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1. About This Guide

This help guide will assist users with Reader Access in understanding and using the TransPerfect
Trial Interactive 9.2 platform, which is used by life science companies to conduct eTMF, Study
Start-Up, licensing, due diligence, and clinical trial collaboration activities in a secure online
environment. This guide contains a descriptive overview of the Trial Interactive tool and step-by-

step procedures for common Reader User level Trial Interactive functions.

This guide is intended solely for the use of clients who have purchased the Trial Interactive
platform. This guide and its contents are the intellectual property of TransPerfect Trial Interactive

and are not to be distributed without the expressed consent of TransPerfect Trial Interactive.
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2. About Trial Interactive

TransPerfect offers global e-Clinical Solutions through its platform, Trial Interactive. Trial
Interactive enables life sciences companies to streamline the execution and commercialization of
global clinical trials and collaborate on partnerships while reducing administrative burdens. As a 21
CFR Part 11 solution, Trial Interactive provides users with a completely secure environment in
which to complete all required regulatory information, paving the way for paperless global clinical

development and commercialization.

Our solutions are used by pharmaceutical, biotechnology, and medical device companies as well as
CROs, IRBs/ECs, and leading academic institutions involved in clinical development that stand up
to the scrutiny of regulatory authorities globally. As near real-time access becomes even more
critical to development and management teams around the world, Trial Interactive provides a
hosted SOC 2 Type Il certified environment with next-generation encryption and intrusion
detection to protect your confidential information. Trial Interactive 9.2 takes a step further by
integrating within its system, Mixpanel, a third party service, that allows the client to track user
actions, and thereby manage and analyze collected data. Trial Interactive’s configurability allows it
to be used in multiple ways to streamline clinical development and has multiple modules that can
be used standalone or integrated to streamline study processes. These include:

e  Study Start Up Module

e eTMF Module

e e-Feasibility Module

e Safety Notification Letter Distribution and Tracking

e Safety Portal

e Endpoint Adjudication

o myTl
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3. Getting Started

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

e Browser and Operating System Support

e Receiving and Responding to a Room Invitation

e Logging In on subsequent visits

e Logging in using Multi-Factor Authenticator

e Logging In without access to rooms

e Requesting a password reset

e Accessing a Trial Interactive Room

e Navigating between Rooms

e Marking favorite rooms

3.1. Browser and Operating System Support

Trial Interactive is fully functional in standard browsers including Internet Explorer 10, Internet
Explorer 11, Chrome, Firefox, and Safari; it requires Adobe 7.0 or higher and recommends Chrome

for PC users and Firefox for Mac users. It is also fully functional in the Windows Operating System.

Trial Interactive 9.2 restricts the usage of versions of Internet Explorer with version number less
than 10. It also restricts the usage of Windows operating system with version of Windows XP and

earlier.

If Trial Interactive 9.2 is accessed through any of the unsupported browsers, or operating systems

mentioned above, a message as shown in the screenshot below is displayed:
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Unfortunately your browser or operation system is not supported. We support Internet Explorer 10 or higher running on Windows that is
newer than Windows XP. Please contact our technical support: rdsuperadmi2017@yandex.ru

With Trial Interactive 9.2, a user will be logged out if the user is logged on multiple sessions in
different browsers at the same time. To enable multiple sessions at the same time, the

administrator needs to enable it while inviting a user to room.

3.2. Confidentiality Agreement

If a Confidentiality Agreement is enabled for your room, the user will be asked to sign the
Confidentiality Agreement:
o When the user logs in the first time and visits the room or accesses the room, or
e When the user visits the room each time or refreshes the page, or
e When the user uploads a document from the Home page, or

e  When entering a room through multiple sessions.

3.3. 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 welcome message and a Registration link.

CNS102915 TMF Invitation nbex

demo@irialinteractive.com 12.00 PM (0 minutes ago) . -

iipate in the study room for CNS102915 TWF
are:

3 Firsfox

alinteractive. com should you require any

ontain confidential and privileged information. I it has been sent to you in enor, please reply to advise the sender of the eror and then immediately delete this message
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1. Click Registration link near the bottom of the message, and you are directed to the Trial

Interactive user account registration page.

i GreT—

For 2447 suppent plaase contact

2. Type inyour 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.

Password requirements:
e  Must have at least 8 characters
e  Must contain at least one upper case letter and digit OR one special character

e Valid special charactersare-! @ S %

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

What was the make of your first car?

In what city were you married?

In which hospital were you born?

What is your favorite sports team?

What was the name of your first pet?

What is your favorite hobby?

What is the name of your first child?

What is your maternal grandmother's first name?

In what city were you born?

What was your high school mascot?

What is the name of the first company you worked for?
How old were you at your wedding?

In what city were you living at age 167

Where did you meet your spouse for the first time?

In what city were you married? hd

5. Type your answer in the appropriate field. Based on client preference, some rooms have
only one password recovery question.

6. Select your second password recovery question.
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7. Type the answer to that question.
8. Complete the other fields at the bottom of the registration page as directed by the study
sponsor.

9. Click Register. You will be directed to a confirmation page.

—P
l'd S pa Ei [ape—

Congratulations! You have successfully registered.

You can login to Demo by using your email address ‘madhuraak@outiook com' as the username and the password you just registered.

talogin to Demo.

10. Click the link to the secure Trial Interactive website. From this site you can begin work in the

trial room.

3.4. Logging in using Multi-Factor Authenticator

If your system is enabled for Multi-Factor authentication using Google Authenticator, you will be

lead to the Setup Multi-Factor Authentication page on logging in with your login credentials.

@

=T R | A L
Setup Multi-Factor Authentication m

Refer to the screenshot below:

1. Open mobile application Goagle Authenticator

oy 8 & App Store
2. Verify Your Device according to instructions in App, You can use barcode or Secret Key.

NEED HELP?

Secret key
BXFXTOUQZOXLRJBH
sh

On this page you will need to enter the verification code generated by Google Authenticator. For

this you will need to do the following:

1. From Google Play Store or App Store on your mobile device, install Google Authenticator.
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2. Add your Trial Interactive account by scanning the bar code on your computer’s Login
screen from your mobile device, or enter the Secret key in the field provided by your
Authenticator on your mobile device . Refer to the screenshot above.

3. The above step will generate a verification code on your mobile device.

4. Enter the verification code on the Setup Multi-Factor Authentication page on your
computer. Click Verify.

5. You will now be logged in.

6. When you log in for a subsequent visit, you will only be asked for the verification code
generated by Google Authenticator after you have entered your login credentials. Refer to

the screenshot below:

@=T R | A L
Google Authenticator m\ ERAC

Enter the verification code on your mobile passcode application

Verification Code:

Remember this device for 1 days

3.5. Logging In on Subsequent Visits

To log in to Trial Interactive:

1. Using your preferred internet browser, navigate to http://www.trialinteractive.com
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T R I A L . CONTACT SALES 877.523.4888 About | Cantact | Blog |[Chent Login] Support
INTFRACTIVF PLATFORM | SERVICES | THOUGHT LEADERSHIP ([

ﬁ INTERACTIVE 9.2

Enabling Trial Collaboration in the Cloud

LEARN MORE REQUEST DEMO

2. Click the Client Login button located at the top right corner of the page.
3. The Trial Interactive Login page with links to a suite of e-clinical solutions offered by

TransPerfect Life Sciences appears.

g Did you know we offer a full
@ suite of e-clinical solutions?
: AER— o=
R
ST R I AL O=
51 INTERACTIVE R

CTMF/cISF/CTMS.

Investigatar
Portsl & Database.

Clouc-Based

Enabling Trial Collaboration in the Cloud Document Management

L2

LMS & Training
gement

o Rk uiaNactive.corn for tachviloel wipcrt:

Click the links to delve further into the solutions provided by TransPerfect Life Sciences or

login.
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@=T R | A L
["d INTERACTIVE

Username
Password
[[] Remember me on this computer
Forgot Your Password? Powered by Trial Interactive

Enabling Trial Collaboration in the Cloud

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

5. Click Login.
If you are logging in the first time, the Trial Interactive Homepage for the account
associated with the login username appears, else you are redirected to the same location

in the application that you were in upon a subsequent login.

You can bookmark http://www.trialinteractive.com on your browser for easier

access to the Trial Interactive corporate homepage. By accessing Trial Interactive
through this site, you will consistently see news and new information about Trial

Interactive.

3.6. 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 Help Desk. In most cases, the user can perform the Password

Reset operations without any outside help.
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@ =T R | A L
IG,WTERACTNE

Password Reset

‘We'll 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
rdsuperadmi2017@yandex.ru to your Address Book or Safe Sender List.

Enter your email:

Send request

Back to the login page

1. Enter your email address in the field provided.

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

=T R | A L
[ﬂ INTERACTIVE

Password Reset

Instructions to reset your password have been successfully sent. Please check
your inbex. If you do not see an email regarding your password, check your junk
email folder.

Back to the login page

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 U AW

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

to login with your new password.

T R I A L
0

Password Reset

Your password was reset successfully. B

Back to the login page
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3.7. Accessing a Trial Interactive Room

After logging in to Trial Interactive, you can access an individual study room from the user

homepage. Hover the mouse over the name of the room appearing in the pane at the center and

- IO

click Enter Room.

_ -

e doc

Cross Study Activity Find 2 room Q Favorites ~ Hello Common User! |
Adobe e-sign MOdUIa r
A good user experience is essential for any
software platform to improve and increase
AdobeSign

adoption rates and visibility. With Trial
Interactive, there is consistency to the
iconography, with window panes and user

Alfresco Demo(NIK) Room
controls giving our users an enhanced

experience across the interface.

Data collected on 21 December 2017 06:29:26 IST
Demo Room N.A.1

5 studies with expired documents Conﬁgu rable

Every user in the system has different
Demo Room N.A1 9 -
Simple Tl eSignature priorities. Trial Interactive’s dashboard

TechWritersDemoRoom offers the option of simple drag and drop

—— _ imorant o s ey
Simple Tl eSignature important to you is exactly what you see.

From viewing the status of your eTMF
Alfresco Demo(NIK) Room

Yugandhara_Test health to monitoring audit documents,
} 50 100 150 200 250 300 350 400 Trial Interactive is simple, personal, and
efficient.

rimrisiun 513056 IST

Your screen opens to the Dashboard view of the selected room. You can find more information in

the Main Module View section of this guide.

My Dashboard oo
About This Room + - o Decuments by Workflow Status SEEO00
Welcome Amruta Maddel,
Total docs: 311
Final
1035 2909.3%)
Auaabie for Review.
281 (70.4%)
Claimed vs Unclaimed Documents N o am
Dox P

TMF Health - olam
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3.8. Logging In without access to rooms

If a user who does not have access to rooms in the system tries to log in, such a 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 have expired or revoked.

Refer to the screenshot below for a view of a typical advisory page.

Common User doesn't have access to any of the rooms.

Click the Logout button to redirect to the standard login page.

You can contact the helpdesk if you want to configure a different message to be
E displayed in the advisory page.

3.9. 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. This can be done in two ways.
A. From the home page by hovering the mouse over a room name and clicking the star which

changes its color to golden on selection.

=]  Enter Room
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B. On entering a study room, you can add it to Favorites by clicking the star at the top left

corner of the page where the room name is displayed. The room can easily be removed from

the list by clicking the star again.

Add To

m | Favorites

C. On entering a study room, you can also add rooms to Favorites from the list of rooms

displayed in the popup when you click the dropdown next to the room name. Refer to the

screenshot in section 3.10.

D. The list of all rooms to which you are assigned is also available through the user profile.

1. Click the username and then My Profile in the upper right corner of the Trial Interactive

screen.

Select Notifications from the menu on the left.
Click the golden star to the right of the room names to mark the selected rooms as

Favorites.

ﬁ e

My Profile Settings «| | £, Main A Notifications
@, Main © Favorites @ All Rooms Search.. Q| Subscription «
£ & Rooms
A Notifications B Simple Tl eSignature *
B TechWritersDemoRoom *

[ @@ Documentation
£ B NA

B Demo Room N.A.1 *
il test

3.10. Navigating between Rooms

With this version of Trial Interactive, you can now seamlessly change rooms from any location

within the application without having to navigate back to the home page. Just click the dropdown

next to the room name to open a popup window with the list of all the room names to which you

have access to. Refer to the screenshot below:
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© Favorites @ All Rooms Search.. Q
= M Rooms
B Simple Tl eSignature
B TechWritersDemoRoom
(] @8 Documentation
£ e NA
B Demo Room N.A.1 *
= [l test

Click a room name from the list and the system will navigate you to the selected room.
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4. The Trial Interactive Home Page

The Home Page is the default dashboard of Trial Interactive. It gives you a quick overview of the
rooms along with the Cross Study Activity, and Top Studies with Expired Documents.

Refer to the screenshot below to get a view of the Trial Interactive Home Page.

Cross Study Activity Frds e ol [t ~ Hello Common User! 7
ocuments Review Modular

A good user experience is essential for any

Adobe e-sign

Queries By Type

MF Completeness

software platform to improve and increase

AdobeSign adoption rates and visibility. With Trial

Interactive, there is consistency to the

Alfresco Demo{NIK) Room iconography, with window panes and user
controls giving our users an enhanced
experience across the interface.

Data collected on 21 December 2017 06:29:26 IST
Demo Room N.A.1

5 studies with expired documents Conﬁgu I’ab|e

Every user in the system has different

Demo Room N.A.1 i i
Simple Tl eSignature priorities. Trial Interactive's dashboard
TechWritersDemoRoom offers the option of simple drag and drop
i ti that what" t
T TechWritersDemoRoom MBI S L
i i Iy wh 3
Simple Tl eSignature important to you is exactly what you see.
From viewing the status of your eTMF
Alfresco Demo(NIK) Room Yugandhara_Test health to monitoring audit documents,
N S P s s s e s
) 50 100 150 200 250 300 350 400 Trial Interactive is simple, personal, and

efficient.

Data collected on 08 June 2018 14:53:20 IST

The Trial Interactive Home Page is divided into:

1. The dashlets on the left and right
2. Thelist of rooms in the center, or the Room Pane, and

3. The toolbars on the top

4.1. The Dashlets

From the Home Page, a reader can view the following dashlets:

1. Cross Study Activity

2. Top N Studies with Expired Documents and,

3. About.

Each dashlet and dashboard is discussed in detail in subsequent sections.
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4.2. The Room Pane

The Room Pane displays the list of rooms in the center of the dashboard. Besides this it allows you

to Search for documents across rooms, and Find a room in a study.

Search the documents

Find a room

9.0 test room

Adobe Sign Test Room

Favorites

Q

The user can choose which rooms to view through the filters selected from the dropdown at the

top of the room pane. The filters are broadly classified into the following types:

b

N

Favorites
Recently uploaded
Most visited

All Rooms

Favorite rooms, which is the default filter
Recently uploaded rooms

Most visited rooms, and

Ll N

All rooms

4.2.1 Finding a Room

Find a room

Enter the name of the room to search. If the search criteria is met, the room matching

the criteria will be displayed, else a message as ‘No rooms found’ is displayed. Click the

cross that appears in the box after the search to dismiss it and return to the original

view.
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4.2.2 Searching for Documents

Search the documents Q

This is discussed in detail in section Searching Documents.

4.3. The toolbars

There are two toolbars that are located on the upper left and upper right of the Home page.

