions History

L 2
Organization Activity Type
All v All A

Search from Search to

DD MMM YYYY £ % DD MMM YYYY

il
x

QO Open document: ti.com

10/27/2021 9:49:47 AM E

QO Open document: ti.com

0/27/2021 9:49:46 AM ED

() Update security: ti.com

10/26/2021 11:11:50 AM ED

O Open document: ti.com

(O Metadata field was updated: ti.com

2/18/2021 9:17:30 AM ED

View all History

(@]

4 Previous Document MNext Document b

Document History Filters

The History Panel provides the following filters to allow you to view a document history:

e By Organization: Use this filter if you want to view the document history based on the organization.

e Activity Type: Use this filter if you want to view the document history by the activity performed on it.

e Date Filter: Use this filter if you want to view the document history within the set date range.

e 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.

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:
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All History X
Organization Activity Type
All - All -
Search from Search to
DD MMM YYYY EX DD MMM YYYY =

(O Open document: ti.com

10/27/2021 8:49:47 AM EDT

() Open document: ti.com
10/27/2021 0:40:46 AM EDT

(O Update security: ti.com
10/26/2021 11:11:50 AM EDT

() Open document: ti.com
8/18/2021 9:17:41 AM EDT

() Metadata field was updated: ti.com

8/18/2021 2:17:39 AM EDT

() Open document: ti.com
8/18/2021 9:17:22 AM EDT

Open document: ti.com
8/18/2021 9:17:18 AM EDT

DOCUMENTS MODULE, TOP MENU RIBBON

This menu is located at the top of the Documents module and allows access to various functionalities on documents:

e Document Activities
e Manage Security

e Mass Coding

e Import
e Export
e Email

e  Move to Study Start Up
e Print

e Compare

e Local Search

e Documents Cart

e Layout
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Refer to the screenshot below:

| W Document > @ Manage Security s 4 Import & Export & Ema == Q = Documents Cart 0 ~ P Layout =

Document Activities

The options available in this dropdown menu are only available once a document has been selected in the grid and are a
subset of the options available in the Document Activities menu mentioned in the section above. Please see that section

for a more detailed description of these options. See below for a screenshot of the menu:

k& Document & Manage Security
© Add Document ‘

© Ask a Question
= Create Task

S 5
¥ LH

+ A

Manage Security
This option will open up the Manage Security window from which folder-level security can be managed. For a more

detailed description of this process, please see the related section.

Mass Coding

The Mass Coding function, accessible by clicking on the three-dot dropdown menu, allows a user to apply metadata to
multiple documents at the same time. If the Causality Tracking feature is enabled in the room then Mass Coding will be

disabled.

Email

The email function allows users to send an email to another room user or contact. This could be a document-related
email or not. In order to send an email, follow these steps:

1. If applicable, select the documents related to your email.

2. Press the Email button above the grid.

a. This will open the Email window.
3. You can either type the email recipients into the appropriate line or use the ‘To’ and ‘CC’ buttons to select
recipients from the list of users.
4. Type your message.

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 188 of 468



T R |

l INTERACWAIVE Trial Interactive v10.4.2 User Guide Version 1.0

5. If applicable, indicate whether or not the documents should be attached to the email using the radio buttons at
the lower-left corner of the window.

6. Press ‘Send’ when done.

Move to Study Start Up

This option is only available in rooms with Study Start Up enabled. Selecting documents from the eTMF (normally from
the default or upload folders) and pressing this button will move the documents to the Study Start Up module of the

study room.

Print
This function does not actually print the documents. Instead, the ‘Print’ button will take the selected documents and

merge them together into a single PDF file which can then be downloaded or printed by the user.

Compare

Selecting two documents and pressing the Compare button will cause the chosen documents to appear side-by-side in a

pop out window along with any associated metadata.

Local Search
Above the documents grid, next to the documents cart, is a search bar. This is a local search and will search the
currently selected index folder for relevant documents. This feature is intended to be a simpler and quicker solution

than the creation of filters although a filter may produce more fine-tuned results.

IMPORTING DOCUMENTS AND METADATA
The Import function allows users to bring documents into the room, where permissible, the function also allows for an
import of metadata only. If the user has selected a specific target folder in the index pane, the import window will

populate with appropriate metadata in anticipation of that folder being the desired final location of the document.

4 Import =

& Documents

Follow these steps in order to use the Import function to add documents to a room via this function:
1. Click on the Import button above the documents grid.
a. This will open the Import Documents window.
2. Add documents to the area at the left either by dragging them from your desktop or by searching for them on
your computer. To open the browsing window either click on the Browse button or on the arrow at the center

of the documents area.
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a. When adding .zip files to the room, review the options at the bottom of the window to indicate
whether or not these files should be unpacked during upload. Password protected files cannot be
unpacked by the system during upload.

3. Indicate whether or not any non-PDF documents should be converted to PDF files during the upload process.
The types of files that can be converted are specified in the room’s settings.

4. Indicate, via the checkbox at the top of the right side, whether or not any metadata should be applied to the

documents.

a. Metadata can be applied to all documents at once or to a subset of documents. In order to apply
metadata to only some of the documents, check the box next to the documents to which the metadata
should be added.

5. Press ‘Import’ or, if you have applied metadata, Press ‘Import and Apply Metadata.’

a. If you have chosen to apply metadata to only a few of the documents, only those documents will be

uploaded to the room. Repeat steps 4 and 5 until all documents have been uploaded.

EXPORTING DOCUMENTS AND METADATA

There are two export functions in Trial Interactive. This particular function is related to documents currently visible in
the grid. If you would like to export documents from multiple locations at the same time, place them all in the

Documents Cart and use the export function in there to complete the process.

Like the Import function, this export has the ability to export documents, metadata, or both. Users with sufficient access

will be able to export security and audit trail information.

s Export = -

B Metadata
+ Nocimants

B Security i
@& Aydit Trail

A metadata-only export is often a faster and more efficient way of gathering information regarding a subset of

documents in the study room than running a related report.

To export metadata, follow these steps:
1. Locate the documents whose metadata should be exported.
2. Check the box next to each document to be exported.
3. Click the Export button and choose ‘Metadata’
a. The Export Metadata window will open.
4. Choose from the Source options:
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a. Selected records
b. All documents in the current grid
c. Alldocuments in the room
Choose whether or not the export should include Quality Review (audit) related Metadata.
a. If you choose to export Quality Review metadata, indicate whether all information should be provided
or only the information from the most recent audit.
Press ‘Next’
Choose which metadata fields should be included in the export

Press ‘Export’

To Export Documents, follow these steps:

1.
2.