4.3.1. The Trial Interactive eTMF dropdown

This toolbar on the left offers links to various services offered by TransPerfect Life Sciences. An

example of the same is provided below:

Trial Interactive eTMF

N

Cross Study A« Trial Interactive eTMF

E-Feasibility
Dc

Investigator Portal & Database

Cloud-Based Document Management
eTh

LMS & Training Management

4.3.1 The Help and Language dropdown

As shown in the screenshot below, you can contact the Trial Interactive Support from here
and send out your requests to the helpdesk. Besides this, you can also choose the display

language of your choice and use throughout your Trial Interactive login.
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Language

English

Deutsch

Espanol (Espafia)
Espanol (América Latina)
Francais

nnay

Italiano

HAEE
Portugués
Pycckuia

Tiirkce

b

4.4. The Username dropdown

Through the username dropdown, as shown below, you can access:
o The Classic Home Page which is the home page of Trial Interactive 9.0
e The Profile settings of your login through My Profile. You can also access this from
within a room and is discussed in section 5.2.5, and

e logout
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5. Main Module Views

5.1. About the Main Module Views

The Main Module Views in Trial Interactive display a different graphical user interface to carry
out various functionalities and processes. Once you enter a room, you are taken to the

dashboard of the default main module as configured in your room settings.

Every Main Module is divided into the Title Bar at the top, and the Main Module Area in the

center.

5.2. The Title Bar

: Search for documents or select a filter b Q -

The Title Bar consists of the ‘Navigation Grid’ on the top left hand corner with the name of the

room and module next to it, a ‘dropdown’ next to the room name to change rooms, the ‘Search
Box’ and ‘Advanced Search’ in the center, the ‘Username’ drop-down, the ‘Study Contact’

information for help, and the ‘Notifications’ at the top right hand corner.

5.2.1. The Navigation Grid

As a user of Trial Interactive, you can choose which module to view in a dashboard by hitting

the ‘Navigation Grid’ on the top left corner of your dashboard. This is shown in the

screenshot below:

The different modules that can be viewed from a particular Main Module depend on the
functionality that can be allowed from the particular Main module. Within Trial Interactive,
you can view the following Main Modules:

1. Home

2. Tasks
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eTMF
Quality Review/Audit

Q&A
FAQ
Reports

Start-Up
SWS

O ® N o v B ow

The Default page of Trial Interactive, on logging in, is the Home Page which is discussed in

detail in Section 4 above.

The Start-Up module . is available to users who have the Study Start-Up

e h il
 IILLL
— action selected in user profile, who are members of the data room’s Study
— Start-Up Team group, and who are Start-Up Specialists in the data room. A
detailed description of this module is out of the scope of this guide, hence the

Start-Up will be discussed in a separate guide.

5.2.2. The Room Change Dropdown

This is discussed in detail in Navigating between Rooms.

5.2.3. The Search Box

You can search for documents across their studies in Trial Interactive through the Search

Box. By default the Search Box has the view as shown in the screenshot below:

Search for documents or select a filt

For further details on Search proceed to the section Searching Documents.

5.2.4. The Advanced Search

The Advanced Search can be accessed in a popup window via the small downward arrow next

to the Magnifying Glass icon. Refer to the screenshot below.
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* 4 Demo Room N.A.1 Q

eTMF / Documents

Advanced Search
Find the documents with the words ~ ne
Type the words or phrase Search Name ~ Created By
To find the exact match put the words in quotes @ AA_Reader_Search abdulanwer@gmailcom o8
- Then narrow your search by sC1 twoods@demo.com < K
% Metadata SMyths search twoods@demo.com <
ﬁé Title: @ type a part of the title

Category: select some value for the category fd

' Document Type: u

A Country: select some value for the country v

o’) | More Metadata

Document Id:

v

ul Document Name: type a part of the document name

Document Name last updated by: |type a part of the document name last updated by

Comments: @

Document Date:

X
| @

Expiration Date:

%

You can define and save searches from the Advanced Search. Besides this, you can also

perform Cross-Study Search. Both of these are discussed in later sections.

5.2.5. Username Dropdown

Common User «

W
My Profile Settings

Contact Support

User Guide

Language ’

Sign Out

This appears as a drop down with the name of the user currently logged on. It allows you to
set your account preferences such as language and time zone for your account, contacting

support, accessing the User Guide, and logging out.
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My Profile Settings
This discussed in detail in section My Profile.

Contact Support

You can also contact the help desk from here and send out your requests.

User Guide

You can access a searchable PDF version of this User Guide.

Language
To set the language for your account, navigate to Language under your profile name. Select

the language of your choice from the drop-down.

Sign Out
Logout to terminate the session. You may also be logged out of the system automatically
due to some of the reasons as session timeout, parallel login if you are not allowed to do so,

closing of a browser window without logging out.

5.2.6. Study Contact

This opens the Study Contact popup with the contact phone number for any study related

queries and email addresses for the documents submissions via Inbox.

5.2.7. Notifications

Through Notifications, which is located at the extreme top right corner of the dashboard, you
can view messages and results of various jobs that you perform in Trial Interactive. This will be

discussed through various sections as the need arises.

Background Jobs
You are notified about a background job that is executing if you try to leave the room

without completing the job as that will pause the job. Refer to the screenshot below:
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= * ~ Demo Room N.A.1~ \
eTMF / Documents 2
00
. &
B
i
K ‘Warning «
0 There Is an active background job In progress, leaving the room can cancel i. Do you want to leaw

07 the room:

. Lo v room | sy e o
i |

=R @

If you still choose to leave the room in spite of the notification, the system shall resume

the job and complete it on your subsequent return to the room.

The Notifications also include a tab for Sticky Notes which is a new addition to TI. You can use

sticky notes to pin reminders for yourself. To add a sticky note click the New Note
button at the bottom of the Notifications window. A sticky note opens with the current date
and time on it. Type in your notes and click the tick to pin it on the Notifications window. You

can Maximize/Minimize, unpin a sticky note, or delete it from the buttons located on the top

of a sticky note once it is added to the Notifications window

5.3. Main Module Area

The Main Module Area is home for all Trial Interactive dashboards. This area displays the

functionality that is selected for a particular module.

5.3.1. The Toggling Menu Bar

The modules like the eTMF, and Audit host the toggling menu bar which allows the user to
access several other major functionalities. The functionalities that may be allowed for access

from the toggling menu bar depends upon the activities the user might be required to
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perform from within a module. For example, the Audit Module allows access to the Audit,
and Documents functionality from the toggling menu; whereas the eTMF module allows to

access many more functionalities like the Dashboard, Documents, and Milestones.

The toggling menu bar can be expanded or collapsed by clicking the three white lines E
on it. Two most common functionalities available to the above mentioned modules are the
Dashboard, and the Documents. The other functionalities which are specific to the particular

module would be discussed in respective sections.

5.3.2. Dashboard

All Trial Interactive dashboards are primarily composed of dashlets. As a user you can

configure your dashboards to suit your preferences, views, and convenience for efficient

performance.

This section is discussed in detail in Chapter Dashboard Dashlet View.
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6. My Profile

My Profile can be accessed from the following two locations within the Trial Interactive
environment:

1. From the Home Page

2. From within a Trial Interactive Room

From both the locations you will get the view as shown in the screenshot below:

My Profile Settings « | o, Main & Notificatio:
4 O, Main Change Password ~|  User Avatar Q
B Change Password Please change your password @ Upload new image: Q
B Password Recovery - Secret Questions Password Requirements o
B User Avatar m
1. Must have at least 8 characters
B General Information 2. Must contain at least one upper case letter and digit OR one special character
3. Valid special characters are -1@#$%
R Sites Filtering Options
, General Information -
B Default Context Configuration Current password.
Time zone (UTC+05:30) Chennai, Kolkata, Mumbai, New Delhi | v
A Notifications
English v
Enable custom date input: ¥
Date format DD/MM/YY
Password Recovery — Secret Questions ~ o g8 I
Question 1 What was the make of your first car? v
Answer
Sites Filtering Options -
Question 2 What is your favorite sports team v Show.only my investigative sites
Answer ceeeees
Default Context Configuration ~
 Unmask answers
Default context X|v
Default module: t X|v

6.1. The My Profile Main Section

Through My Profile Settings you can change password or set up password recovery
guestions, upload or delete your avatar image, set up your time zone or language, set filtering

options for the sites you want to access, and the default context configuration.

Access Main section from My Profile Settings from the drop down under your profile name.

This will open a page as shown in the screenshot below:
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My Profile Settings

General Information A

# Notifications

Default Context Configuration A
“® Unmask answers

Defaul

Follow the instructions on the dashboard to configure your profile settings as required.

6.1.1. General Information

From this section of your Profile Settings, you can set your time zone, preferred language, and the

custom input date format.

With the Trial Interactive 9.2 release, while coding a document, in addition to selecting the date
from the Calendar Date Picker, you can directly type in dates in the format preferred by you. The
system interprets the date entered by you manually and saves it based on your geo location that it

is capable of detecting.

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

from this section of your My Profile. Refer to the screenshot below:

General Information ~
Time zone: (UTC+13:00) Samoa v
Language: English i

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

| ™ save |" Undo

separator ("/

1. Tick the checkbox Enable custom date input.
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2. The Date format textbox gets active. Enter the date format as preferred by you. Some of the
most common date formats are MM/DD/YY, DD/MM/YY, MM/DD/YYYY, DD-MMM-YY.
3. You also have the information text below to help you enter the date format correctly.

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

6.1.2. Default Context Configuration

You can choose your preferred landing page once you enter your room by selecting your Default
Context as shown in the screenshot below:
1. Select the Main Module from the Default context dropdown.

2. Select the preferred view from the Default module.

3. Click Save.
Default Context Configuration A
Default context: eTMF X |v
Default module: |Da5hlmard |" |" |

@ This configuration is optional and is defined for the current dataroom. If for
some reason the user has no access to the selected context or module, the
default context and module will be automatically determined.

M save 4 Undo

6.2. The My Profile Notifications Section

You also have the Notification section that allows you to specify the email notifications that
you would like to enable for your account for each of the Trial Rooms to which you have
access.
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. Readers can choose alert systems, depending on
which notification systems have been enabled by for you:

e A new audit query response is submitted

e A New Document is added or updated in eTMF, or Start-Up

e A New Question or Answer is added

e Workflows
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e A new Workflow Query Response is submitted

e A New Document is submitted, approved, or rejected by the Regulatory Reviewer
You can elect to receive either a mini summary of notifications or nightly newsletters

recapping all of the new events in the past 24 hours for each of the notification categories.

Once you make your Notifications selections, click Save in the lower right corner.

The availability of the notification option is determined by the client-appointed

Administrator in each room. Some notifications may not be enabled and appear

greyed out to the user. For example, workflow notifications may not be available to

users with Editor access.
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7. The eTMF Module

W Document = | @Print | ¥ Export ¥ W Documents Cart (2)
By Index v Title Document Na... Submitted On  Document Sta... Document Type Workflow crite... { (&
W Index - CDAAGREEM 13 Apr 2018
B 1signature 2 [4] B merged-5che...  audit 2_10 13 Apr 2018 docinprogress  audit 2
M 5 Site Mana t[1]
F 5 site Managemen m B Tips for writing... 18 Apr 2018
B 7 Complex criteria test 2 [0
. B Session_1_GD... 18 Apr 2018
8 8 Mutual Nondisclosure Agreement Forms and
8 9 Sit Signed NDA 0] B Formscreen(3) 18 Apr 2018
i 10 Site Language Changes [0] B FormScreent2) 18 Apr 2018
8 11 Additional PSV Package Documents [0] - Brochure 18 Apr 2018 custom amend...
i 12 Protocol Draft Protocol Synopsis [0] B ACM _userguid... 18 Apr 2018 custom amend...
B 14 Relevant Communications [0] B Test Document 18 Apr 2018 custom amend...
i 15 Language Changes_Pearl Distributed [0] B COAAGREEM 19 Aor 2018
N ] ; pr
i 17 PT003006 US_Site Contracts and Budgets [C
_ 5 . I
il 18 PT003007 US_Site Contracts and Budgets [C B DMS process i 20 Apr 2018
BT ek o i B Copy of DMS p 20 Apr 2018
i 20 admins only [1] B Important links 20 Apr 2018
i 2158V[0] v B Copy of CDAA. 20 Apr 2018
B 23 test folder [1] B adobel 27Apr2018  doc dlarification
B 24 read only [1) g obes 27 hor 2018
i 26 redaction 1
. B adobed 27 Apr2018
i 28 finalroute 0]
8 29 approveroute (0]
# 30alfresco 1 (0] Page, 10f4| > M | O Displaying documents 1 - 17 of 64
8 31 workflow (1] - Metadata Layout 5]

Through the eTMF Module, you can perform a host of activities like reviewing the status of the

studies through the dashlets, and accessing the documents available in the room. The menu bar

oo
on the left allows you to toggle E between the Dashboard Dashlet view , Documents view

, the Sites view@, the Contacts viewu, the Milestones view , and the CRA TMF

Reconciliation view -ﬁi .

All these views can be enabled for you by the administrator and are discussed in subsequent

sections below.
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8. Documents View - Introduction

You can access the Documents view by clicking Documents icon on the menu bar at the left.
The Documents View Dashboard is the central repository for all the documents pertaining to a
room. From here you can perform various important functions related to a document like viewing
documents, exporting them, sending them for signature, besides many others. For further details

on the Documents View, refer to the screenshot below.

B Document ~ | @iPrint | ¥ Export v @) = Documents Cart =

Byindex (@) v [ ] 2] Title Docume... Submitt.. Docume.. Docume.. Workflo.. Current..  Document Data: CDAAGREEMENT () »
™ inder O vp e | coas 12os Recuived feds are markd with an st
@ 1signature 2 (4] e B Copy Link & L p
- . B - sinpr. audit2 A Metadata Fields
@ 5 Site Management [1 . & Open Profie
i 7 Complex criteria test 2 [0] Document Id:
- B W ected Itei
@ 8 Mutual Nondisclosure Agreement Forms and | Add Selected Itemis) to the Cart
i 9 Site Signed NDA [0] B Add to Favorite Title: - @
@ 10 Site Language Changes (0] B
@ 11 Additional PSV Package Documents [0 B 7 Send for E-Signature custom oeument Name:
@ 12 Protocol Draft,Protocol Synopsis [0] B © AskaQuest custom
sk 3 Question
i 14 Relevant Communications [0] B " custom
_ I1 Related Documents 3
@ 15 Language Changes_Pearl Distributed [0] & - - SR T R
g or
@ 17 PTOD3006 US_Site Contracts and Budgets [(
N DMS 20 Apr 2
@ 18 PTOD3007 US_Site Contracts and Budgets [C B pr. o Comments: @
B in i o s e B Copyof 20 Apr 2
= B ¢ ot 20802 Teci.
"
i £ Exportdocuments 4] Copy of 20 Apr 2. TechWii..
= .- Document Date:
B 23 test folder [1] B adobel 27 Apr2... doc clari... TechWiri...
= 24 read only [1] B adobe2 27 Apr2.. TechWhi...
@ 26 redaction [1] Category:
8 28 finalroute [0]
i 29 approveroute [0] = Investigative Site Name:
i 30 alfresco 1[0] Page 1of4| > M| O e Displaying documents 1 - 16 of &4 i
31 workflow [1 Z = o
wontont - [ e o~ 2 N

inde hemi

As numbered in the screenshot above, this section is divided into twelve parts:

Number Part
1 The Room’s Index Pane
2 The Document Grid/Viewer Pane
3 The Document Data Pane (that is typically hidden behind the

double caret button)

4 The top menu ribbon

5 The lower tool bar, at the bottom of the Document
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Grid/Viewer Pane
6 Document Cart
7 Current View
8 Right-click popup on Document
9 Right-click popup in Index Pane
10 Buttons on Index pane
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9. Documents view — Room’s Index Pane

9.1. Current Views

A room’s index can be viewed from the Index Pane of the room, as shown in the above screenshot,
and offers various kinds of views to view the folder structure from the Current view dropdown.