Locate the documents to be exported.
Check the box next to each document to be exported.
Click the Export button and choose ‘Documents
a. The Export Documents window will open.
Choose from the Source options:
a. Selected records
b. All documents in the current grid
Choose from the available options (these options will vary depending upon user access rights)
a. Track Export
b. Exclude previously exported documents
c. Include Metadata
d. Include Document Versions — This option will export all versions of a document to which the user has
access. Reader level users can only export the current effective version.
If you have chosen to include metadata, choose whether or not the export should include Quality Review
(audit) related Metadata.
a. If you choose to export Quality Review metadata, indicate whether all information should be provided
or only the information from the most recent audit.
Press ‘Export’ or ‘Next’ depending on whether or not you opted to include metadata.
If you opted to include metadata, choose which metadata fields should be included in the export

Press ‘Export’

To export security information, follow these steps:

1.
2.
3.

Locate the documents whose information should be exported.
Check the box next to each document to be exported.
Click the Export button and choose ‘Security’

a. The Export Security window will open.
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4. Choose from the Source options:
a. Selected records
b. All documents in the current grid
c. Alldocuments in the room
5. Press ‘Next’
6. Choose which metadata fields should be included in the export

7. Press ‘Export’

EXPORTING INSTANT AUDIT TRAILS
Auditors often ask for immediate access to the audit trail of a specific document or set of documents. It is critical to be
able to provide this information immediately and respond to the audit request. This feature is also available to users

who are provided with Regulatory Agency Inspector access as well as internal auditors.

To that end, Trial Interactive now provides this capability through an audit trail export feature. This export feature
allows for users to report audit information according to the following criteria: All documents in a room,
Current list of documents in the grid,

e A specific search query,

e A specific folder, site, document type, or Document ID, or

e Arange of dates

e This feature also provides the flexibility to easily export this information to an Excel spreadsheet for review.

In order to export an audit trail, follow the steps below:

1. Navigate to the eTMF Documents module.

2. Select the Export dropdown menu from the options above the Grid.

3. Select the Audit Trail option as shown in the screenshot below.
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4. The Export Audit Trail window will open.
5. Select the Documents by Criteria option.
a. This will activate the Documents Selection Criteria area of the window.
6. Select which option you would like using the radio buttons.
7. If you have chosen the By document IDs option, you can enter the document ID numbers in the field below. For
all other options, press the associated blue button to the right of the chosen option to continue and select

specific criteria as shown in the screenshot below.

Export Audit Trail epl @ OX
Export Oprions
Source
(NI ]
Documants Selection Criteria
OJ:

8. Choose the appropriate criteria and press the Select button.

9. When you have indicated all necessary criteria, press Next to continue.
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a. A confirmation window will open showing you the selected criteria.
10. Review the selected criteria and, if they are correct, press Export.
11. A message will be displayed when the export is ready for download.

12. Press Get Job Results to download the file.

THE DOCUMENTS CART

The functions available to a user via the documents cart will vary based on access level.

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.

2. Right-click and select Add Selected to the Cart option or simply click and drag the document to the documents
cart.

3. Once a document is added, it will automatically update to reflect the number of documents available in the

cart. Refer to the screenshot below:

Drint =% email €3] Move to Startup A import v ¥ Export v ? Layout m X, Bulk Upload B2 Add to Cart ¥ Documents ur:@v

Document Docume Disable au Document Reason fo... mments Docun

S ooc -

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.

Add the required documents to the Documents Cart.
Click the arrow next to the Documents Cart to open the cart window.

Select the documents which you wish to copy to other rooms.

P w N B

Click Copy and select ‘To other Rooms.” Refer to the screenshot below.
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-E 1 Documents 1 selected x

@ Remove Selected

Title Document Type Name Index

[ ]

# Copy to another Room ument 1ype

E= Copy To Investigative Sites ¥

5. The Clone Document window will open up and prompts you to specify to which study rooms documents the
documents should be copied to.

6. 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 Copy. The document type of the destination room will determine the auto-naming rule for the document.

Refer to the screenshot below:
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Copy Documents x

The following document will be copied to another room. Please select the roomi(s).

Room:

| Katy's Site Test Room X

() publish documents to index as final documents

0]

) To see the detailed description on the copy documents behavior dick here -
Title Document Type Name Index
] <% FDF_MoteToFile Staging

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.

Add required documents to the Documents Cart
Click the arrow next to the Documents Cart. A pop-up opens.

Select the documents which you wish to clone to other Investigative Sites.

P W N PR

Click Copy and select to Investigative Sites. Refer to the screenshot below.
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-E 1 Documents 1 selected x

@ Remove Selected

Title Document Type Name Index

[ ]

# Copy to another Room ument rype

E= Copy To Investigative Sites ¥

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.

Copy Documents to Investigative Sites u

Select Investigative Sites
The selected docurnents will be copied to all sites chosen. Please select the appropriate sites
below.

-
1

4

u

A

e

P s
8 (
1A

FA
(%3]

Spedcific Sit

e

[
M
K]

.

By Country

6. Click Next folder selection.

7. Once the folder is selected, click Copy. The documents are copied to the Investigative Site folder. Refer to the
screenshot below:

Proprietary and Confidential © 2023 TransPerfect Translations International, Inc. (TransPerfect). Page 197 of 468



K

T R | A L . . .
INTERACTIVE Trial Interactive v10.4.2 User Guide
Copy Documents to Investigative Sites x
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Q search.
6 5ites 0 Selected
[J site Number Principal Inves...  Institution Ma...  Country Name
[J ooz Rubeus Hagrid GER 002 Rube... United Kingdom
[ o003 Vernon Dursley GER 003 Verng...  United Kingdom
[J  oo0s Rowena Raven... USA 005 Rowe... United States
O Doctor soand so USA Doctorso .. United States
J  oo4 Salazar Slytherin 004 Salazar Sly...
O oot Poppy Pomfrey GER 001 Pepp... United Kingdom
Previous
Copy Documents to Investigative Sites x

Q

»

Select Folder

Please select the final destination folder for the copied documents.

w Index Root

Search..

01 Trial Management

02 Central Trial Documents

03 Regulatory

04 IRB IEC and Other Approvals
05 Site Management

06 IP and Trial Supplies

Merging documents

Version 1.0

Administrator, Manager, and Editor users can merge two or more documents into one document.

Add required documents to the Documents Cart.
Select the documents from the cart you want to merge.
Click Actions and then select Merge.

a. The Merge Documents window will open.
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Merge Documents Step! @O0 R

[

Date Title Document Name Comments Expiration Date Deleted By Index Up

29 Jun 2021 FDF_NoteToFile i Down
29 Jun 2021 IEC-IRBRoster_pdfr i
29 Jun 2021 Feasibility Documentatio... i
29 Jun 2021 IP Accountability Record i
29 Jun 2021 FDF_Redacted i

(< I I < < ]

4. Confirm that all of the documents present are to be merged.

5. Use the Up and Down buttons on the right side to place them in the correct order of appearance in the final

document.
6. Press either Download or Save as New Document.

a. Save as New Document will create the merged file as a new document in the study room. All

additional steps refer to this process.

b. The screenshot below shows the next screen that appears after pressing ‘Save as New Document.’