The screenshot below shows the various views available to an Admin:

By Index| | v

Documents

By Document Type

By Investigative Site

elMF Completeness

E-Signature Documents
Other Views

By Country

By Posted Date

Each of the Current View options are discussed in the table below:

Current View option Feature details
By Index This is the Index Pane view which
By Document Type This view groups all the documents by its Category as

the parent folder. Each Category folder further holds
documents grouped by Document types as sub-
folders. Clicking each Document Type displays the

documents of that type in the Document view.

By Investigative Site This lists the document type as per the Investigative

Sites available in the room.
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eTMF Completeness This lists collected, missing documents and acts as
placeholder for missing documents that do not fall

under the required documents section.

e-Signature Documents This allows users to view all e-Signature documents

with their signers.

By Country This displays the documents in each country where

the study is being conducted.

By Posted Date This displays the documents by their posted dates.

Discussed below is the By Index view. The other views are discussed in appropriate sections

where they are used.

9.2. By Indexview

E @ Index

© @ 01 Trial Management Documents count

@ @ 01.01Trial O t (4]

Folder
prefix

7 fill 02 Central Trial Documents [2]

@ il 03 Regulatory [4]

@ @ 04 IRB/IEC and other Approvals [1]

@ il 05 Site Management [21]

The By Index View shows the full folder index of the room with child pages. If a folder contains
sub-folders, it can be expanded to list its content by clicking the expand icon. These folders are
numbered, and the subfolders follow a standard numbering system. Numbers in parentheses after
the folder names indicate how many documents are available to you in each folder. Click a folder

to open the documents contained in it in the Documents Grid. Refer to the screenshot below.

A new Index sub-folder inherits the permissions from its parent folder.

Some of the folders like Country Management and Site Management allow you to search for

sub-folders under them when you expand the main folder and hover the mouse over the
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folder name to reveal a Blue Search icon. Click the icon and type in the search criteria to

reveal matching contents. Refer to the screenshot below:

O @ 5 Site Management [8974]
@ @ 5.40 contact validatfon 2 [Site Management] [75]
@ @ 5.41 contact validatjon 3 [Site Management] [75]
) @ 5.42 contact validatjon1 ALB[Site Management] ALB [89]
@ @ 5.162 new contact yalidation 1 [Site Management] [0]
= @ 5.182 same contactftest 1 [Site Management] [0]

Click the cross to delete the search criteria and then the Red Search icon dismiss the textbox.

9.3. Buttons on Index Pane

The Index Pane also has a set of icons on the right. Refer to the screenshot below.

(] [+ [C]
[+] To refresh the dashlet
+ To export index.
e To set default view of index.

9.4. Right-click popup on Index

B Document - | & Print | < Export -
By Index 7| [+ (S
£ @ Index

@ @ 01 01 Trial Management [1]

[ 88 02 02 Central Trial Dariiments [51

@ @ 03 03 Regulatc B Exportindex
) fll 0303 Regulatc & Export documents

U

As shown in the screenshot above, through the right-click popup in the Index pane, a reader can:
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1. Exportindex
2. Export documents
Export documents allows you download documents of the chosen folder after a confirmation. This is

the same as downloading documents from the Documents Cart.

Export index allows you to export the document structure index of the room. You can choose to
export the index for the chosen folder, or only the index outline. The index can be exported in either

HTML, or Microsoft Excel, or Microsoft Word formats.

Export Index X

Options: @ Export Index

© Export Index Outline

Format: * HTML v
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10. Documents view — Document Grid

When you click a folder on the Index Pane that contains documents, the list of documents

contained in that folder appears in the Document Grid. Refer to the screenshot below.

O

BHEHM

i M

HEHODHHHHEBEHHKEME
O 000000000000

Title Document Na... Submitted On = Document St...

B_216__FZ.. 2193validati.. 30 Jan 2014

nicksep27invs... 30 Jan 2014
nicksep27invs... 30 Jan 2014
aaaaaaaaaaaaaa 26 Feb 2014
allinonelqwe... 20 Feb 2014

1 26 Feb 2014

4 26 Feb 2014
Audit Information 6 Feb 2014

Audit Auditor Status )6 Feb 2014

allinone 3 |Nick Editor |pending 1

allinone 2 |Nick Editor |pending 1 6 Feb 2014

allinone 1 |Nick Editor pending1 | 26 Feb 2014

auditl Nick Reader|pending 1 \6 Feb 2014

verification 1 |Editor2 pending 1

demo audit 2 Editor3 pending 1 16 Feb 2014

audit 7 Editor2 excluded 1|6 Feb 2014

audit 4 Editor4 pending 1 6 Feb 2014
1-COPY all sites requir... 26 Feb 2014

Document Ty...

2193 validati..

esig 1

2193 validati..

dt3is

2193 validati..

isnew 1

reg pack IS 2 ...
all sites requir...
all sites requir...
2193 validati..

all sites requir...
2193 validati...

all sites requir...

Workflow crit...
wf4

wfl wf3 wf4 .
wflwf3 wf4 ...
1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

1stage

Current Work...

Upload Source
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive
Trial Interactive

Trial Interactive

The procedure to view a document is:

1.

2
3.
4

Navigate the folder structure in the Index Pane by clicking the + sign next to the folder icon.

Click the folder icon or the name of the folder.

The Document Grid opens and populates with the documents in the folder.

The columns configured for display in the grid pane are selected by the room’s

Administrator.

Click the check box next to the document icon “ of the document you want to view from

the list in the grid.

To open the document, click the document icon or click the Document button in the lower

menu bar below the document grid.

|| Document | := Metadata

| |Layout

The document appears in a new pop-up window.

To return to the document grid, click Grid at the bottom of the viewing panel.
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9. The Audit Information ™ icon displays the audit status of the document when you hold

the mouse over it.

10.1. Document Grid View Tool Bar

| “ Open in New Window ¥ Sign Document & Decline Sign Document %y Translate Document Add to Favorites  # My Comment

This toolbar is available once you open a document for viewing. The options available here allow
you to change what displays on your screen and the arrangement of the material. You can toggle
back and forth between viewing a document and seeing the list of the documents in a selected
folder by clicking either the Grid view or the Document view. If you select to view the document
itself, other function options become available to you at the top of the viewing pane, depending
on the room’s configuration.

e You can opt to open the document in a new window. If you click this option, the selected

document pops up in a new reader window. This function is available to all users with

Administrator level access.

e You can Sign a Document or Decline to Sign Document if it is sent for e-Signature.

e If the Machine Translation option has been activated for your room, the Translate

Document button is available to you.

e Similarly, you can Add a document to favorites ~ “%4 0% from here. If a document is
added to favorites, you will see the Remove from favorites icon Removefrom favorites jngtegd,
e Also, you can add comments to a document through My comment, which will open an

Edit Comment window for adding comments.
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11. Document view — Top menu ribbon

The Top menu ribbon in the Document view offers Administrators access to many important Trial

Interactive functionalities.

‘ i Document ¥ Print | 4 Export w Documents Cart

11.1. Document dropdown/Right-click on a document

[ Document ~ IRy
Fii Copy Link
@ Open Profile

¥ Add Selected to the Cart

# Send for e-Signature
) Aska Question

{1 Related Documents

This functionality is also available as a right-click popup from the Document Grid. Refer to the

screenshot below:

W Document v | ¥ Print ¥ Export ¥
By Index v . Title Document... Submitted... Document.. Document... Workflow .. ¢

W Index 0, 8 CDAAGR. 13 Apr 20..
8 1signature 2 (4] B 8 mereed-Sc_ audit? 10 13Aor20.. docinpro.. audit2
i 5 Site Management [1] 5 B - B Copy Link
@ 7 Complex criteria test 2 (0]
@ 8 Mutual Nondisclosure Agreement Forms and | 0 ' Open Profie
@ 9 Site Signed NDA[0] & F¢ ¥ Add Selected Item(s) to the Cart
@ 10 Site Language Changes [0] , B Ft . Add to Favorite
@ 11 Additional PSV Package Documents [0] ] B B custom a.
@ 12 Protocol Draft,Protocol Synopsis (0] ] 8 A custom a.
@ 14 Relevant Communications [0] g n " Sood fe Stpatire dtina
@ 15 Language Changes_Pearl Distributed (0] i g d @ AskaQuestion
@ 17 PTO03006 US_Site Contracts and Budgets [C [l Related Documents
@ 18 PTO03007 US _Site Contracts and Budgets [C B DS pre i
19 nick folder 1(64) 2 Copy.ofD i
@ 20 admins only [1] [ Important 20 Apr 20..
@ 2158v(0) ) Copy of C 20 Apr 20
B 23 test folder [1] ] B adobel 27 Apr20... doc clarific
@ 24 readonly [1] ] B adobe2 27 Apr 20.
@ 26 redaction (1]
8 28 finalroute [0]
@ 29 approveroute [0]
i 30alfresco 1[0]

As shown in the screenshots above, a horde of activities can be performed on a Document by

right-clicking it or from the Document Dropdown such as Copy Link, Open Profile, Add

Selected to the Cart, Send for e-Signature, Ask a Question, and Related Documents.

Each of the functionalities are discussed in separate chapters.
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11.2. Print

The Print function is self-explanatory. You can order a printed hard copy of a document through
this menu option.
1. To activate the Print function, first click a folder in the index so that documents populate
on the document grid.
2. Select one or more documents from the grid that you want to print.
3. Click the Print icon in the menu ribbon. The Print window opens.

4. Click the appropriate radio button, Selected Records or All Records in Set.

Print X

Source: @ Selected Records

&) All Records in Set

5. Click Print.

6. Follow the usual steps of creating a printout from your computer.
If the user has opened a folder with documents and has not selected a document or
particular set of documents from that view, the Print option is still available. When the
user clicks the option without having selected a document, the default is to print all of

the documents in the set. Follow the on-screen instructions to complete this operation.

11.3. Export

B Metadata

* Documents
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Two options are available to the Reader from the Export button on the Top menu ribbon —
Metadata, and Documents. Each of these options offers you a number of choices regarding the

scope of the export. The user chooses the boundaries that define the parameters of the export.

Each of the export functions are discussed in Chapter Export Documents.

11.4. Document Cart

The Document Cart works just like an online shopping cart. Users select documents to add to
the Document Cart either from the Documents menu, or from the right-click popup, or by
dragging and dropping the documents into the Cart. Here users are able to perform a variety

of functions on the document.

s . .
= Documents Gt (1)~ i< |ocated on the upper right corner of the document

The Document Cart icon
grid. Once a document is added, it will automatically update to reflect the number of documents

available in the cart.

After documents are added to the Document Cart, you can remove a document from the cart by
clicking the red X button right next to the document name. If you wish to remove all documents,
click the Remove All button. Additionally, when you hover your mouse over a document’s name, it

will display a quick summary of the document such as its title, document type, and index.

¥ Documents Cart (2) |v

PDF conﬁrsion during of legal hold D | Remove All

F Resultine dnr after merging

Submitted Name PDF conversion during of legal hold
Document Type Product and Trial Documentation\Protocol

Index 012 Staging
1 Compare Documents
i Download Documents
11.4.1. Document Cart - I want to...Compare Documents
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O

1 Compare Documents -|]

The Compare Documents tool in Document Cart lets you view and compare two or three
documents at the same time by placing those side by side. You can use the ABBYY Optical
Character Recognition (if that is enabled for you) to support the comparison of documents

from document scans and images.

After adding documents to the Document Cart, first click the I want to option located on the
bottom right and then select Compare Documents. The documents open in the Compare
Documents window with each document side in a separate window of their own using the
viewer chosen by you. You can also expand the metadata fields on the bottom using the
double-caret bar to compare documents’ metadata conveniently at once.

Refer to the screenshot below which shows the documents opened using Tl Viewer:

Compare documents 3%

"FormReport” / "FormReport (1)"

J, = E Qo @ R [ LI 00 OO ¢
%

® -

Metadata Fields ¥

FormReport Edit FormReport (1) Edit
Document Id 2080673 2080672
Title FormReport FormReport (1)
Document Name last updated by Polly Chakraborty Polly Chakraborty
Document Date 04 May 2018 04 May 2018
Category validation category 2 validation category 2

validation category 2\For Blue Flag and Milestone validation category 2\For Blue Flag and Milestone

Document Type

To facilitate easy and seamless comparison of documents:
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1. The differences on each page are highlighted showing actual differences in text between
the two documents using different color codes which is useful if you need to maintain
different versions of the document.

2. The documents scroll at once in sync with each other when you drag the scroll bar to

facilitate easier viewing and comparison if you have activated the ‘Synchronize

i)
document scrolling’ II from the toolbar.

3. The system displays appropriate messages when two documents are identical.

4. The print Eand download &= options for comparison are available to you only if you

have Full Access to the documents.

11.4.2. Document Cart - Download Documents

Add documents to the cart and select the option | want to...Download Documents.
The documents get downloaded in a .zip format and a notification regarding the same is
received. Documents added without attachments cannot be downloaded and the archived zip

of downloaded documents will not contain documents without attachments.

Downloading Documents (DC MAGNETRON SPUTTERING | x
SYSTEM.doc)

Finished: Export: 1 of 1 completed (1/1) 21 Jun 14:55

Get Job Result
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12. Documents view — Lower toolbar

IDocument | i= Metadata _Jlayout ¥ qu |

This tool bar lies at the bottom of the document grid, and comes with various functionalities.

1. Click the Document button in the lower menu bar below the document grid.

(O] = Wetodsta | 5 Layout

2. The document appears in a new pop-up window. The layout of this window can be selected

from Layout as show in the screenshot above. Hover the mouse over the Layout button to
know your current layout in a popup. The window can be laid out at the Bottom of the grid,
or at the Right of the grid. You can Undock to open a separate window displaying the
document. In the Undock mode, any document that you open will be swapped for viewing in
the same window undocked by you. You can choose to open each and every document in a
separate window of their own through the Undock (each document in new window). You

can also open the document for Review.

e DBottom

T Right

B Undock

B Undock (each document in new window)

Review

3. To return to the document grid, click Grid at the bottom of the viewing panel.

Another viewing option is to open the document in a new window. Click the icon above

the document viewing pane.

# Open in new window Add to favorites # My comment
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13. Documents view — Document Data/Metadata Pane

Document Data: 14-15408 \d

Required fields are marked with an asterisk (*)
Name:
Expiration Date:
Document Version:
Document Format:
Generated Name:

Comments:

| Audit History

m

Last History Record:

Audit: Trial Interactive Audit 1

Auditor: Polly Chakraborty

Added By: Patty Shoemaker

Comments: Document is added into the audit profile
On 18 April 2017 08:41:33 EST

View Full History

->

You access this pane by clicking the double-caret on the right side of the screen or by clicking
Metadata button at the bottom of the Document Grid. As a Reader, you can view a document’s

metadata but cannot edit the fields. You can also view the Audit History from here.

Document Data: ACM_userguide_en-US (1) »
Required fields are marked with an asterisk (*)

v | Metadata Fields

»| Audit History
Last History Record:

Audit: techwritersaudit
Auditor: Tiger Woods

Added By: Tiger Woads
Comments:

On 30 April 2018 13:04:29 IST

View Full History

Click the View Full History button to view the complete audit history. Here you can view the

timestamp of the audit history of the document under various audit profiles respectively.
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14. Document viewers

At the far end of the lower toolbar of the Document Grid are located two viewers to enable you to

view the documents as per your convenience:

1. Original Document Viewer@

2. TI Document Viewer
14.1. TI Viewer

In Trial Interactive 9.2, the Tl Viewer is now enhanced with the following features:
1. Viewing 300 + document and major document formats
2. Displaying Zip content
3. Displaying Email Messages
4. Full-text search documents
5. Automatic conversion and downloading of non PDF files to PDF in Tl Viewer and

retaining the original format in the grid.

Tl Viewer 9.2 Document Comparison allows documents to be compared directly using Compare

Document option, from the Document Cart.

Acrobat X and Adobe Portfolio documents are not supported in Tl Viewer. To view
% these file types, you need to use IE Browser — Original viewer + Tl Viewer.

The Tl Viewer comes with a horde of advanced functionalities through its top ribbon bar to ease

your viewing of a document.

[ & ™ 0 s Qw~aQH0HE db Q |

e Click the About option to view the information of the Tl Viewer.
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About ARender

This is Arondor Document Viewer "ARender". More
information at http://www.arender.fr.

Current user: Unknown

Version 3.1.8 - 171220_133705
Statistics

Average Page  Thumb

Loading time (ms) 0 180

Walting for loading time (ms) [

Number of loaded images 0 1
0

Ratio of loaded images by page

Application loading lime : 3476ms
Document loading time : 4796ms

e Click the Download “=icon to download and save the document in your computer’s storage.
If the document is in a non-PDF format, Tl Viewer will automatically download the PDF version
of the file but still retain its original format, so when you return back to the grid you will still
find the original version instead of the PDF version.

To download the original version of the document, you will need to switch to the Original
Viewer.

e Click the Print E icon to print all the pages, or only the current page that is open in the

viewer, or range of pages.

For users with View only privilege, Print and Save is disabled from TI Viewer.

Print

@ Current page

) All pages

! A selection of pages :
! All Documents
[[Include annotations

Confirm printing of 1 page?

Ca nce' “

e You can also move to the desired page by entering the page number in the Current Page =

box or scroll to the Previous Page ® or First Page @ and Next ®or Last Page @ Note
that the Previous Page and First Page options appears when you are on the second and

further pages of the document.
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e The Minus Q option and the Plus Q option allows you to Zoom Out and Zoom In the

document respectively as per your requirement by clicking the button. Contrary, you can also

type in the zoom percent in the box next to the Minus option.

e The Zoom in zone a option allows you to zoom In the selected area/zone of the page.

e The Full Width option allows you to zoom out the document enough to span the entire

window.

e The Full Height [D and Full Page options allows view the multiple pages of the

document at a time in the window.

e The Turn Page Left cU option allows you to rotate the document to the left.

3
e The Turn Page Right D3 option allows you to rotate the document to the right.

e You can search for a text in the document by entering the search criteria in the Search box

Q and clicking the magnifying lens icon next to it. This will highlight the matching
the search criteria across all pages.

e You can delete the search criteria by clicking the Cross next to the Search box.

L= - FERCEIENE 00> Ok:_Q® 0
From: phillip.allen@enron.com
Sent: Thursday, August 31, 2000 9:14 AM
To: ina.rangel@enron.com
Subject: Receipt of Team Selection Form - Executive Impact & Influence Program

,,,,,,,,,,,,,,,,,,, Forwarded by Phillip K Allen/HOU/ECT on 08/31/2000
[ B ——————

"Christi Smith" =christi.smith@Irinet.com> on 08/31/2000 10:32:49 AM

Please respond to <christi.smith@Irinet.com=

To: <Phillip.K.Allen@enron.com>

cc: "Debbie Nowak (E-mail)” <dnowak@enron.com=, "Deborah Evans (E-mail)”
<debe@fsddatasvc.com>

Subject: Receipt of Team Selection Form - Executive Impact & Influence Program

Hi Phillip. We appreciate your prompt attention and completing the Team b
Selection information. o
Ideally, we needed to receive your team of raters on the Team Selection form éo

we sent you. The information needed is then easily fransferred into the

database directly from that Excel spreadsheet. If you do not have the A

e Last but not the least, hover the mouse to the extreme left of the Tl Viewer and click the

arrow that appears to view Thumb View of the document. This is especially helpful if you
want to view the formatting of the document before printing it. Refer to the screenshot

below:
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= I OXO) Que~@@EHDE bk Q

+
(o]

ACE European Group Limited Tei: +49 69 75613-0
Direktion fr Deutschiand Fax +49 69 746193
Lurgiallee 10 E-Mail: info de@acegroup.com
60439 FrankiurtMain Inferriet: www aceeurope e

Allgemeine Versicherungsbedingungen
& @@ Qe @EDE Wb Q

& Versicherungsbedingungen
Fir versicherungspfiichtige Kintsche
Prisfungen von Arzneimitieingddihres-

(AVE: Proby AMG
&

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without
the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be

trademarks of their respective owners.




: Version 1
R RANSP ERRRLD Trial Interactive 9.2 Reader Guide e

Page: 56 of 149

15. Milestones

Study Milestone is the ‘objective-to-reach’ for a particular study room, and this function displays

the list of milestones that will be used for the current study room. The reader can view a

milestone histories from the Milestone module that can be selected from the toggling menu
bar. On entering the dashboard, the reader can see the list of milestone histories, if they were
created. The milestones in the Milestone modules are categorized by study, site and country. The
number in color red next in the grid indicates the number of documents associated with a

milestone in the chosen category.

All - Investigative Site Milestone Milestone Da... Comments Added On Added By Updated On Updated By
B Study Site 9191 BRBISite M... PSSV 12 Mar 2018 20Mar 2018 Tiger Woods 20Mar 2018 Tiger Woods
W Site 1 Site 9191 BRB[Site M... 1MV 15 Mar 2018 20Mar 2018 Tiger Woods 20 Mar 2018 Tiger Woods

i Barbados
il chile Site 9191 BRBISite M... pallytry 30 Mar 2018 30 Mar 2018 Tiger Woods 30 Mar 2018 Tiger Woods
i cuba

i “Not Specified

@ Country

Page 1lof1 Displaying histery 1 - 3 of 3

Besides categorizing milestones the milestone module also allows you to filter milestone events

by Documents Received vs. Documents Missing.

Documents missing
Documents received
[ @ Chile

) @ Cuba
@ @@ *Not Specified

@ @ Country

Select a filter of your choice to display the milestone history and its associated documents in

the neighboring grid.
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16. eTMF Completeness and CRA TMF Reconciliation Report

eTMF Completeness is a milestone indicator of a clinical study process based on the status of the
documents required for the study. The eTMF Completeness view lists the collected, missed, and

placeholder documents required to complete a study along with the milestones linked with each
document and its placeholder. Therefore, through this module the user can understand the quality
and health of the TMF thereby enabling the user to define controls to set placeholders required to

collect documents to complete the clinical trial.

Controls can be set in the form of Milestones which are linked at each stage of eTMF
completeness to measure the progress percent of documents collected at each stage of the eTMF
completeness. For example, the Administrator can set up a milestone for a Site Visit event to
include documents for a Confirmation letter sent by the CRA for a site visit, a Site Visit Report, and
Follow-up Letter. Each of these documents and their types which are defined in the eTMF room
can be linked to a milestone, milestone events defined for the same, and placeholders set up in

the eTMF.

16.1. eTMF Completeness

In the Documents module, select eTMF Completeness as the current view in the index pane. From

@ Add Placeholder

within the Document Grid or from the Add Placeholder dropdown_ on the top

ribbon, placeholders can be created, edited, deleted for a document. Refer to the screenshot below:

- y o
B Afghanst o
[}
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Read the components in the screenshot as below:

gD This is missing required document

@ Investigator's Brochure
Protocol

1. Missing Documents:

2. Collected Documents:

% PK report
3. Placeholder Documents:

4. Filter for Documents: This allows us to filter documents based on their completeness

status.

eTMF Completeness hd * O Submit]
Filter documents by completeness status Filter documents by completeness status
-
¥| Show Missing o

¥| Show Placeholders e

¥| Show Collected

eoee

[ eoty |

Select the filter you would like to have and click Apply.

16.2. Creating the CRA TM Reconciliation Report

Trial Interactive 9.2 helps the CRA to reconcile documents during their site visits through the Site
Report. CRAs needs to take some important decisions regarding documents for sites:
1. Which documents need to be added to both eTMF and site binder
2. Which documents need to be added to site binder from eTMF
3. Which documents need to be added from site binder to eTMF
CRAs can avail this information from the Site Report so that they can verify the outstanding
documents during their next site visit.
The procedure to create a Site Report is detailed below:
1. Select eTMF Completeness from the Current View.

2. Set the filter for eTMF Completeness for all the three options as shown above, and click

Apply.
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3. Select a site from the Current View so that it shows the list of missing, collected,
and placeholder documents in the grid.
4. You can mark the documents as reviewed for the document types which have documents
attached to them.
5. To mark the documents as present, select a document from the grid and click the
icon Reviewed ¥ *"*** from the top ribbon bar.
ILLL) e  Missing documents cannot be marked as reviewed.
— e Only CRAs can perform this step. Admin users will not be able to mark
documents as Reviewed.
© Add Placeholder ¥ | Export ¥ | |/ Reviewed Documents Cart
eTMF Completeness v Y Title Contact Name Milestone Milestone ... Document... Complete... o
@ Country i IS Termina... Not Submi...
B General 1] 15 Termina... Not Submi
e Investigative Site i 1S Termina...  Not Submi..
B ‘Not Specified
_ v BE B test IS Custom 3 QC in Prog...
B Afghanistan
& China v [ ] Test complex si.. Not Submi...
B Test Institution11111_1 CHN[Site Managemer
& India
B New Site Tech Writers IND[Site Management]
i IRB/EC
6. The documents now acquires a green tick next to it.
7. Similarly mark all the documents which need to be included in the Site Report.
8. Once the documents are marked as reviewed, the Reviewed ¥ **"=**! jcon changes to
. Mot Reviewed
Not Reviewed @ "*'f"
9. You can click the Not Reviewed ©"*™"*** jcon to unmark the documents.
© Add Placeholder » | ¥ Export + | J@ Not Reviewed Documents Cart ¥
€eTMF Completeness v Y Title Contact Name Milestone Milestone ... Document... Complete... «
i Country (1] IS Termina... Not Submi.
W Genenal 1] IS Termina... Not Submi...
- lruaf»r"gati‘;? Site L] IS Termina.. Not Submi.
B 'Not Specified -
. 7 v B B8 test IS Custom 3 QC in Prog...
B Afghanistan
& China 4 R Test complex si... Not Submi...
B Test Institution11111_1 CHN[Site Managemer
B India
B New Site Tech Writers IND[Site Management]
i IRB/EC
10. Once the documents are marked as reviewed, select them from the grid and
add them to the cart.
11. Now click the Documents Cart dropdown and select | want to -> Create CRA TM

Reconciliation, or
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Click the +Create button and click Add CRA TMF Reconciliation from the dropdown.

Documents Cart (2)

Test

Iwant to... « |

1pare Document:

Download Dc 1ent

hﬂﬂ Create CRA TMF Reconciliation

All documents will be processed.

12. The Create CRA TMF Reconciliation window opens.

13. Fill in the details and click Create.

Create CRA TMF Reconciliation x

Required fields are marked with an asterisk (*)

Visit Date: * 14 Aug 2017 xE
Visit Type: trial ¥
Investigative Site:” Site test user s

Visit Summary: *

Documents missing in Site « Tryl (undefined/ 04 IRB or IEC and Other Approvals\IRB/IEC Trial Approval\IRB or
Binder: |IEC Approval)
« try2 (undefined/ 02 Central Trial Documentsh\Subject DocumentationtInformed
Consent Form)
« IN961_polly_reviewed (undefined/ 02 Central Trial Documents\Product and Trial
Documentation\Protocol )

Documents missing in the « test3 (undefined/ 05 Site Management\Site Selection\Confidentiality Agreement)
eTMF:

Comments:

e [ocmesemi] © et
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14.
15.

You receive a notification that the Site Report is created successfully.

Notice that the documents that are missing in the Site Binder and eTMF are

now marked with yellow ticks, and those that are present in the Site Binder and eTMF are

marked with green ticks.

16.

17.

The CRA will now only review the documents with yellow ticks on his/her next visit.

. : N ]
The Site Report can also be viewed from the CRA TM Reconciliation {1 module located on

the toggling menu bar. This is discussed in detail in eTMF Module.

16.3. Viewing the CRA TMF Reconciliation Report

CRA TMF Reconciliation module is the repository of the CRA TMF Reconciliation reports generated

by CRAs during site visits. If as a reader, you are also a CRA in a site, you can access this module

from the toggling menu bar by clicking the CRA TMF Reconciliation icon. On entering the

dashboard, you can find the list of reports generated displayed in the grid. You can choose to view

the reports By Site, By Visit Type, or By CRA from the current view panel on the left. Clicking a

report from the grid populates the report metadata in Reconciliation Data panel located at the

extreme right of the dashboard. A reader, who is also a CRA, will have the option to edit, or delete

a CRA Reconciliation TMF Report from the Edit# £t | or Delete

ribbon bar.

pite Management] CHF [7] visit Date

Y| 07 Jun 2018 Trial

Visit Type =

Investigativ..

Test Institu..

- Q-

Reconciliation Data

Visit Summ... Created By Created Date Re =

Test Common U... 07 June 20 Visit Date

Visit Type:

Displaying reports 1- 1 of 1 L3

@ Delete

issing in Site = test (Investigative Site/ IS Custom

icons located on the top

)

07/06/18 x

<||m

Test Institution11111_1 CHN[Site

Test
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17. Searching Documents

To start a search:

1)
2)
3)

6)

Enter the name of the document you want to locate in the Search Box.

Click the magnifying glass icon next to the search box or hit Enter.

Note that on entering the name of the document, the magnifying glass icon is replaced by
the Cross icon. This is demonstrated in the screenshot below. You can dismiss the search

by hitting the cross.

Feasibility

vev

Documents matching the search criteria are displayed in the Grid below the Search box
else a message No documents found is displayed.

Hover the mouse over the documents in the Search Results window to reveal the green

arrow ¥ with the tooltip Go to the document. Refer to the screenshot below:

© Didn't find what you were looking for? Check out the rules how to enter the search criteria Got it! Please don't show this

B Document > i Print

Aass Coding Documents Cart

Document Status Document Type Workflow criteriA Current Workflow

Page 10f1 O Display!

ing documents 1- 5.of 5

G

Click the arrow. The document and its Metadata opens in the Document Grid along with
its containing folder for you to view.

If you want to access the document metadata only without navigating to the document,
directly click the double-arrows in the pane located at the extreme right of the Document

Grid window.
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7) The Top Menu Ribbon is still accessible from the Search Results window and you may use
the functionalities for the searched documents as required.

8) Besides the above, the system also displays a Help Text link in the Search Results window
to take you to a page in a separate tab with detailed information on syntaxes to create

complex search queries to streamline your search further. Refer to the screenshot below:

l © Didn't ind what you were looking for? Check out the rules how to enter the search criteria. Got it! Please don't show this |
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18. Advanced Search

Search for documents or select a filter v Ql:l

18.1. Defining and Saving Searches

To define and save your favorite searches, follow the steps below:

1.
2.

Navigate to Advanced Search popup window as mentioned above.

Enter your search criteria in the textbox under Find the documents with the words.

Click the down-arrow in Search button at the right hand bottom of the Advanced Search
popup window.

Click Search and Save. Refer to the screenshot below.

H Search and Save

This will open the Search Name dialog box. Enter the name of the search in the box and
click Ok.
This will initiate the search and will also save it.

The search thus created can now be re-used by clicking the down arrow in the Search Box.

You can share a search by clicking the L share icon or mark it as your favorite search by

clicking the D star from the Search Box drop-down.

18.2. Advanced Functionalities of Advanced Search

By initiating an Advanced search, you can search the full-text of the room’s documents or you

can choose to search the metadata fields for the room’s documents through the Field Search

tab. Click the arrow to bring up a window to build your advanced search.
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Advanced Search

Find the documents with the words # o

Type the

rds or phrase Search Name « Created By

To find the exact match put the words in quc[s:e

Then narrow your search by

Metadata

Title: @ type a part of the title

Category: select some value for the category ~
Document Type: n
Country: select some value for the country v

¥ More Metadata

Complex query builder mede (| Search ~ m m

You can further narrow down search results by utilizing the Advanced Search function. In
addition to entering general search terms, users can enter metadata information such as the
Investigative Site Name, or the Category to which the desirable document might belong. Click
Search when you are done filling out the additional information. You can save the search terms

here as well.