Merge Documents Sep2 O @0 X

if applicable, choose which of the source documents' metadata should be copied te the new document.

-

Select which documents, if any, should be deleted as a part of the merge process.

[m] Date Title Document Name Comments Expiration Date Deleted By Index

O @ 29jun2021 FDF_NoteToFile Staging
O @ 29junz021 IEC-IRBRoster_pdf-r Staging
O @ 29)unz021 Feasibility Documentation_... Staging
O @ 29)unz021 IP Accountability Record Staging
O & 29junz021 FOF_Redacted Staging

7. The dropdown menu at the top of the screen allows you to clone the metadata from any of the source

documents.

8. The lower area, listing the source documents, is there in case the user wishes to delete any of the source

documents as a part of the merge process.
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a. The source documents will only appear here if the user has the appropriate access rights to the
documents to delete them.
b. Anydocument selected will be deleted as a part of the merge process.
9. Press ‘Next’

10. Confirm the metadata for the merged document and press ‘Finish’

Linking documents

Editor and Administrator level users can link documents together with this option.

1. Add required documents to the Documents Cart.
2. Select the documents from the cart.

3. Click Actions and then select Link. Refer to the screenshot below:

! 2 Documents 2 selected x

@ Remove Selected

Title Document Type Name Index

[3 3 FDF NoteToFile Staging
[8 & IECIRBRoster pdfr Staging

EEE

@ Compare
20 Jun 2021
& Merge
29)un 2021 % Link Documents
20 Jun 2021 I} Add To Audit
28 Jun 2021 It Create Audit Profile
I Add To Submission Package
29 Jun 2021
W Mark as Popular
2 [Mi<ted] & Download
29 Jun 2021 «4 Email documents
26 Jun 2021 £ Mass Coding

4. The Link Documents window will open. See the screenshot below:

Link Documents x

Do you want to link all selected documents?

Title Document Type Name Index
-] <» FDF_MoteToFile Staging
-] <% I|EC-IRBRoster_pdf-r Staging
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5. Press Yes to complete the linking process.

Adding documents to an Audit

Administrator, Manager, and Editor users 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.
2. From the Documents Cart, select the appropriate documents.

3. Click Actions and then select Add to Audit. Refer to the screenshot below:

E 2 Documents 2 selected x

@ Remove Selected

Title Document Type Name Index

[8 9 FDF NoteToFile Staging
[A 9 IECIRBRoster pdfr Staging

L | [ )

M Compare
29 Jun 2021
 Merge
29 Jun 2021 % Link Documents
25 Jun 2021 B Add To Audit
26 Jun 2021 It Create Audit Profile
I Add To Submission Package
29 Jun 2021
* Mark as Popular
2 Y 21 & Download
29 Jun 2021 A Email documents
26 Jun 2021 £ Mass Coding

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:
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Select Audit ? X

Some text or instruction
1 Audits Sea Q

Name v Status Published only Percentage Access Level Reminder

TWAudit Active No 100% Full No

Can(e' m

e Note: The audits displayed are those which have been created in the Quality Review module specifically to have
documents added to them in this manner. For additional information on creating the appropriate type of audit, please

see the chapter on Quality Reviews.

Create an 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 343).

2. From the Documents Cart, select a document.

3. Click Actions and then select Create Audit Profile. Refer to the screenshot below:
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E 2 Documents 2 selected x

@ Remove Selected

Title Document Type Name Index

[8 9 FDF NoteToFile Staging
[A 9 IECIRBRoster pdfr Staging

L | [ )

M Compare
29 Jun 2021
* Merge
29Jun 2021 % Link Documents
25 Jun 2021 B Add To Audit
26 Jun 2021 It Create Audit Profile
Iy Add To Submission Package
29 Jun 2021
* Mark as Popular
2 MO0 & Download
29 Jun 2021 A Email documents
26 Jun 2021 £ Mass Coding

4. The Create Audit Profile popup opens.

5. Follow the instructions on the form to create the audit profile as required.

Note: Creating Audit Profiles are discussed under the Quality Review section in detail.

Adding Documents to a Submission Package

Administrators, managers, and editors can add documents to the cart from the grid to include them in a start-up
submission package by using this option. Please note that this option will only be available in rooms in which Study

Start Up has been enabled.
1. Add required documents to the Documents Cart.

2. Select the documents from the cart.

3. Click Actions and then select Add to Submission Package. Refer to the screenshot below:
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E 2 Documents 2 selected x

@ Remove Selected

Title Document Type Name Index

[8 9 FDF NoteToFile Staging
[A 9 IECIRBRoster pdfr Staging

L | [ )

M Compare
29 Jun 2021
* Merge
29Jun 2021 % Link Documents
25 Jun 2021 B Add To Audit
26 Jun 2021 It Create Audit Profile
Iy Add To Submission Package
29 Jun 2021
* Mark as Popular
2 MO0 & Download
29 Jun 2021 A Email documents
26 Jun 2021 £ Mass Coding

4. The Select a Submission window opens.

5. Choose the Submission Package and press ‘Select’

Downloading documents

1. Add required documents to the Documents Cart.

2. Click Actions and then select Download. Refer to the screenshot below.

Mass Coding

The Mass Coding function, accessible by clicking on the three-dot dropdown menu, allows a user to apply metadata to
multiple documents at the same time. If the Causality Tracking feature is enabled in the room then Mass Coding will be

disabled.

Email
The email function allows users to send an email to another room user or contact. This could be a document-related
email or not. In order to send an email, follow these steps:

1. If applicable, select the documents related to your email.

2. Press the Email button above the grid.

a. This will open the Email window.
3. You can either type the email recipients into the appropriate line or use the ‘To’ and ‘CC’ buttons to select
recipients from the list of users.
4. Type your message.
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5. If applicable, indicate whether or not the documents should be attached to the email using the radio buttons at
the lower-left corner of the window.

6. Press ‘Send’ when done.

Marking documents as Popular

Administrator, Manager, and Editor users can mark certain documents as popular using this option.

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.

P W N e

The selected documents now appear on the dashboard- Popular Documents dashlet

Layout

The layout menu, located above the metadata pane, allows the user to choose from a number of page potential layouts.

(See the screenshot below)

Q. Enter keywords or phrase ™ Documents Cart 2 + M Layout =
Select Layout 5
= | —
Tree Tree
Browse Browse with Metadata Rewview
—4
Tree
Preview (bottom) Undock Undock (New
Windows/Tabs)

MANAGING FOLDER SECURITY
Administrator users can manage folder security. This section discusses the major interface for doing so but the user can
also right-click on index folders to view and edit that specific folder’s security. As the same can be done via this

interface, the folder-specific method will not be discussed in depth here. Some rooms, such as elSF rooms have separate
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security controls for site folders. Those are controlled from the Settings menu. Please see Site Template Folder Security

for more information.