Advanced Search

Find the documents with the words i e
Type the words or phrase Search Name » Created By
To find the exact match put the words in quotes @ General ed amaddel@transperfect.c. *

L . iﬁ Click to
“Then narrow your search by £| third category pchakraborty@transperf... 5

Metadata

Title: @ type a part of the title

Category: select some value for the category v

Document Type: n

Country: select some value for the country v

#| More Metadata

Document Id:

Document Name: type a part of the document name

Document Name last updated by: | type a part of the document name last updated by

Comments: @

Document Date: DD/MM/YY x|

Q search ~ | © Cancel % Clear

M searchand Save  r

[£] Complex Query Builder mode

You can also use the Complex query builder to refine the search further to match exact text from
documents or to match metadata fields. Tick the Complex query builder mode checkbox. This will
open the Full-Text Search and Field Search tabs in Advanced Search. Enter your search criteria and

click the Search button. An example of full text search is shown below:
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Advanced Search

Full-Text Search Field Search

= = s= < > <= AND OR NOT

5 15 NOT LIKE MNOT LIKE w/ IN

For a field search, click the Field Search tab. Click Add Row to add fields. Click the added field to

select the Field Name from the dropdown.

iAdvanced Search

Full-Text Search ||| Field Search
© Add Row

Field Name Operator  Valu|

Export By

Export Date

Favorite

Generated Name

Issue Date

Lab Name

Material Type

Meeting Date

Name

Original Document Hash

Patient Number

Ready for eTMF

Rejection Reason -

Click the Operator field and select the operator as required from the dropdown.

Advanced Search
Full-Text Search || Field Search

© Add Rol

Field Name Operator |

Rejection Reason

Click the Value field and enter the value, or select from the dropdown as required. Now click

the AND/OR field and select the logical operator as required.
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Advanced Search

Full-Text Search Field Search
O Add Row Start Group End Group @ Delete Row
Field Name Operator | Value
Rejection Reason LIKE PHI AND _
AND
OR

You can proceed in the similar fashion to add another row and enter your search criteria. Once

you are done with forming your search criteria, click Search to produce the documents

matching the search criteria. Refer to the screenshot below:

Advanced Search

Field Search § O
© Add Row + Group © Delete & Search Name Created By
Fleld Name Operator  Value AND/OR
ot st Nero Br el |« | R0
Akshay Nerkar (Principal Investigator) «
| Autgl stContact3877.
‘ =0 e~ o]

You can Clear a search or remove a row by selecting the row and clicking Delete Row

n] Row .
@DecteRow ibbon bar.
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19. Cross Study Search

The Cross-Study Search box allows users to search documents across their studies in the Tl
Interface. To start a search:
1. Navigate to the Home page and enter the name of the document that you want to search in

the Search box located at the top of the page.

Search the documents Q

2. Click the magnifying icon next to the search box or hit Enter.
3. The search system then returns a list of all files in the rooms that have that search term in the

document title, along with the document date and the room and folder where it is located.

By directly placing your cursor on the document icon, you can preview the document

before you actually open the document.

If you wish to export and download the search results, click the ¥ Export search results |, 4161 on

the top ribbon bar.
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Shared filters
1572
E om
Curriculum Vitae D test room

Feasibility

Form 1572

If you click on the down arrow icon of the Cross-Study search box, you can conveniently view your

search terms. Therefore, if you want to re-use these search terms later, they are readily available.
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20. Copy Link

Clients might need to copy a document link through the Document dropdown in the eTMF
module. To copy a link navigate to the Documents module.
e Select a document from the grid. Click Copy Link to copy the link to a document, or to
copy the link to a document with metadata.
e Once the Copy Link option is selected, the document URL gets copied to the clipboard and

a notification about the same is received.

NOTIFICATIONS STICKY NOTES Clear All
Actions
@ Copy Link
Link has been copied to clipboard 04 May 15:34

e Paste the copied URL in a browser tab. Depending upon the option set up in Documents
Settings by your room administrator, the document will either open up in the browser for
you to read, or the link will take you to the eTMF room and open the document and its
metadata for you to view.

e Copying and pasting the link of an empty document shall display the message ‘This

document profile does not have an associated document’.
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21. Viewing Document Profile

In the Documents module, select the document and click Open Profile from the Document
dropdown or right-click menu on the document, and you see the Document Profile for the

selected document. In this view, the fields are static.

Document Profile x

etmf 10.pdf
Doc date : 24 May 2018 Filesize : 38.2 KB

Document Id: 2086077

Index position: 1 signature 2

Comments: @

Attachment: etmf 10.pdf

Document Name:

Document Name last Polly Chakraborty
updated by:

Document Date: 24/05/18
Category:

Investigative Site Name:
Document Type:

Contact Name:

Close
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22. Export/Download Documents and Metadata

Two options are available to the Reader from the Export dropdown on the top menu ribbon -

Metadata, and Documents.

22.1. Exporting Metadata

To export metadata, click the Metadata option from the Export dropdown located on the

top menu ribbon. This opens the Metadata Export window. Refer to the screenshot below.

Metadata Export X

Source: @ Selected Records
© All documents in the current grid

@ All Documents in the room

Format: *

Metadata: * Document Status, spec text v

Save metadata selection

Click the down arrow at the far end of the Metadata field to reveal the dropdown with the

document metadata. Select the metadata to export.

Metadata Export X

Source: @ Selected Records
@ All documents in the current grid

@ All Documents in the room

Format: *

Metadata: * Contact Name, Country, Date of Visit, De | ¥
Document Metadata Fields | Field Sort Orcc’: Logical :} k=
[[]Added By [[1Document Hash [[] Original Document Hash
[F]Amendment Number []Document Id [7] Page Count
[F1Approval Date [F]Document Name last updated by [ Patient Number
[F]Category [F]Document Status [£] Recovered By Id
[F]Comments L\\) [F1Document Type [F]Recovered Date
[# Contact Name [[]Document Version Rejection Reason
[#] Country [F]Expiration Date [] Sender Address =
Date of Visit [ Favorite [ Signature Date
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Click Export.

This function gives you a compressed file with the information you requested in XLSX
spreadsheet file. As shown in the picture above, by default, the metadata fields are listed in
Alphabetical order for export. But if you so wish, you may select the Logical order for
exporting metadata. Your super admin can set the default display of the metadata fields to

Logical, if required.

Metadata Export x

Source: @ Selected Records
All documents in the current grid

All Documents in the room

Format:

Metadata: Contact Name, Country, Date of Visit, De | ¥
Document Metadata Fields | Field Sort Order: Alphabetical [JLc :] =
Added By Document Hash Original Document Hash
Amendment Number Document Id Page Count
Approval Date Document Name last updated by Patient Number
Category Document Status Recovered By Id
Comments Ik Document Type Recovered Date
¥|Contact Name Document Version v| Rejection Reason
7| Country Expiration Date Sender Address =
7| Date of Visit Favorite Signature Date
Delete Comments Generated Name Subject

e Ifyou click the radio button to export All Documents in the data room,

that’s exactly how the download will perform. If the room has thousands

of documents, you will download thousands of documents and all of the

associated metadata fields chosen from the Metadata dropdown.

o Ifyou tick the checkbox next to ‘Save metadata selection’, you will find

the metadata automatically selected in the dropdown window during

your subsequent export selection.

22.2. Exporting Documents

Exporting documents is the same as downloading documents from the cart, but with the
Export Documents option from the Export dropdown you can avail many other

functionalities as discussed below:
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Documents Export x
Source: ®) Selected Records
All documents in the current grid

Track Export
Exclude previously exported documents

Include Metadata
Metadata: *

===

You can track an export, exclude previously exported documents, or include metadata

during export. Here too, you can select the logical or alphabetical order of the metadata

fields for export, if you choose to include metadata to be exported with the documents.

The documents or selected documents get exported in a .zip file. The .zip will include the
following:

1. Afolder with the exported documents in it.

2. An excel worksheet with the metadata, if you happen to export metadata.

3. A .logfile which opens in Notepad to give the list of previously exported documents that
were excluded during export. Here again, you have to select the option to exclude
previously exported documents to enable this.

4. An ErrorsLog.xml file that includes details of documents that fail to export.

Refer to the screenshot below:
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Bz (=@ X
File Edit View Favorites Tools Help

e

Add Edract Test Copy Move Delete Info

T @ ca Downloads\T: L84 ddetTflbd3baT830af .
Name Size Packed Size Modified Created Accessed Attributes Encrypted Comment CRC Method Host 05 e
10 nick folder 1 191 356 101356 2018-05-0718:05 2018-05-0718:05 2018-05-07 18:05 D - 3AT52C82 Store FAT 20}

|| ErrorsLogaaml 502 204 2018-05-0713:15 2018-05-071315 2018-05-0713:15 A 045F9A9C  Deflate FAT 20|
| FoldersAndFiles] cations.log 46 46 2018-05-07 18:05 2018-05-07 18:05 2018-05-07 18:05 A - 56881982 Store FAT 20}
@ TechWritersDemoRodqp_Metadata_fc5eads... 317 2588 2018-05-0718:05 2018-05-0718:05 2018-05-07 18:05 A 59ED7984 Deflate FAT 20}

% =

| ErrorsLog - Notepad = S

File Edit Format View Help

<Archivingerrors> i

<ErrorItem>

<ErrorMessage>File is not exists or not available</ErrorMessage>
<IndexPath>19 nick folder 1</IndexpPath>
<DocumentTitle>Doc_without_attachment</Title>
<FileName></FileName>
</ErrorItem>
</Archivingerrors:

« i r

1 object(s) selected 502 502 2018-05-07 1315

To view the exported file, navigate to the Notifications -
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23. Sites and Contacts

You can access the Sites module by clicking Sites icon @ on the menu bar at the left. The Sites

Module is used for site management purposes and allows the administrator to track the progress

of the sites. It gives detailed information on all investigative sites available in a room By Status, By

CRA, and By Country.

23.1.1.

Select By Status from the dropdown in the Index Pane of Sites Dashboard.

By Status

By CRA

By Status

By Country

This will populate the data of all the sites available in the room based on their progress report in

the right pane of the dashboard.

[ Instituti... Country Site Status Principal Investi... Site Activation ... Progress % Reg. Pack Sent ...
"] 3746 val... Algeria 3746 validation... Selected Aaron Hartman 0%

[ for appr... for approvers 6 ... Selected Tammie Paosse... m

[ for appr... for approvers 7 ... Selected Meri Knadzhyan m

23.1.2. By CRA

Select By CRA from the dropdown in the Index Pane of Sites Dashboard.

By CRA
o i Al

i |hor Barabashev
i TymReader@tym.com

i ‘Mot Specified
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This will populate the Clinical Research Associate (CRA) for the available sites in the Index Pane on
the left. Click the name of a CRA to populate the site details associated with that particular CRA in

the right pane.

[[] Instituti... Site Status Principal Inves... CRA Ed Start-Up Ed Site Activatio... IRB/EC Name Non Participa...
L 3746 va... 3746 validatio... Pending!!! Nick Admin Nick Reader; E... Nick Editor; e... 111 No
3746 va... 3746 validatio... Pending!!! Stephanie Svo... Nick Rg=~ 555 N
0 va validatio ending ephanie svo 1™ Nick Reader; Editor555; akul_editor8@tut.by ©
L 6945 6945 ATG[Sit...  Active!ll Coni Howard Nick Reader Nick Editor 24 Mar 2017 req IRB No
] 7014 7014 [Site Ma... Active!!! 7014 Nick Reader Nick Editor 24 Mar 2017 No
7] is70 is70 [Site Man... Pending!!! Nick Editor Nick Reader Pl IRB No
] isso is80 [Site Man... Pending!!! Test Editor Nick Reader No
] newco... newcontactv.. Pending!!! first 1 last 1 Nick Reader Nick Admin No
g

23.1.3. By Country

Select By Country from the dropdown in the Index Pane of Sites Dashboard. This will populate the
countries where the studies are being conducted in the Index Pane on the left. Click the name of a
country to populate the site details associated with that particular country in the right pane. Refer

to the screenshot below.

By Country v Insti... Country Site Status IRB/EC N... Principal.. CRAEdit.. Start-Up.. Progress% Site Activ... Mon Parti..

& Al 111..  Albania 1111111... Pending? Aldin Hain No
& Afghanistan 311. Albania  311dvali. Activelll Stephani T o D-c2. No
& Aland Islands

g ais1  Albania ais1AL.. Active 233 Gerry Bo T oo 2. N

W Albania
pr ais3  Albania  ais3AL. Activel! 000 Richard F... 2953user T 15 Moy 2. No
& American Samoa cont.. Albania  contactv.. NonParti.. 111 Erwin Oei  etmf_edit.. Yes
W Anguila 528 Albania  is2828A. Activel 111 Admind  Editor2 T :7 /e 2. No
i Antigua and Barbuda qwe... Albania qwegwe... Pending!!! Aaron Up... No
@ Argentina
B Argentina SSU.. Albania  SSUnotl.. Pending! 222 Nick Adr Nick Editor [ No
W Armenia

Besides retrieving site details, you can perform other activities associated with a site like viewing a
site profile and exporting site details. All the above activities can be performed by accessing the

icons located on the top ribbon bar. Note that the other buttons are disabled for you.

= View profile ¥ Export
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23.1.4. Viewing Site Profile

»

Open the Site Profile window by clicking the caret symbols '™ at the top right corner of the

= Vi fil
dashboard or by clicking the View Profile v prete button of the top ribbon bar. This will

open the Site profile window for you to view the selected site details. You will not be able to make

any changes in a site profile. Refer to the screenshot below.

Edit investigative site X
Required fields are marked with an asterisk (*)
Institution Name: * Laz Institutes4
Sponsor Site Id: * 1234
CRA:
Start-Up Upd:
| Contacts
[ Last Name = First Name E-mail Contact Type
[ & Jackson Frank jacksonm@demo.com Pl
| Address
Address Upd: 2 Carrot Park
City Upd: New York
State Upd: NY
Country D: Afghanistan
Zip Code Upd:
Phone Upd: -
23.1.5. Exporting Sites

You can also export site metadata through the Export window that appears on clicking the Export
icon ¥ B#ort on the ribbon. Refer to the screenshot above. You may export sites selected from the
right panel, or all the sites in the current grid or room. To export site data, it is mandatory to select

the Site Metadata Fields as shown below:
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Export x

Source: ®) Selected Records
All Sites in the current grid

All Sites in the room

Format:
Metadata: © Site Number, Site, Principal Investigator, ;
( Investigative Site Data :}
| Site Number | State Upd
¥ Site ' Zip Code Upd
¥ Principal Investigator « Country
¥ Address Upd « Phone Upd
¥ City Upd « Geo Code

Additional Fields Field Sort OrderjAlphabetical | Lo;

A&B Non Participating Site

12121212 Pl First Name

123 Pl Last Name

3261test sd sdf dsf

Center Site Email Domains

checkbox keyl Site Members Group

CRA Site Status

dropdown Sponsor

eFeasibility Status Start-Up Upd

Fax Upd user combo hd

You can export the additional fields in either alphabetical or logical order of selection. Similarly, to

export site contact data, you need to select Contact Metadata fields as shown below:

Export x
Source:
@ All Sites in the room
Format: *
Metadata: Site Number, Site, Principal Investigator, /| ¥
Contact Metadata: * ZipCode, Mobile Number, Phone Number %
Contact Metadata :} o
Investigative Site Name [7]Address
SiteNumber [¥] City
[# Active Contact [#] State L
Contact Type CDuntrv B
[# User Name [ ZipCode
[#]First Name [¥]Mobile Number
[#]Last Name [¥]Phone Number

The export job result will be saved as an excel file. During export, a popup showing the status of

the export job is shown. Refer to the screenshot below.
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@ Exporting Metadata (Investigative Sites)
Finished 10 Jul 16:26

Get Job Result

The export result are also populated in the Notifications. Click Get Job Result to view the excel

file.

MNOTIFICATIONS STICKY NOTES Clear All
Background Jobs

. | Exporting Metadata (Investigative Sites)
Finished 10 Jul 16:26

10

23.2. By Investigative Site

This lists the current view of the documents based on Investigative Sites. Investigative Sites are
places where the clinical studies are conducted. This view shows the segregation of
Investigative Sites as located in different countries. All sites belonging to a particular country
are listed under its specific country. Click a site name to list the documents belonging to the

site in the Document Grid. Refer to the screenshot below:

By Investigative Site hd | O
£ United Kingdom [23]

(B site 333 David Lynch [8]

{8 site OPTOOS Phil McGraw [15]
B8 United States [13]

& site 001 Thisiz Justatest [7]

(& Site OPTOD4 Susan McCarthy [6]

The dashlets related to Investigative Sites are:
1. Expiring Sites
2. Recently updated sites
3. Site Activation Status
4

Site Activation Progress
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23.3.

5. Sites Activation by Country

6. Study Monitoring Visits By Country

By Country

23.4.

In the By Country view, the documents pertaining to studies in each country are listed. Folder
by the names of countries are created with each folder having the documents associated with

it.

By Country h He
i Cuba[1]
i@ United Kingdom [1]

Contacts

A clinical trial includes a varied range of people with different profiles, who are a part of the
study. Such people are a valuable source of information and are required at various stages of
the study. Trial Interactive helps to maintain the detailed profile of such people as Contacts for
a study. Some examples of contacts could be the Principal Investigator, Sponsor, Co-

Investigator, regulatory authorities, authorities in the IRB.

You can access the Contacts module by clicking Contacts icon ﬂ on the menu bar at the left. The
Contacts Module gives detailed information on all contacts available in a room By Site, By IRB/EC,

By Country, and By Contact Type.

By IRB/EC hal

By Country
By IRB/EC

By Contact Type
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23.4.1. By Site

Select By Site from the dropdown in the Index Pane on the left of the Contacts Module. This will

reveal all the sites available in the room.

By Site v o
B Site 001 Thisis JustaTest USA

Site 008 John Jones USA

Site 333 David Lynch GBR

Site 900 Polly Chakraborty CAN

Site OPTO04 Susan McCarthy USA

Site OPTO0S Phil McGraw GBR

Click a site. This will populate the data of all the contacts available for the particular site in a room

in the right pane of the dashboard.

[ Name Contact Type Phone Main Contact Provide Documents
A L new Contact Pharmacy Contact No No

[ 1 Test Yuga Principal Investigator No Yes

[ 1 Yugandhara Dahiphale26 Pharmacy Contact No No
23.4.2. By Country

Select By Country from the dropdown in the Index Pane of the Contacts Dashboard.

By Country hd
£ @ Canada

B Site 900 Polly Chakraborty CAN
=@ United Kingdom

B Site 333 David Lynch GER

R Site QPTOO0S Phil McGraw GER
@ il United States

This will list all the countries with the sites where the studies are being conducted in the Index
Pane on the left. Clicking a country to expand the dropdown will reveal the sites under it. Click a

site to populate the contact details associated with the site in the right pane.
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M Name Contact Type Phone Main Contact Provide Documents
[ L new Contact Pharmacy Contact No No

[l 1 Test Yuga Principal Investigator No Yfes

[l 1 Yugandhara Dahiphale26 Pharmacy Contact No Mo
23.4.3. By IRB/EC

Select By IRB/EC from the dropdown in the Index Pane of Contacts Dashboard. This will populate
the IRBs associated with the sites in the Index Pane on the left. Clicking an IRB will expand the

dropdown to reveal the sites associated with it.

By IRB/EC v
- @ Chesapeake IRB
R amollTA
B Test_YugaldsA
R vogesh
= il irbl
7 @l IRB-AmG
7 @ Karthick Test
7 @l pollyirb
2 @ SCHULMAMN Associates IRB

7 il test
7 @l “Not Specified

Click a site to populate the contact details associated with the site in the right pane.

23.4.4. By Contact Type

Select By Contact Type from the dropdown in the Index Pane of Contacts Dashboard. This will

populate the contact types associated in the room in the Index Pane on the left.

| By Contact Type |v |

B Clinical Research Program Manager
Co-lnvestigator

IT Contact_edited

[ |
[ ]
R Pharmacy Contact
R Principal Investigator
[ |

Regulatory Contact
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Clicking a contact will list the contact details associated with a particular site in the right pane of

the dashboard.

] Name Investigative Site Main Contact Provide Documents
[[] & David Lynch NewSlte Neo Yes

[l & John Jones Elaine Center of Psychology No Yes

[ & Phil McGraw Paris Cancer Research Institute No Yes

[l & Polly Chakraborty Queen Elizabeth Il Health Sciences Centre Yes Yes

[F] & Susan McCarthy John Hopkins University Hospita Neo Yes

[7] A Thisis JustaTest TESTSite No Yes

23.4.5.

Contact Data

Selecting a contact in the grid will highlight the Contact Data window at the extreme right of the

grid in the right pane. You can view details of the contact here.

Contact Data

E-mail:

Prefix:

First Name: *
Last Name: *
Suffix:

Phone number:
Mobile number:
Contact type: ”
Address:

City:

State:
ZipCode:
Country:

Clinical Trial
Experience:

Provide Documents:
Active Contact:
Main Contact:

Sponsor Contact Id:

new_contact_from_nick@nick.com

112312
11232131

Contracts/Budgets Admin

TIE:

Contacts can be added through the Sites Dashboard. This is discussed in the

previous section. They can also be added from the Document Data Panel.
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24. Electronic Signature

Trial Interactive (Tl) offers a feature to e-Sign your PDF, Word, PowerPoint, and Excel documents. This
feature permits Administrator users to invite multiple signers to sign the required documents. The
system facilitates the user with an option to designate a space within the document for the signers to
sign. This feature also allows the user to decide the sequence in which the signers should sign the

document.

Discussed below are three e-signature options that are available with Trial Interactive:
1. Tl e-Signature
2. Adobe e-Sign
3. Docu Sign

Proceed to the respective e-signature option depending on the vendor configured for your room.

24.1. TI e-Signature

For many clients who do not want to use DocuSign or Adobe e-Sign as options for e-Signature,
can now use the Trial Interactive e-Signature (Tl e-Sign) which is now back with some

modifications from the Tl version 8.13.

24.1.1. Assigning signers to the documents

1.  Visit the desired room in Trial Interactive.
Click the Documents tab. If you have recently uploaded the document, click the Upload
tab and navigate to open the desired folder within the Upload tab. The list of documents
will be displayed in the right pane.

2. Right click the desired document and click Send for e-signature.
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Search for documents or sele

B Document ¥ Print | Export

By Index v + (+ (0] O File Name Generated Name

o B Index L7 | Clip2net 17012517  Canada

@ @@ 01 01 Trial Management [1] wil 14-15408 pdf B Copy Link
o (7] @ 02 02 Central Trial Documents [5] Wil How do | search @ Open Profile
% =@ 02.0102.01 Product and Trial Documentati(
Product Rell 0
i 02.01.01 02.01.01 Investigator Brachure O rOQUCE REIEAse ¥ Add Selected to the Cart
@ 02.01.02 02.01.02 Protocol [5] O [ Print_5d75d9c7: - Add to Favorite
@ 02.01.03 02.01.03 Protocol Synopsis [0] ] Zelectro - Biomy
# 02.01.04 02.01.04 Protocol Amendment| (= Print_8214c94f- 7 Send for e-Signature
@ 02.01.05 02.01.05 Financial Discl g 53 .
_- SR inancia [IOS]C osure 3 | [ [ Print_2ef74538+ g Ask a Question
[ ] .01.06 02.01.06 Insurance .
_ O E ClipZnet 17012 ] Related Documents
i 02.01.07 02.01.07 Blank Sample Forms § )
_ . B [ prosto doc.pdf Protocol_20170202
8 02.01.08 02.01.08 Report of Prior Invest|
24.1.2. Signing the documents in TI - eSignature if you are a signer

If you are assigned to electronically sigh a document, follow the steps mentioned here:
1. When you are assigned a document for eSignature, navigate to the room Dashboard and

scroll down to find the Documents to be signed dashlet.

_ SeafCh for documents ’ Sejecr ) f//fer

My Dashboard

Documents to be Signed Allo)i=lla]
00

Double click a document to view and sign it

Title Signers
{ hello Tiger Woods
0 hello2 Tiger Woods
4 UserGuide Tiger Woods
4 Doc3 Tiger Woods, canceled on 19 April 2018 03:34:4% EST
Common User
¥ TEST Polly Chakraborty
Important links Polly Chakraborty, canceled on 19 April 2018 08:41:57 E...
Polly Chakraborty
5 hello Polly Chakraborty
Page 1|of1 (o} Displaying documents 1 - 7 of 7

2. Double click the document listed in the Documents to be signed dashlet. A new window to

review and act on the document will display.
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iew Document 7%

# Sign document

- 1 Q- @ QAEHDE !

d

You can also proceed to the eTMF/Documents module or SWS/Documents module

(depending from where you need to e-sign documents) and select the required document

from the Waiting for Signatures folder under e-Signature Documents view in the Index

pane.

celed on 19 April 2018 03:34:49 EST

celed on 19 April 2018 08:41:57 EST

If you do not want to sign the document, directly click the Cancel e-Signature button from

the top ribbon bar and confirm the cancellation. The document will move to the Declined

folder under e-Signature Documents view.
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e Completed signatures cannot be cancelled.

e Administrators can cancel e-signature initiated by any user but editors can

m— cancel only those that were initiated by themselves only.

e Once a document is cancelled from e-signature, no one can sign the document

until it is resent again.

Either ways, to e-sign the document:
1. Open the document in the viewer and click Sign Document from the toolbar to begin the
review and signing process. Refer to the screenshot below:

Qe @ AHDE O Q

Version Control with Subversion
For Subversion 1.7
(Compiled from r5163)

Ben Collins-Sussman

From here too, you may choose to decline to e-Sign by clicking the Decline Sign document
button. Validate with your login credentials and enter the comments to decline. Here too,
the same rules as mentioned above apply for declining to sign a document. Refer to the

screenshot below.

Decline Sign document X

Reguired fields are marked with an asterisk (*)

| attest to the accuracy and integrity of the document

Username: * @ twoods@demo.com
Password: * @ ssse

Additional Signature Information

Comments: * Wrong document

e S ot | i
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The document moves to the Declined folder under e-Signature Documents view.
3. Else click the Sign document button to proceed with.
You will be prompted with a signing validation dialog box. Enter the login and password

that you used to log into Trial Interactive.

Sign document x
Required fields are marked with an asterisk (*)
| attest to the accuracy and integrity of the document

Username: 0 pchakraborty@transperfect.com

Password: * @ sessssssenes

Additional Signature Information

Reasons: H ‘Vl
Comments: *
Sindoomen | G|
4. Select the reasons applicable to e-sign the document and enter your comments.
Sign document x
Required fields are marked with an asterisk (*)

| attest to the accuracy and integrity of the document

Username: - @ pchakraborty@transperfect.com

Password: * @ sssssessesee

Additional Signature Information

Reasons:

Comments: *

Author acknowledgement

Content Approval
Custom Reason test..
Import Approval
Periodic Review

5. Click Sign document button.

6. You will receive a message saying that the document was successfully signed. Click OK.

7. If you are assigned to sign using the Serial signature, the status of the document will be
updated as signed by the name of the signer who has signed the document and will still be

waiting in Waiting for Signatures folder till all the signers have finished signing.
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8. Open the signed document to find that a page with the signer’s name and contact details,
date of e-signing the document, reason and approval signature is appended as the last

page to the document. In case of multiple e-signers, a page for very signer is appended.

Signature Page will be added to PDF documents only after all signers have finished

signing the document.

9. Once all the signers have finished signing, the document will automatically move to the
Completed folder under e-Signature Documents view.
10. Besides the Completed folder, you can view the e-signature history of a document in the

metadata panel under the e-signature panel.

Document Data: svn-book »
Required fields are marked with an asterisk (*)

¥ | Metadata Fields

# | e-Signature

Signed By:
Polly Chakraborty v

Comments:

Signature Date:

24.2. Adobe e-Sign

To use Adobe Sign to e-sign documents, the administrator must enable the feature for you.

24.2.1. How to Assign Signers to the Documents

1. Visit the desired room in Trial Interactive by clicking the room.
Click the Documents tab. The list of documents will be displayed in the right pane.

2. Right click the desired document and click Send for e-signature.
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# 02.01.01 02.01.01 Investigator Brachure
i 02.01.02 02.01.02 Protocol [5]
8 02.01.03 02.01.03 Protocol Synapsis [0]
i 02.01.04 02.01.04 Protocol Amendment,
8 02.01.05 02.01.05 Financial Disclosure £
8 02.01.06 02.01.06 Insurance [0]
# 02.01.07 02.01.07 Blank Sample Forms &
8 02.01.08 02.01.08 Report of Prior Invest

-
=
=)

1)

OO0 O0OoOO0oO0Q@ O E

Search for documents or selg

File Name Generated Name

Clip2net 17012517 Canada
Copy Link
14-15a08,pdf | B CoPYLIn

How do | search @ Open Profile

Product Release & Add Selected to the Cart
Print_5d75d9c7: Add to Favorite
Zelectro - Bniomy

Print_8214c94f) # Send for e-Signature

Print_2ef74538- © Ask a Question
Clip2net 17012 {1 Related Documents

prosto doc.pdf Protocol_20170202

A new pop-up window to add signers for the documents will display. Add the users you

wish to assign as the signers by clicking the Add button. You may add one or more signers

to the document.

If you wish to assign a sequence in which your signers should sign the document, select

the Serial option to decide the sequence.

Click the Send documents for e-signature button after adding the desired signers.

Send Documents for e-Signature
e-Signature types

@ Parallel © Serial

© Add

# User Name

X

1 |new Contact

| Send Documents for e-Signature |

A Recipients window with the list of email ids of signers enlisted opens.

Tick the Preview & Add Signature Fields checkbox to determine the placement of

signatures on the document.

Click Next. Refer to the screenshot below:

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without
the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be

trademarks of their respective owners.




R R R Trial Interactive 9.2 Reader Guide ferson?

Page: 92 of 149

Send Documents for e-Signature x
What's New! B
Recipients
Add Me | Add Recipient Group | @)
1 gr  chakpolly@gmailcom B2 - email
2 ¥ readen2éN@dispostablecom - email
¥ Enter recipient email
Show €C
Message
Options e
Please review and complete documents view. [ Password Protect
[] Set Reminder
Files Recipients’ Language
. distgiUploads\Demo\i676_697_402397 2406214 English: US.

View_99295¢10112044ba9dbs1ddtanTdxde pf
Ly

Preview & Add Signature Fields|

6. Drag and drop the fields on your document from the right menu option that you wish to

include in the signature.

‘Send Documents for e-Signature x

[ Relativeto Page  Initials 1

RECIPIENTS
chak pollyg@gmallcom (Gr... -
(signer)

*
Signature

. Login as Admin. Drag and Drop from hors Signature Fields ~
Navigate to Authoring module from the Navigation Grid.

i oy

Signature
&

Initials

Signature Blodk

stamp

Tocreate a review and a new document to it, navigate to the Co-Review folder in the Current
View and click +Add.

7 ot @ St Review

This opens the ‘Create Review’ window.

Select the Review type as ‘Co-Review'.

Click +Add in the participants panel to add reviewers
Upload a document from the Documents panel
8. Click Save.