To assign Folder Level Security:

1. Click Manage Security from the top ribbon bar. The Manage Security window opens. Refer to the screenshot

below:

Manage Security D x

Select the Target Select Folders

olders

Subfolder Security

5
o

Select the security update type

D) Update existing Security

o

son

Cancel

2. Select the Folders button from the ‘Select the 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 security. You must select at least one folder from this list.

a. Ifyou select the ‘All Folders’ option, the changes will automatically be applied to all folders whose
security can be managed from this interface.

3. Select whether or not the changes should apply to all subfolders or only to the folders specifically chosen.

4. Click the checkboxes next to the folders whose security should be changed or, if you chose to include all
subfolders then choose only the relevant parent folders.

5. Choose the type of security update

a. 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.

b. Overwrite existing security: This option erases all current security definitions and replaces entirely with
the definitions set in step two of the manage security process.

c. 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.

d. Restrict access to administrators only: This option erases all current security definitions in place and
makes the target files/folders only viewable to administrators.

6. Click ‘Next’
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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. Refer to the screenshot below:

Manage Security 2 x
Access and Security
Select group(s) or user(s) and set the desired levels of access.
Groups Users Selected members
O Name Email &8 @ @
Q search
@] Admin 102 Tiadmin102@ti.com OO0 @
O Last Name First Name Email Phone Mobile Organization 0 Reader 103 tireader103@ti.com 00 ®
] testadmida@ti.... ti.com
O 102 Reader tireader102@ti... ti.com
O
O e
O 103 Editor ti_editor103@ti.... Trialinteractive.... M
O 103 Admin tiadmin103@ti... Trialinteractive....
0 105 Reader Tireader105@ti... ticom
O 105 Editor Tieditor105@i.... ticom
O 107 Editor tieditor107@ti.c... ticom
O Admin Lorenzo LorenzoAdmin... ticom
M dPrevious [ 1 Jof2Nexth M
Previous m

8. Hover the mouse over the group/user name in the left pane. The Plus icon appears to the right.

9. 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:

10. Once the users or groups are moved to the right side of the window, you will need to define their security
access rights.

a. Full Access — Users have unhindered access-level-appropriate access to the documents.

b. Read-Only Access — Users can only view the documents.

c. No Access — These users will not even see this folder on their room index and cannot access any
associated files.

d. No Watermark — This option will only appear for rooms in which the watermark option is enabled. It
allows the selected user to view the documents in the chosen folders without the watermark.

e. (Collaborate rooms only) Proxy Document Owner — This allows the specified user to act as a document
owner for any documents contained in the selected folders.

11. Click Save

MANAGING DOCUMENT LEVEL SECURITY

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.
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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.

v s W N R

Select the security update type by clicking one of the four options, as described in the previous section of this

guide.

6. Click Next. The second stage of the Manage Security tool populates the window.

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.

RESTRICTED CONTENT

With new regulations that limit exposure to Personalized Health and Identity Information, as well as the constant
concern about exposure to unblinded data, it is often difficult to indicate that a document must be redacted within a

trial while preventing unauthorized individuals from seeing this document in the interim.

To that end, we have a Restricted Content feature. This feature allows users to indicate that a document is a ‘Restrict
Document.” Once restricted, only Administrator-level users or users with the redaction action on their user profile may
see the unredacted copy (also referred to as the ‘native’ copy or ‘native’ version) no matter where the document moves
within the room. These restricted documents will show in a new Redaction view and Redacted dashlet which shows the
current queue. Users with redaction permission may then process unblinded data or documents with PII/PHI in them.

Until unrestricted by a user with redaction permissions, the content will be unavailable for any purpose within TI.

In order to designate a document as containing restricted content, see the section below:

A document may be designated as ‘Restricted’ either during or after upload. As a best practice recommendation, we
suggest that documents requiring this level of protection are designated as ‘Restricted’ upon upload in order to help

ensure that the restricted content is not viewed by any unauthorized personnel.

During the upload (or import) process, there will be a toggle switch which, when enabled, will designate all selected
documents as ‘Restricted’ during the upload process. The user will need to enable Documents Metadata during upload

in order to activate the “Set as Restricted Document Content” option.
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Please see the screenshot below.

Import Documents x
File Name Size Uplc-ad Status Documents Metadata o
Y InformedConsent_samplel.pdf 110.0 KB not uploaded Set as Restricted Document Content @
Index Position
Staging B
x

For documents that are already in the room, users can right-click on the document or open the document action menu
with the gearwheel icon on the grid. Once the menu opens, select the “Select as Restricted Document Content” option
in order to designate the document as ‘Restricted.” For users with the ability to edit a document’s metadata, the

“Restricted Document Content” toggle switch will also appear in the metadata pane.

@ Add Document
[0 Copy Link
' % Delete imendment

A * & & & View document security -

# Certify Document
_} ¥ Curriculun

U WU Set as Restricted Document Content

Regardless of which method is used to designate the document as ‘Restricted,’ a shield icon will appear on the grid as a

visual reference that the document cannot be viewed prior to being redacted unless the user has sufficient privileges.

Event Manager

The Event Manager was created as a new way to manage amendments, milestones, visits, and other events that occur
during a Clinical Trial. It is important to have a simple way to recognize clinical events as they happen in order to get the
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most accurate picture of eTMF Health. That way, as amendments, visits, and other activities occur, the eTMF ‘knows’
what documents are needed in association with those events and can even plan them, including the responsible party

and due date.

Events may be applied to the eTMF Required Document and Placeholder definitions, providing a simple way to manage
the milestones of a study, applying the planned documents automatically, and improving the quality of the
measurement of eTMF Health. Placeholders are defined and applied as a part of amendments, milestones, visits, and

other trial activities. Sites and countries may be included or removed as necessary.

PRIOR TO CREATING EVENTS

Prior to creating events, users will need to ensure that their required documents are set up appropriately. It is
recommended to make any required changes in the room’s Configuration Manual and to work with the Trial Interactive
Service Desk to ensure that all changes are made correctly. For more advanced users, please see the section about

updating required documents for instructions on how to adjust these requirements.

Users will have the choice to indicate whether a document type is to be required “Immediately” or upon “Event
Completion.” A placeholder will be created automatically for any document which is indicated as being required
immediately. Documents which are intended to be associated with events will not necessarily be due right away and, in
order to allow users to get a better sense of the current state of the eTMF, placeholders for these documents will not be
generated until the associated event has been created and placed into a status of “Completed.” Once the event is
marked as completed, the placeholders will be visible in the room at large and will impact eTMF completeness, but not

before then.

CREATING AN EVENT TYPE

Prior to creating a specific event in the system, we must first ensure that the type of event has been created. If your
room has come prepopulated with event types based on those created by default in the system or milestones cloned
from another room, you can certainly use those. However, there will sometimes be an occasion where a custom event

may be of use. In order to create an event, follow the steps below:

1. Select the Event Types area of the Event Manager. This is indicated by a gearwheel icon on the far left of the
screen.