Signer Info Fields v

Data Fields -

More Fields -

R

Transaction Fields -

(] sawe to document library

Click the Send button located on the bottom right corner of the window to complete the

signer assignment process.
The system will trigger an email to the signers designated by you with a link to the

document for eSignature.
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You may also review the documents to be signed, along with the signer details, in your
dashboard under the Documents to be signed dashlet. Refresh the page to view the
latest updates.

24.2.2. How to Sign the Documents in Adobe Sign if you are a Signer

If you are assigned to electronically sign a document, follow the steps mentioned here:
1. When you are assigned a document for eSignature, you should receive an email
containing the link to the room where the document is stored. Click the Review

Document link to access the document.

Alternatively, click the Dashboard tab and scroll down to find the Documents to be

signed dashlet.

Search for documents or select a filter

My Dashboard

Page 1lof1 No documents to display

Q

:
[=]e] -
FJncuments to be Signed I Allo|—le
Double click a document to view and sign it
Title Index Signers
Staging Polly Chakraborty

2. Double click the document listed in the Documents to be signed dashlet. A new window

to review and act on the document will display.
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View Document 41X

# Sign document

= + AutomaticZoom *

n

TEST TESTREST

To check for emailing documents and population of inbox folder in T 9.1

Close

You can also proceed to the eTMF/Documents module and select the required document
from the Waiting for Signatures folder under e-Signature Documents view in the Index

pane. Either ways, click Sign Document to begin the review and signing process.

If you are assigned to sign using the Serial signature, a place where you are supposed to

sign will be highlighted in the document.

) = @ Pint W Marage Y y— o M

-
8 Wamng for Sgratures
-
L L

-

. Login as Admin.

~

. Navigate to Authoring module from the Navigation Grid.
B * ~ ATTestRoom1
Authonng

B 4 8 &
<
¥ -

3. Tocreate a review and a new document to it, navigate to the Co-Review folder in the Current

View and click +Add.

This opens the ‘Create Review’ window.
. Select the Review type as ‘Co-Review’
Click +Add in the participants panel to add reviewers

. Upload a document from the Documents panel

PN o v s

3. You will be prompted with a signing validation dialog box. Enter the login and password
that you used to log into Trial Interactive. The validation process will be skipped if you

proceed to sign a document from within your email inbox.

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without
the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be
trademarks of their respective owners.




R R R Trial Interactive 9.2 Reader Guide ferson?
Page: 95 of 149

Sign document (%]

Required fields are marked with an asterisk (*)

| attest to the accuracy and integrity of the document

Username: * @ | chakpolly|

Password: * @ | sene

Addtional Signature Information

Comments:

Sign document Close

4. After validation, you will now be lead to the Adobe Sign interface called embedded

signing, for you to review and sign the document.

[DEMG USE ONLY) Please Review

e

4, This apens e Create Revien window.

Adobe Sign Test Document
Not for commercial use
e

5. Hit Click here to sign box. You will be prompted to choose your style for the signature
(font, size, etc.)
6. Enter your signature and other details as required. Click Apply.

7. This will insert your signature. Hit Click to Sign.
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DEMO USE ONLY] Please Revie

4 e Heten window,

Adaobe Sign Test Document
Not for commercial use
e

F—

8. The document will move to the Completed folder under e-Signature Documents.

24.3. DocuSign e-Signature

24.3.1. How to Assign Signers to the Documents

Step 1: Visit the desired room in Trial Interactive by the clicking the room.

Click the Documents tab. If you have recently uploaded the document, click the Upload tab and

navigate to open the desired folder within the Upload tab. The list of documents will be

displayed in the right pane.

Step 2: Right click the desired document and click Send for e-signature.

Search for documents or sele

¥ Export

B Document

W& Print

By Index v + = (0] [ File Name Generated Name
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A new pop-up window to add signers for the documents will display. Add the users you wish to
assign as the signers by clicking the Add button. You may add one or more signers to the
document.

If you wish to assign a sequence in which your signers should sign the document, select the
Serial option to decide the sequence.

Click the Send documents for e-signature button after adding the desired signers.

Send Documents for e-Signature x
e-Signature types

@ Parallel © Serial

© Add

# User Name

1 ‘new Contact |v ‘

| Send Documents for e-Signature |

Step 3: A document preview window to determine the placement of the signatures with the
designated recipient list on the left will display.
Select the desired recipient. Then drag and drop the fields on your document from the left menu

option that you wish to be included in the signature.

[Send Documents for e-Signature x
< Trial Interactive E-Signature Request HELP  OTHER ACTIONS v ml
new Contact v 9 5] 124% v
Standard Fields i ‘ ™) Date Signed
2/ sgawe———" § Formatting v
DS Inti Data Label v
5 m‘m‘\, ':i"' {:;:::::::::: Inullmcv.\\ll\:: I::::::::,r'r:: RL:J::H:\:IAI\:I\L: “[mn.\pﬂ,ucl ‘Dc.x!lmcmcun: RO 7

Drag and Drop from hero
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Click the Send button located on the top right corner of the window to complete the signer
assignment process.

The system will trigger an email to the signers designated by you with a link to the document for
eSignature.

You may also review the documents to be signed, along with the signer details, in your
dashboard under the Documents to be signed dashlet. Refresh the page to view the latest
updates.

24.3.2. How to Sign the Documents If You Are a Signer
If you are assigned to electronically sign a document, follow the steps below for eSignature:
1. When you are assigned a document for eSignature, you will receive an email containing the

link to the room where the document is stored. Click the Review Document link to access

the room.

2. Once in the room, click the Dashboard tab and navigate to the Documents to be Signed

dashlet.

Search for documents or select a filter

My Dashboard

Page 1of1 No documents to display

Q

oo L
[=]=]

rDocumenIs to be Signed I AO|—o

Double click a document to view and sign it

Title Index Signers

Staging Polly Chakraborty

3. Click the document listed in the Documents to be Signed dashlet to view and sign it.
Alternatively, you can navigate to the e-Signature Documents folder from the Current View
in the eTMF/Documents module and open the documents to sign it. The rest of the

procedure is the same.

4. A window will appear, allowing you to review and perform actions on the document.
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Please Review & Act on These Documents Docu§{ﬂn

. Abdul Anwer
Mrarsperioct Part 11

5. Click Continue. When using the Serial signature feature, the location to sign will be
highlighted within the document. Click the Sign icon to proceed; the system will prompt you
to choose the font type, font size, etc. for your e-Signature. When using the Parallel
Signature feature, all designated signature placeholders will display, allowing users to eSign

irrespective of the sequence of the signature.

m OTHER ACTIONS v

wasl Transperfect Deallnteractive Transperfect e Transperfect

‘ Transperfect Dx Transperfect ive Transperfect

= Transperfect D Transperfect Transperfect

Transperfect Deall Transperfect ive Transperfect

Transperfect Dx Transperfect Transperfect

Transperfect Deall Transperfect ive Transperfect

Transperfect DX Transperfect Transperfect

[N Transperfect Dx Transperfect ive Transperfoct
Transperfect Ds Transperfect Transperfect

Transperfect [ Transperfect Transperfect

6. Upon applying your eSignature, click Finish to complete the eSignature process.

24.4. Accessing the e-Signature Documents

Users can access all e-Signature Documents and view their statuses within the Documents tab,

following the instructions below:

1. Navigate to the room containing the eSignature documents and click the Documents tab.

2. Select the e-Signature Documents from the dropdown list located on top left panel.
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e-Signature Documents|
Documents

By Index

By Document Type
By Investigative Site
€TMF Completeness

My Submissions

e-Signature Documents
Workflow

My Reviews

Query

3. Folders with the document status — Pending, Waiting for Signatures, and Completed —

display in the left panel. Click on the desired folder to view documents in the right window

pane. If you wish to open the document, click the document icon.

4. The eSignature document will display in the right pane.
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25. Audit Module

The Audit Module in Tl allows to record an auditor’s review and comments on various documents
added for audit in a trial. In Trial Interactive, you would find the following type roles for audit:
1. Auditor: Users under this role can see only the documents they audit.
2. Auditor manager: Users under this role can see audit results of all auditors and can provide
their own review comments to documents. Only editors and higher level users fit this role.
3. Audit Responder: Users under this role are responsible to take actions on issues cited by

auditors in the documents. Only editors and higher level users fit this role.

8 A ]

eTMF Start-Up Quality Review Tasks

7 - 4 |
Authoring Q&A FAQ Reports

(S ()|

SW35 Home

As a Trial Interactive reader, you can access the Audit Module from the Navigation Grid:

25.1.1. Performing Audits

If you are assigned the Auditor action in your trial room, the audit feature is available to you

when you click the Quality Review el button in the toggling menu bar.

1. As auser with Auditor duties, log in to a room and click the Audit module icon.

The user can access Audits and audit documents through the panel on the left.
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2. Click the three-bar icon = to open the Active Audits menu.

techwritersaudit (Pending)
Active Audits

techwritersaudit

B workflow [1]

3. Select an active audit. The default view is By Index.

4. Click the dropdown arrow to reveal the variety of available views.
The user can also choose to view the available audit documents By Document Type, By
Country, By Investigative Site, Query By Sender, and Query By Recipient.

Select views to be displayed.

techwritersaudit (Pending)

By Index |v

-

By Index

By Document Type
By Country

By Investigative Site

Query By Sender
Query By Recipient

Corresponding folders display based on the selection made by the user.

Drill down and select the available folders. Available documents will be displayed in the

grid.

The Auditor has another means by which to filter the audit documents.

1. Once the Audit is chosen, click the filter icon.

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without
the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be
trademarks of their respective owners.




=2 Version 1
R RANSP ERRRLD Trial Interactive 9.2 Reader Guide e

Page: 103 of 149

2. Click the dropdown arrow at the right end of the Document Status field.

techwritersaudit (Pending)

By Index v ‘

Filter Documents by

Document Status:

Pending

In Progress

Audited

Issues Resolved

3. Select Pending from the list.
4. Click the Apply button.

Index folders containing documents Pending Audit populate the Index view panel.

Trial Interactive Audit 1 (Pending, Polly Chakraborty) =

By Index e = O

Y

|-l 01 Trial Management [1]
)il 02 Central Trial Documents [3] {b
|-l 07 Safety Reporting [1]

il Staging [34]

i Rejected Documents [1]

W Temp[19]

i Docs with Link instead of attachment [3]
B New folder [1]

B Test folder [18]

88 “Unload [114]

5. Open folders to locate documents published and assigned for audit.

6. Select a document from the document grid.

7. Notice the Audit Information c icon next to the document icon in the document grid.
8. Click the icon to open the Audit panel in the document metadata panel.
9. Also notice the Audit information popup displaying the audit status of the selected

document. Refer to the screenshot below:

cucsscssoooogEo

‘View Full History

Metatata Fiekls

s@E B =] -
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10. Open the document in the viewing panel and open the Document Data panel.

D I need to know medical terminclogy 1 search ClinicalTris. paf

[
FAQ: ClinicalTrials.gov - Do | Need to Know Medical
Terminology to Search ?

Question: Do | need to know medical terminology to
search ClinicalTrials.gov? Document Type

Answer:

No, each search will give the results for the disease or condition you search on, as well as

results for related medical terms. For example, if you search on the phrase "hair loss”, you

will also receive results for the medical term "alopecia®

ClinicalTrials.gov also has an automatic spell check to help ydu with your search if you are
unsure of the spelling of a word.
Additional Resource Information on clinical trials caalbe found e —

at hitp://clinicaltrials.gov/info/resources
v Audit History

o I B Cued - W< 2 > b B ) =was +

11. Examine the document and its metadata to determine if it meets the established audit
criteria.

12. From the Audit panel in the Metadata panel click the dropdown arrow at the right end
of the Status field.

The status options appear.

A | Audit

Status: * @

| M

Comments:

Contains PHI?

Custom audit field:

13. Click the appropriate Status.
If the document contains Protected Health Information (PHI) and you want to delete

and fail the document attachment for audit, tick the Contains PHI? checkbox.
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Audit - Protocol_20170713 X

v | History

Status: v

Comments:

Contains PHI?: =

T T

On ticking this, the document automatically acquires a failed status and displays a

warning regarding the removal of the attachment from the document.

Audit - 2sk1358

Status: I:l

Comments

Warning

Contains P Enabling 'Contains PHI' checkbox will remove the document file
permanently from the system (with no possibility to restore).
Do you want to proceed?

Click Remove file to proceed. The system deletes the attachment in the backend and
displays the Refresh icon next to the document in the grid.
On clicking the Refresh icon, the document disappears from the grid and moves to the

Audited folder.

B Document i E-Mail | < Export # Assign To w Documents Cart
[ Title
M = 25K3565
[ = Do | need to know medical terminology to search ClinicalTrials
[ xrd
vl © W CunTesz CNT
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14. Insert comments as appropriate.

Audit - IN_TestLName_ICF_Version Number_20170215 X
¥| History
Status: © Failed v
Comments: This document is incomplete and the document data has not been filled out
correctly.
Contains PHI?: o
e |

15. Click the Save button in the lower right corner of the window.
The view returns to the full audit screen.
16. Select another document or another folder containing published audit documents to continue

the audit.

E Add a comment to all documents with which you find issue. Comments can also be

added to documents that have passed your audit criteria.

17. To view audited documents, filter the documents by Audited from the panel in the left.

Trial Interactive Audit 1 (Pending) =

By Index v ﬂ | (O O

Filter Documents by

Document Status: |Pending |v
Show only: Pending
In Progress

18. The audited documents appear in the grid with their respective statuses. Documents failed

due to content of PHI appear in the grid without the attachment and acquire a failed status.

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without
the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be
trademarks of their respective owners.




=2 Version 1
R RANSP ERRRLD Trial Interactive 9.2 Reader Guide e

Page: 107 of 149

= |§ Document s E-Mail | Export ' Documents Cart
By Index vy ¥OoE B Title Audit: Stat... Audit: Com... Audit: Aud... Audit: Aud...
i Test folder (3] B & 25k1358 Failed Testing for.. 21Jun20... Polly Chak.
7 Curres CNT Failed testing. Do... 21Jun20... Polly Chak..
i TSRO1_calibration  Failed testing. Do... 21Jun20... Polly Chak..
25.1.2. Export of Audit Metadata by an Auditor or Audit Manager

The reader as an auditor can export a report of metadata related directly to the documents
assigned to any particular audit.
1. Click Audit from the room’s toggling menu bar.
2. Select the audit on which you would like to run the audit report.
3. Select Audited from the By index view dropdown.
A set of audit documents populates the document grid.

4. Click the Export button from the menu ribbon above the document grid.

Trial Interactive Audit 1 (Audited) = | Document
By Index v »| (] [ Titlf & Metadata
Y 7] 1Nd 2 Documents

[-) @ 02 Central Trial Documents [1]
-] @ 02.01 Product and Trial Documentation [1]
3 02.01.02 Protocol [1]

5. Select Metadata from the dropdown menu.

The Metadata Export window opens.

Metadata Export x

Source: @ Selected Records
@ All documents in the current grid

© All Documents in the room

Format: *

Metadata: * Jendor Name, Version Number, Visit Datel‘ w |

Save metadata selection

6. Select the criteria for the material to be downloaded from all of the available options.

7. Click the Export button.

A Background Jobs window opens with the initial export results.
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8. As instructed on the screen, click to get the export results.
A zipped file downloads to your computer.
9. Follow the on-screen instructions to open the XLSX file.