2. Click on the “Add” button in the menu bar above the list of events already in the room. The “Create New Event
Type” window will open.

3. Fill out the required fields.
a. The Event Type field allows you to name the new event.
b. Category indicates whether this is related to a Study, Country, or Site level event.
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c. The Due Date Period field allows you to indicate how much time users have to submit the documents after
the event has taken place.

d. Please note that the ‘Description’ field is not required but, should you have several Event Types that are
similar, this field can help users differentiate between them as this description will be visible to users when
creating an Event based on the Event Type.

4. Use the “Add” button above the Document Type Name field in order to open the Select Document Type
window.

5. You can search for the document type via the search bar at the top of the window or by drilling down in the
index structure until the correct document type entry is shown.

6. Check the box next to the correct document type(s) and click Select to add the selected document type(s) to the
event being created.

7. Once all document types have been added, press the Create button to create the event type.

CREATING AN EVENT
Once an appropriate event type has been created, specific events can be planned using that event type. Events that have
been created can be updated at any time by the eTMF team to reflect the latest content. Each event will show with its

own eTMF Health measurement at the study, country, and site levels.

Events can be created using the following steps:

Access the Events module. Any previously created events should be displayed in the window.
Click on the “Add” button in the menu bar above the list of events. The “New Event” window will open.
Using the Category field, indicate whether the event being planned is a Study, Country, or Site level event.

Choose the Event Type from the dropdown menu.

v B W N PR

Give the event a name and fill out any other fields as desired.
a. The planned date field will be critical to tracking the timeliness of event document submissions.
b. The Due Date Period should be automatically populated based on the value entered during the
creation of the Event Type.
c. The Status field can be used to indicate whether an event is being planned or has already been
completed. Most events will be created with a status of “Planned.”
6. Press “Next”
7. The next screen allows the user to confirm whether all required document types for this event are displayed.
The list will be populated based on the values chosen during the creation of the Event Type.
a. If another document type is required, the user can press the “Add” button in the menu bar above the
right panel. This will open the “Add Required Document Types” window.
i. Use the Search bar or manually drill down in the folder structure to locate the required

document type and press “Add”.
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8. Once all required document types have been added to the event, press “Finish” to complete the event creation

process. The event will be displayed in the list of created events.

MODIFYING AN EVENT

Follow these steps in order to modify an existing event:

1. Access the Events module. Any previously created events should be displayed in the window.
2. Select the event to be modified and, using the toggle switch at the bottom of the screen, press “Profile.” The
event profile will open.
3. The event profile has three tabs:
a. General Info: This tab includes the name of the event, any impacted sites or countries, the due date,
etc.
b. Requirements: This tab allows the user to adjust the required documents associated with the event.
c. Documents: This tab allows the user to see which documents have been collected or are still
outstanding.
4. Only the General Info tab has a save button. Be sure to save any changes made to this tab prior to exiting the

view or else the changes will be lost.

ASSIGNING DOCUMENTS TO EVENT PLACEHOLDERS
Once an event has been created, documents which have been submitted to the room can be assigned to the
placeholders generated by the creation of the event so that they can count toward event completion and eTMF health.

In order to assign a document to an event placeholder, follow the steps below:

1. Select the Documents area of the Event Manager. This is indicated by a page icon.

2. The user can change their view of the Documents area using the “View by” dropdown menu. The available
completeness views are the same as those available in the eTMF Documents module with the exception of
“View by Event.” We will be addressing the “View by Event” view in these instructions.

3. Using the index pane at the left side of the screen, drill down to the Event in question and click on it in order to
show the missing and collected documents in the central “Grid” pane.

4. |Ifitis not already expanded, click on the “Open Staging Area” button at the bottom of the screen in order to
access those documents currently housed in the Staging, Inbox, and Upload folders.

5. Click on the document location and locate the document which applies to the placeholder displayed in the
upper portion of the screen.

6. Click and drag the appropriate document from the lower panel onto the document placeholder in the upper
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panel.
7. The document will be coded based on the placeholder metadata.

8. Press the Refresh button above the Grid or in the Index pane in order to see the selected document in place of

the Placeholder that was filled.

Study Room Dashlet Settings

Administrator users can set up a default dashboard for each level of user access. However, unless specifically forbidden

from adding or removing a particular dashlet, users have control over the dashlets that are displayed on their individual

dashboard.

MODIFYING A DASHLET’S SETTINGS FOR ALL ROOM USERS

To modify a dashlet’s settings, follow these steps:
1. Navigate to the dashboard.
2. Click on the ‘Dashlets’ button at the top-right of the screen.

a. This will open the Dashlets window.

% Edit Dashboard % Edit Default Dashboard £ Dashlets

3. Locate the dashlet whose settings need to be altered.
4. Click on the name of the dashlet

a. This will cause the dashlet’s properties to be populated in the left side of the window.
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Dashlets x

Set Up Dashboards

Title
About This Room

Description o
i . + Add @l Remove
General information about
this room p Documents
p eTMF
p Users
Availzble for p Recent Communication Log
Readers and above -
b Investigative Sites

w Common
Bulletin Board
Project Links
My Courses
Tasks
FAQ
Q&

5. Any of the following may be adjusted:
a. Dashlet Title: Any name entered here will be displayed to all users.
b. Description: Anything entered here will be displayed to all users when they select dashlets for their
dashboard.
c. Available for: This field controls which user levels have the ability to add this dashlet to their
dashboard.

6. Press ‘Save’

DEFAULT DASHBOARD SETUP
Administrator level users can set up default dashboards for users based on their access level. Unless otherwise
forbidden, users can alter their dashboards to be different than the default.
Follow these steps to set up default dashboards:
1. Click on the ‘Edit Default Dashboard’ button at the top-right of the screen.

a. This will open the Edit Default Dashboard window.
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£ Edit Dashboard & Edit Default Dashboard ¥ £ Dashlets
Reader N

Editor S o

Administrator

2. Click the checkboxes next to the dashlets which should be displayed by default.

Edit Default Dashboard Reader X

Set Up Dashboards

» (] Documents

« W] eTMF
eTMF Health
(] Claimed & Unclaimed
Expired Documents
(] Rejected and In-Clarification Documents
My Queries
(] Open Queries By Age

» (] Recent Communication Log
p (W] Investigative Sites
b Common

3. Click on the name of the dashlet to populate the dashlet properties on the left side of the window.
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Edit Default Dashboard Reader x

Set Up Dashboards

Title

eTMF Health Sea

Description

Current health of the eTMF » [J Documents
based on Required Documents - (W eTMF

compared against documents

collected to date eTMF Health

(] Claimed & Unclaimed
Mandatory Expired Documents

[[] Rejected and In-Clarification Documents
My Queries
(] Open Queries By Age

b [ Recent Communication Log

p (W] Investigative Sites

» Common

4. Make any desired changes to the available fields.

a. Title: The chosen user access level will see this custom title.

b. Description: The chosen user access level will see the custom description.

c. Mandatory: Toggling this on will prevent users at the chosen access level from removing the selected
dashlet.

5. Press ‘Save’ when done.

SETTING UP YOUR INDIVIDUAL DASHBOARD

Unless otherwise restricted by room administrators, each user can control the appearance of their own dashboard.

Follow the steps below to customize your dashboard:
1. Click the ‘Edit Dashboard’ button at the top-right of the dashboard.

a. This will open the ‘Set up your Dashboard’ window
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Set Up Your Dashboard x

Set Up Dashboards Set Up Layout

+ Add i Remove

+ [B] Documentis

My Submissions

By Workflow Status
Documents to be Signed
Submitted Documents
Popular Documents
Documents View

My Favorite Documents
Upload

Submitted Documents

OO0 ROOR

Redacted Documents

b (W) eTMF
3 Users
2 Investigative Sites

2. Check the box next to each dashlet which should be displayed on your dashboard.

a. You can also check the entire category to select all related dashlets.

3. Once you know what dashlets you use most frequently, you may want to press the ‘+Add’ button to create a
custom dashlet category.

a. If you choose to do this, you can click on the name of a dashlet and drag it from its home category into
your custom category. Once done, the dashlet will be displayed on the dashboard in your custom
category.

4. If you would like to change the number of columns showing on the dashboard, click on the ‘Set Up Layout’ tab
and choose the desired number of columns.
5. Press ‘Save’ when done.
6. Each category of dashlet can be adjusted by doing the following:
a. Press the Pencil icon at the right side of the dashlet category to rename the category.
b. Click on the lower-right corner of the category to alter the height of the category window.

c. Click on the category header to drag the window to a new position on the dashboard.
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Dashlet Descriptions — Common Grouping

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. Administrator and Manager level users can make changes to this dashlet by pressing the ‘Edit’ button. Once you

have made the desired changes, click Save. Any changes made will be immediately visible to all room users.

BULLETIN BOARD
This is set up by the administrators to provide messages to the team which can be information regarding a room or

problems within a study. It can be edited by administrators and managers.

PROJECT LINKS
The Project Links dashlet displays the links to different websites that are used for the study. Editor level users and
above may create links by pressing the ‘Create’ button. The toggle switch allows users to switch between private links

and those shared with the rest of the users in the room.

MY COURSES
Some study rooms are integrated with Global Learn in order to conduct appropriate study-related training. This displays
your courses. Each course displayed serves as a link which, when clicked, will take the user to that course in Global

Learn.

THE FAQ DASHLET
The FAQ dashlet will display a list of frequently asked questions to help users find important information even more
easily. The questions will be displayed in a grid-style and the user can choose to view the answer to the question by

clicking on the arrow next to the checkbox.

THE Q&A DASHLET
The Q&A dashlet will make it easier for users to view answers to their important study-related questions. Users below
Administrator level access will only see their own questions posted here. Users who have been designated as Subject

Matter experts will also see questions related to their area of expertise.
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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 dropdown menus to get the task details.
All Tasks lists all the tasks belonging to the selected assignee.
My Tasks lists all the tasks pending recently, today, or are overdue.

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 by clicking Get

Job Result which then downloads the export job as a .xlsx file.

Dashlet Descriptions — Documents Grouping

UPLOAD
The Upload dashlet allows users to drop files from their desktop into the room with assistance so that documents can be
quickly uploaded and indexed. The function of the dashlet is impacted by the user’s specific role in the system and it will

assist in directing the user’s document to the correct folder as appropriate.

In order to use the Upload dashlet, simply drag a file from your computer desktop into the dashlet and press Import. In
rooms where it has been enabled, users will be able to see the index folders associated with sites and can upload

documents directly to a specific folder.

MY SUBMISSION

The My Submission dashlet will allow users to view the files they have uploaded right from their dashboard.

This operates very much like the already familiar Favorite Documents and Popular Documents dashlets. Users can click
on the document type icon (PDF, Word, etc.) in order to launch a preview of the document in a separate window or click

on the blue arrow to be taken directly to the document within the room’s index structure.

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.

EXPIRED DOCUMENTS
The Expired Documents dashlet lists the expiring and expired documents as specified in the expiration period. 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.

Users can also use the Expiring Document to replace expired or expiring versions of a document.

To deal with an expired or expiring document, follow these steps:
1. Locate the document in the dashlet.
2. Check the box next to the document.
3. Click the ‘+Add New Version’ button at the top-right of the dashlet.
a. This opens the ‘Add New Version’ window.
4. Select the appropriate replacement option.
a. The options available are configurable by the room administrator in the Settings area.
5. If ‘Replace the Attachment’ is chosen,
a. Press the ‘Browse’ button and locate the new version of the file.
b. Set the new expiration date
c. Indicate the reason for the replacement
6. If the ‘A new version was already submitted. Remove this document from the list’ option is chosen nothing else
needs to be done. The document will be removed from the list of expiring documents.

7. Press ‘Save’

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:

e Asacomplete Room Summary, or

e As workflow stages defined.

REJECTED AND IN-CLARIFICATION DOCUMENTS
This 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 double-click on the count to view the list of documents associated with a particular rejection or clarification
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reason.

ETMF HEALTH
This dashlet shows a summary of the percentage of missing and collected documents as defined by the room’s
configuration. Each category of documents is listed and has its own chart. To view the missing documents at each

category level, click on the appropriate ‘donut’ chart to drill down if required (ex. To locate a specific site’s entries).

When viewing a list of placeholders (missing required documents) for a site or other entity, Editor and above level users
will be able to press the +Add Document button to attach the necessary document to the placeholder. The primary
benefit of uploading a document this way is that it will come into the room already coded with the necessary metadata
to fulfill the placeholder. Whether the placeholder is filled right away or after the document passes the QC review

process is determined by the room settings.

Users can also generate a new placeholder directly via this dashlet. Once the proper entity is located, the user can press
the +Add Placeholder button, select the document type and fill in any other required metadata to create the

placeholder.

This dashlet follows the following definitions:

e Unfulfilled Placeholders / Missing: This is the count of placeholders that have been set up as required in the

eTMF but are still waiting to be collected or marked as final. These are also referred to as Missing Required
Documents, or just 'Missing'.

e Fulfilled Placeholders: This is the count of placeholders that have been collected, indexed, QC'd, and marked as

final in the eTMF.

e Collected: This is the total count of final, collected documents in the eTMF, which represent not just a count of
fulfilled placeholders, but also additional documents and versions collected where more than one document
has fulfilled a particular placeholder or eTMF requirement. For non-TMF rooms, this metric may represent non-
final documents as well depending on room configuration.

e Overdue: This is the total count of unfulfilled placeholders that are now past the due date set by a completed
Event or milestone in the eTMF. When an Event or milestone is marked complete, the unfulfilled placeholders
required by this Event are marked as due to be collected based on the Event completion date. A Due Date
Period is generally added to provide time to collect and mark the documents as final, and this period is added to
the completion date to determine each document's due date.

e Overall: This dashlet also now shows an Overall measure that sums up the entire eTMF.
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eTMF Health Claimed & Unclaimed Expired Documents Rejected and In-Clarification Documents My Queries Open Queries By Age

Donut Bar ¥ Export

23% 65% 61% 20%
118 0 511 150f23 110f18 92 of470
Complete ' Complete Complete Complete
197
Overall Trial Country Investigative Site Overdue
378

Unfulfilled Placeholders

MY QUERIES
The My Queries dashlet gives a list of documents based on their query types. The user can use the dropdown menus to

narrow down the queries displayed.

Responding to queries is covered more in-depth in the Queries chapter of this guide but this dashlet can also serve as a
portal for responding to queries. To respond to a query via the My Queries dashlet, locate the Pending query and press

the ‘Respond to query’ button.

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
document 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.

POPULAR DOCUMENTS
The IP Release Documents dashlet displays the list of documents that have been marked as popular by an Administrator,

Manager, or Editor through the Documents 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 or click on the blue arrow to be taken to the document in the Documents module.
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DOCUMENTS TO BE SIGNED

The Documents to be Signed dashlet gives a list of documents waiting for signature.

RECENT COMMUNICATION LOGS
The Recent Communication Logs dashlet gives a list of all communications made during the site start-up and activation

stage. Click the View All Communication Log to go the Communications module of Start-Up dashboard.

USERS (ADMINISTRATORS ONLY)

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.

Dashlet Descriptions — Investigative Sites

EXPIRING SITES

The Expiring Sites dashlet gives a list of all sites that are expiring in a future date

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

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.

Document queries have several different uses in Trial Interactive but, generally speaking they provide users with a
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method of asking questions about documents. The specific use of queries in a study room may be guided by internal

SOPs specific to the study.

Workflow Queries

Workflow queries are primarily intended to assist users in seeking clarification about a document while deciding
whether it should be approved or rejected. In some instances, these queries may be used to allow the submitted a

chance to correct a minor issue by providing updated information or a corrected copy.

OPENING A WORKFLOW QUERY
It is assumed that the user is already a part of the workflow in the room and has already claimed the document for
review. Also, the statuses for each workflow are configurable. For these instructions, we are using the default or most

commonly used statuses but the statuses available in your study room may be different.

To open a workflow query, follow these steps:
1. Apply metadata to the document as accurately as possible.

a. Some fields will be required even if the point of the query is to clarify the required value. Fill in the
field to the best of your ability.

2. Apply a status of “Clarification” to the document and indicate the issue.

a. ltis not required to add comments to a document when applying a status of ‘Clarification’ but it is
highly recommended that you be as specific as possible in order to give the query recipient enough
detail to correctly and quickly answer your question.

3. Press the ‘Save’ button.

a. If youinadvertently press the ‘Save & Next’ button, you will need to go get your document from the

‘Clarification’ folder at the left side of the screen before continuing.

4. Press the ‘Create Query’ button.
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2-Step Workflow: QC 1 W —

Status

Clarification -

ssUes

| Missing Date * |

ndex

Trial\01 Trial Management\01.03 Trial
Committee\01.03.07 Committee Member
Confidentiality Disclosure Agreement

Comments

The date isn't missing but I'm having a hard
time reading the handwriting. We will need
to clarify the date before proceeding.

Workflow History bl

a. This will open the email window.
5. The email window will automatically populate with the submitter as the recipient, the template email, the
issues chosen, and any comments that you provided. Customize the email and add any additional recipients as
necessary.

6. Press ‘Send Query’

RESPONDING TO A WORKFLOW QUERY
The recipient of a query will receive an email as shown in the steps for sending a workflow query. The easiest way to

respond to the query is to simply reply to the email. Other options are discussed below:

Responding to a query can happen from multiple locations in the system:

e Email
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o Replying to the query email will add a response to the query in the system.
e The Documents Module

o Query by Sender view

o Query by Recipient view

o Any other view where the document can be chosen and the metadata panel can be accessed
e The Queries Module

e The My Queries Dashlet

These instructions will direct the user based on the assumption that the query is being tracked and worked from the

Queries module of the study room but the steps below are appropriate to any of the areas mentioned above.

To respond to a query from inside the system:
1. Navigate to the Queries Module via the Navigation Grid at the top-left corner of the screen.

a. This will open a view that defaults to ‘My Queries’ which are queries in which you are listed as either

the sender or the recipient.
2. Choose the ‘By Recipient’ view from the dropdown menu at the top-left.

a. Users who have access to view queries for multiple users will need to expand their own list by clicking

on the arrow next to their username.

+~u
Lo

-w
E=

Admin 102 15

-
=

Admin 103 21

e
=

Admin 104 1

-w
=

Ashley Parik 34

-w
E=

Editor 102 1

Editor 103 12

‘= Pending 5
‘= In Progress 3

= Resolved 4

3. Select your Pending queries.
a. This will cause the documents grid to populate.

4. Select the document whose query you wish to review and respond to.
a. The metadata panel will populate with the query information.

b. For other areas of the system, choosing the document will also cause the metadata panel to load but
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the user may be required to select the Queries tab of the metadata panel to continue.
5. Read the query email, review the document.

a. Thereis a link to the document at the top of the metadata panel. See the screenshot below.

Query 44-235 PENDING &

General

[ 1066_Chialda_PsvRpt_06Apr2021 (4"

Message Info Metadata

To (5 recipients)»

@ Melissa Flanagan

Subject

Training Team eTMF Room -
1066_Chialda_PSVRpt_06Apr2021

a Reader 102 71972021 8:51:47 AM EDT

PLEASE DO NOT CHANGE THE EMAIL
SUBJECT. RESPOND TO THIS EMAIL WITH A
DOCUMEMT.

4 Respond to Query

»
4 Previous Query Next Query b
6. When you are ready to respond to the query, press the ‘Respond to Query’ button.
a. This will cause a response area to appear.
7.

Type in your response and, if necessary, attach any required documents.

8. Press ‘Save’
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RESOLVING A WORKFLOW QUERY

When a query is first created, it appears in ‘Pending’ status to indicate that the system has not received a response from
the recipient. When the query changes to ‘In Progress’ status, the system has received a response. This will happen
whether the system receives an actual response or if it receives an out of office message. If that happens, the user may

want to use the ‘Return to Pending’ option in the Info area of the Queries module metadata panel.

‘Working’ a query can happen from multiple locations in the system. The user who opened the query can review the
query process from the following areas:
e The Documents Module
o The Reviews view
o Query by Sender view
o Query by Recipient view
o Any other view where the document can be chosen and the metadata panel can be accessed
e The Queries Module
e The My Queries Dashlet

e The QC Workflow module

These instructions will direct the user based on the assumption that the query is being tracked and worked from the

Queries module of the study room but the steps below are appropriate to any of the areas mentioned above.

To resolve a query, follow these steps:
1. Locate the ‘In Progress’ query
a. Pending queries can be resolved too but the status indicates that no response has been received.
2. Click on the query in the grid.
a. The metadata panel will load
b. For users who opt to perform these steps from other locations in the system, you may have to select

the Query tab of the metadata panel.
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Query 44-332 &

General
5 subIFDF s

Message Info Metadata

To {4 recipients)»

l
Subject

Training Team eTMF Room - SublFDF

a Fditor 104 117272021 8:13:48 AM EDT

PLEASE DO NOT CHANGE THE EMAIL
SUBJECT. RESPOND TO THIS EMAIL WITH A
DOCUMENT.

4 Respond to Query

4 Previous Query Next Query b

4

c. The query response will appear lower down in the panel and is usually colored green or blue depending
upon your system settings.
3. Read the response and, if it answers your question, press ‘Resolve Query’
a. The ‘Resolve Query’ window will open.
4. Add a comment indicating why the query is being resolved.
5. Choose your Resolution type using the dropdown menu.
a. Resolve - This option would be used if no replacement document was received during the query
process.
b. Resolve and Replace using selected attachment — This option would be used if the user wants to

replace the attached file.
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c. Resolve and create new document — This is primarily used when the document received in the query

response should be used but is significantly different from the one received.

tep1 @ O X

L

Resolve Query

Comments

Please choose a query resolution
Resolution

Resolve and create new document -

[ Use selected attachment
() Copy metadata from original document

(] Reject existing document

Please select attachments

From Editor 103 12/29/2021 12:30:01 PM EST

ti_editor103@ti.com

From Editor 103 12/29/2021 12:30:25 PM EST v

Cancel

i. Please note that the checkboxes become active asking the user to clarify what action is to be
taken next:
1. Use selected attachment
2. Copy metadata from original document
3. Reject existing document
6. If appropriate, choose the file to move forward with.
7. Press ‘Next’ or ‘Resolve’
a. If you have chosen either the ‘Resolve’ or ‘Resolve and replace using selected attachment’ option then
this is the last step.
b. If you have chosen to reject the existing document and use a replacement attachment, press ‘Next’
8. Apply the correct metadata to the new document.

9. Press ‘Resolve’

Audit Queries

Audit queries can be opened at two different points during the quality review process. In the first case, the Auditor can
open a query against a document if they need assistance determining if the document should be passed or failed. The
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second, and likely more common usage, would be when the document has been failed and the Audit Responder needs

to correct any audit findings.

OPENING AN AUDIT QUERY
It is assumed that the user is already a part of the audit and has already either been assigned the document for review
or claimed the audit finding for review. For these instructions, we are focusing no the Audit Responder role but the

general instructions are the same.

To open an audit query, follow these steps:
1. Select the document from the documents grid.
a. Once again, we are assuming that the user has already claimed the finding for response. For additional
instructions, please see the chapter on performing quality review related activities.
2. If necessary, expand the Audit Information area of the metadata panel.

3. Press the ‘Initiate Query’ button. See the screenshot below
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Metadata Queries Audit

Submitted Name
Confidentiality Agreement_pdf-r
¥

Audit Information —

Audit Mame

3rd and 4th Quarter Audit

Auditor Mame

Admin 103

Comments

Show Only the Most Recent Entry

O 29 Dec 2021 11:42 AN

a. This will open the email window.
4. The email window will automatically populate with the template email. Customize the email and add
recipients.

5. Press ‘Send Query’

RESPONDING TO AN AUDIT QUERY
The recipient of a query will receive an email as shown in the steps for sending an audit query. The easiest way to

respond to the query is to simply reply to the email. Other options are discussed below:

Responding to a query can happen from multiple locations in the system:
e Email

o Replying to the query email will add a response to the query in the system.
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e The Documents Module

o Query by Sender view

o Query by Recipient view

o Any other view where the document can be chosen and the metadata panel can be accessed
e The Queries Module

e The My Queries Dashlet

These instructions will direct the user based on the assumption that the query is being tracked and worked from the

Queries module of the study room but the steps below are appropriate to any of the areas mentioned above.

To respond to a query from inside the system:
1. Navigate to the Queries Module via the Navigation Grid at the top-left corner of the screen.

a. This will open a view that defaults to ‘My Queries’ which are queries in which you are listed as either

the sender or the recipient.
2. Choose the ‘By Recipient’ view from the dropdown menu at the top-left.

a. Users who have access to view queries for multiple users will need to expand their own list by clicking

on the arrow next to their username.

x|
L

» & Admin 102 15
¥ & Admin 103 21
P & Admin 104 1

P & Achley Parik 34
P & Editor 102 1

¥ & Editor 103 12

‘= Pending 5
‘= In Progress 3

= Resolved 4

3. Select your Pending queries.
a. This will cause the documents grid to populate.
4. Select the document whose query you wish to review and respond to.
a. The metadata panel will populate with the query information.
b. For other areas of the system, choosing the document will also cause the metadata panel to load but

the user may be required to select the Queries tab of the metadata panel to continue.
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5. Read the query email, review the document.

a. Thereis a link to the document at the top of the metadata panel. See the screenshot below.

Query 44-235 PENDING #

General

L3 1066_Chialda_PsvRpt_06Apr2021 (4

Message Info Metadata

To (5 recipients)»

& Melissa Fla nagan

Subject

Training Team eTMF Room -
1066_Chialda_PSVRpt_06Apr2021

& Reader 102 7/19/2021 8:51:47 AM EDT

PLEASE DO NOT CHANGE THE EMAIL
SUBJECT. RESPOND TO THIS EMAIL WITH A
DOCUMEMNT.

# Respond to Query

3
4 Previous Query Next Query p
6. When you are ready to respond to the query, press the ‘Respond to Query’ button.
a. This will cause a response area to appear.
7.

Type in your response and, if necessary, attach any required documents.

8. Press ‘Save’

RESOLVING AN AUDIT QUERY

When a query is first created, it appears in ‘Pending’ status to indicate that the system has not received a response from
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the recipient. When the query changes to ‘In Progress’ status, the system has received a response. This will happen
whether the system receives an actual response or if it receives an out of office message. If that happens, the user may

want to use the ‘Return to Pending’ option in the Info area of the Queries module metadata panel.

‘Working’ a query can happen from multiple locations in the system. The user who opened the query can review the
query process from the following areas:
e The Documents Module
o Query by Sender view
o Query by Recipient view
o Any other view where the document can be chosen and the metadata panel can be accessed
e The Queries M