10. Follow the same process as above to export Documents in the Audit module.

25.1.3. Viewing Audit History
Users can view a document’s Audit history in the Metadata panel from:

1. The Documents module

Search for ts or select a filter A Q - @
B Document @ Print | & Export ™ Documents Cart
By Index A *| [+ O File Name Generated Name: Doc. Sub... Document .. Document Data: 1N961_polly_reviewed Y»
W Index ] IN961pdf  United Kingdom_Protoc.. Prot.. 24). 15Jun2017 Required fields are marked with an asterisk (')
#ll 0101 7ial Management [1] Protocol_20170713 Prot.. 26J. 13Jul2017
= flzez Cantral Wt Docurments 5] ] Print_9404a... FDA.. O1F.. O1Feb2017 R
@ 02.0102.01 Product and Trial Documentatic

_ Print_669a9... United Kingdom_Protoc... Prot.. O1F.. 26 Jan 2017
i 02.01.0102.01.01 Investigator Brochure|

8 02,0102 02.01.02 Protacal (5] ® Print_dcd96... Protocol 20170202 Pro. 02F.. 02Feb2017 i T
i 02.01.0302.01.03 Protacol Synopsis [0]
i 02.01.04 02.01.04 Protocol Amendment
i 02.01.05 02.01.05 Financial Disclosure 5
i 02.01.06 02.01.06 Insurance [0]

Generated Name;

Comments:
i 0201.07 02.01.07 Blank Sample Forms 3
i 02.01.08 02.01.08 Report of Prior Invest:
i 02.01.09 02.01.09 Marketed Product Mz
B 02.02 0202 Subject Documents [0]
i 02.0302.03 Reports [0] | Audit History
8 02.0402.04 General [0) Last History Record:
i 0303 Regulatory (0] Auit: Trial Interactive Audit 1
8 0303 Regulatory [0] Auditor: P ¢
= a Added By: Pc
@ 04 04 IRB/IEC and other Approvals [0] Comments:
@ 0505 Site Management [0] On 31 July 2017 11:30:53 EST

i 0606 IPand Trial Supplies [0]

i 07 07 Safety Reporting [1]

i 0808 Central and Local Testing [0]
@ 09 09 Third parties [0]

Page|  1[of1 O Displaying documents 1 - 5 of 5

i 010 10 Data Management. [0]

2. The Audit module

Search for docum

s or select a filter v Q - @

Trial Interactive Audit 1 (Audited) = [ Document # Export ® Documents Cart Document Data: 1N961_polly_reviewed T(®
By Index v * Title Audit: Sta... Audit: Co... Audit: Au...  Audit: Au Required fields are marked with an asterisk
Y J @ 1N941 pallyre.. Passed 3112017 Pc

W 02 Central Trial Documents [1]
B 0201 Product and Trial Documentation [1]

i 02.01.02 Protocol [1]

Document Date:

Expiration Date:

Generated Name:

Comments:

| Audit History
Last History Record

Audit: Trial Interactive Audit 1
Auditor: P c

Added By: Pc

Comments

On 31 July 2017 11:30:53 EST

Page 10f1 o Displaying documents 1 - 1 of 1 -

[0 oo ] = oo [ B | m it Query
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Documents deleted and failed due to contents of PHI get recorded in history as ‘document

deleted as it contained PHI information’.

25.1.4. Audit Query

Audit Query Initiation by the Auditor
As an auditor, you may raise a query on a document in audit.

. DA
1. Click the envelope icon next from the bottom of the metadata panel.

2. An Email window opens. Click Yes to the question Are you sending a query?

Email x

Are you sending a query?

® Yes No

Subject: TechWritersDemoRoom - - Done Tickets T1 9.2

v Attachments

<¢>  TimesNew.. » 12pt - B [/

c
|»
4
|»
4
%
1Y
Il
il
lil
il

Auditor's comments:

techwritersaudit
Tiger Woods

comnuser2017@gmail.com

Done Tickets Tl 9.2

Files as Links @ Files as Attachments None m m

3. Click the ‘To’ and/ or the ‘CC’ button at the top of the message to add recipient of the
Query notification email message.
The party responsible for having sent the document to the room is an automatic
recipient of the outgoing message.
4. Only room participants can be added to the ‘To’ and ‘CC’ fields. Other email
addresses cannot be added.
The sender can include the associated query document as an attachment or as a link.
5. Once all appropriate selections are made, click Send.
The email message will go out to all recipients indicated in the fields at the top.

Recipients receive an email message like this:

This controlled document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright ©
2018 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced, copied, adapted,
modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any form or by any means without

the express written authorization of TransPerfect Senior Management and/or Quality Assurance Department. Other names may be
trademarks of their respective owners.




Version 1
R TRANSPERERLT Trial Interactive 9.2 Reader Guide e
Page: 110 of 149

2 Reply 1€ Reply All £} Forward G5 IM

queryinboxtrunk@maill trialinteractive.net Pally Chakraborty
(##QUERYID:1340-201##) TechWritersDemoRoom - sub type for all sites required - My New CDA File
o You replied to this message on 6/7/2018 1:15 PM,

PLEASE DO NOT CHANGE THE EMAIL SUBJECT
Auditor's comments:

techwritersandit

Common User

comnuser?017@gmail com

My New CDA File

sub type for all sites required

Thank You.

6. Each Query is assigned a unique Query ID number for easy tracking.
A Query ID consists of the of the Room ID where the query was generated and the
Query ID separated by a dash. For example, in the above screenshot, in the Query ID
1340-201, 1340 is the Room ID and 201 is the Query ID.

7. You can view the query sent under the Query By Sender view under the Pending

W Document » 4 Export = Documents Cart * [Ent 1 Document Data: test
- Q.. Quer.. Title Query Query [1340-206] (Pending)
Y/ H B 13. 07Ju.. test PLEASE DO NOT CHANGE THE A Query from Common User / 07 Jun 2018 15:52:24

EMAIL SUBJECT —Auditor's
Folly Body:

comments:sent for query to
L PLEASE DO NOT CHANGE THE EMAIL SUBJECT

techwritcrsaudit Coms ser
comnuser2017@gmail.com test
2193 vahidation customThank You,

Searching for Audit Queries
You can search for queries raised during audit by entering the Query id in the Search

box on the top ribbon bar in the Query By Sender view. Refer to the screenshot below:

B Document v 4 Export Documents Cart ¥ | 1340-207 x
al Query... Query Date Title Query
O~ B 1340-.. 07Jun2018 Done Tickets Tl 9.2 PLEASE DO NOT CHANGE THE EMAIL SUBJECT ---Auditor's

comments:sent for query to Polly. Please send a query if required.
techwritersaudit Common User comnuser2017@gmail.com  Done
Tickets Tl 9.2 Thank You.
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Audit Query Resolution for query responses without attachment

Once the responder replies to the query email, the auditor can view the responded

message in the room in Query By Sender view under the In Progress folder.

If the auditor is in receipt of a query, the auditor can view it under Query by Recipient

view and resolve the query from there. The procedure to resolve a query is the same

for both the views and is discussed in subsequent sections.

As the auditor you need to do the following to resolve the query:

1. From the In Progress folder, click the document and activate the Metadata panel.

2. At the bottom of the metadata panel, three buttons are visible — Resolve, Return

back to Pending, and Query History. Refer to the screenshot below:

ument v 4 Export ¥

Queryld « QueryD.. Title

8 In Progress [2]

Page

1340-201 07 Jun2.. My New CDA ...

1]of1

Document | [

Layout

Displaying do

TransPerfect Solutions

India Pvt. Ltd. Bhau Patil
Road, Pune - 411020

cuments 1-20f 2 Metadata

Q. Document Data: My New CDA File
Query [1340-201] (In Progress)

| Response from Polly Chakraborty / 07 Jun 2018 13:15:50

A Query from Commeon User / 07 Jun 2018 13:09:07
Body.

PLEASE DO NOT CHANGE THE EMAIL SUBJEC

My New CDA File

il
+ 5,

G e « =

3. Click the Resolve © button for query resolution else click the Return back to

Pending

button from the metadata panel.

4. On clicking the Resolve button from the metadata panel, the Query window opens to

allow you to resolve the query. The auditor will see the following window to resolve

gueries without attachments:
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Query [1340-201] X
Please enter the comment and resolve query

Step 1 of 2: Query Resolution

Comment: *

e On clicking the Return back to Pending button, the document returns back and

is available for audit again. It will then need to re-start the query process from

the beginning. This can be used, for example, if the responder is Out of office

o)
-l
o
-
-t

and an automatic reply is sent from his/her email inbox due to which the

document moves to the In Progress folder.

e The auditor can also click the Resolve button from the Query window in
Pending folder to mark a query as resolved without any additional actions or
waiting for the responder to respond to the query email. This can be used if the
auditor decides that a response is not required or the documents will be
received in some other way. For example, if a query was created by mistake and

the auditor decides to cancel the query thereby resolving it.

5. On clicking the Resolve button from the Query window, the query moves to the
Resolved folder under the Query by Sender view for the auditor and in the Resolved

folder under the Query By Recipient view for the audit responder.

Audit Query Resolution for query responses with attachment
Once the responder replies to the query email, the auditor can view the responded
message in the room in Query By Sender view under the In Progress folder.

The auditor needs to do the following to resolve the query:

1. From the In Progress folder, click the document and activate the Metadata panel.
2. At the bottom of the metadata panel, three buttons are visible — Resolve, Return back

to Pending, and Query History. Refer to the screenshot below:
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AU | @

B Document = Export ™ Documents Cart » |Ent Q Document Data: My New CDA File

Queryld » QueryD.. Title Query Query [1340-201] (in Progress)
Pending [1

. VE B 1340201 07 Jun2.. MyNewCDA.. Mo replacements | Respons from Polly Chakraborty / 07 Jun 2018 13:15:50
i In Progress [2]

required. Polly
Chakraborty Lead

Technical Writer

TransPerfect Solutions. raborty Lead Technical
India Put. Ltd. Bhau Patil riter t. Ltd. Bhau Patil Road
Road, Pune - 411020 Punc - 4110

W B 1340-202 07 Jun2.. Index Decument PFA document

Subject:

comnuser2017@gmail com
Reminders Sent

nane

| Query from Common User / 07 Jun 2018 13:09:07
Body
PLEASE

) NOT CHANGE THE EMAIL SUBJECT

Auditor's comments:

Page 1of1 O Displaying documents 1-2of 2 Metadata

= = Metada . o =
Document [ Layout &R @ «~ [F -

3. Click the Resolve © button for query resolution else click the Return back to Pending

-« button from the metadata panel.

4. On clicking the Resolve button from the metadata panel, the Query window opens to

allow you to resolve the query. The auditor will see the following window to resolve

queries with attachments:

Query [1340-202] x
Please choose query resolution

Step 1 of 2: Query Resolution

Resolve ® {1 [w] DMS Document.docx

®) Resolve and replace using selected i1 W audit 1 10.docx
attachment ("DMS Document.docx”) -

Comment: *

Resolve and replace attachment
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e  On clicking the Return back to Pending button, the document returns back and is

available for review again. It will then need to re-start the query process from

the beginning. This can be used, for example, if the responder is Out of office

and an automatic reply is sent from his/her email inbox due to which the

document moves to the In Progress folder.

e The reviewer can also click the Resolve button from the Query window in
Pending folder to mark a query as resolved without any additional actions or
waiting for the responder to respond to the query email. This can be used, for
example, if a query was created by mistake and the auditor decides to cancel
the query thereby resolving it.

5. On clicking tne Kesolve putton Trom the Query window, the query moves to the
Resolved folder under the Query by Sender view for the auditor and in the Resolved
folder under the Query By Recipient view for the audit responder. In this view the user
can only see the Query History button.

6. On clicking Resolve and replace using selected attachment:

a. The reviewer can choose from the right pane, the document as deemed fit. The
right pane shows two attachments — (1) that was sent as an attachment by
responder to allow the reviewer to resolve the query and (2) the original document
that is in the audit process.

b. Before taking a decision, the reviewer can click the Compare icon from the right
pane to compare between the document under review and the attachment sent by
the responder in the Compare documents window, or click the attachment icon to
open and view the attachment in the viewer.

c. Once done, the reviewer clicks the Close button on the Compare documents
window and clicks the Resolve and replace attachment button after entering the

Comments.
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d. The document moves to the folder for documents available for review and is also

available in the Responded folder in the Query by Sender/Query by Recipient

e. After the query is resolved with a new attachment, the original attachment will be

view. In this view the user can only see the Query History button.

replaced with selected one. The original attachment will be available in Document

Revisions.
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26. Shared Workspace (Tl Collaborate)

A shared workspace (SWS) is an intermediate room where the Sponsors and Study Management
Team of a clinical study can collaborate to store documents until they are sure about the contents
and metadata of the documents. When the user of a Shared Workspace are clear how the TMF
study will be like in terms of the metadata such as document type, they review the documents and
decide on whether to publish such documents to the eTMF. Some documents may reside in the
shared workspace while the others are published to eTMF by the user. When a document is
published, it is auto-routed to corresponding folder as mentioned in the room settings or

published as a final document based on the workspace configuration.

You can navigate to the SWS from the eTMF room also by clicking the SWS icon from the Navigation

Grid. Refer to the screenshot below:

Start-Up Quality Review Tasks

/7 & e |

Authoring Q&A FAQ Reports
(S ()|
SWS Home

Readers do not play a big role in a Shared Workspace room. However, they can view the draft

documents, and e-sign the final version of the collaborative documents.
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27. Tasks Module

Readers can manage and track their Trial Interactive tasks using this feature. They can assign tasks
to themselves for a particular room. They are given an option to add, edit, delete, and export
tasks. Additionally, readers can adjust the number of days before a task’s deadline to receive an
email message as reminder of the task’s due date. They can thus set up the reminders from the

Reminder section of the metadata panel of a task. Refer to the screenshot below:

Task - Activate sites

Required fields are marked with an asterisk (*)

Description: o

Ly

Assign To: *
Common User

Communication...:

Created By: @

m

Assigned To:

Reminder:

vl 15 May 2018 & 4:30PM il

Category:
Not specified v
custom text:

cust number:

cust long text:

As a Trial Interactive reader, you can access Tasks as mentioned below:
a. Enter the room for which you want to create tasks from the Home page.
b. Click the Navigation Grid on the title bar from within the room.

c. Click Tasks icon.
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_

elMF Start-Up Quality Review
V 4 - ®
Authoring Q&A FAQ Reports
()|
Home

From within a room, the reader can maintain and track tasks related to the Tl room. They can add,
edit, delete, and adjust their tasks.
Once inside the Tasks dashboard, you can adjust the Current View in the left pane by:

1. My Tasks

2. By Status, and

3. By Category

27.1. My Tasks

This view gives the list of tasks belonging to the user based on today, this week, next week,
pending, overdue, tasks that have no starting date (No date), or all the tasks together in the

document panel. The task count is also displayed next to each time frame.

Current View

o B My Tasks
E] Today [1]
[E] This Week[1]
[E] Next Week [2]
B Pending [8]
El Mo Date [2]

E A

27.2. By Status

There are five task-statuses available. The system color-codes the status according to the

specified work completion percentage. This view lists all the tasks in the document panel as
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per the status selected. The count of task per status is also displayed next to each status in the

left pane.
Waiting on someone else - @ By Status
Deferred [=] Completed [1]

[F] Not Started [2]
[5] In Progress [1]
Completed [5] Deferred [1]

[5] Waiting on someone else [1]

In Progress

27.3. By Category

This lists all the tasks under each category along with their counts.

[ @ By Category

[E] TEST CATEGORY UPDATED [1]
[E TEST1[1]

[E] TEST2[2]

[E] TEST4[1]

[E TEST7[1]

[E TesTa[1]

[E 5411

[E *Not Specified [25]

27.4. Adding, Editing, or Deleting Tasks

Tasks can be added, edited, or deleted from the icons in the ribbon above the dashboard.

© Add # Edit @ Delete ¥ Export

Mention the task name in the subject text box while adding tasks from the Task Profile
window. Tasks can be edited from the Task Profile window or from the metadata panel
located on the right of the dashboard. When adding or editing a task, you are also given an
option to attach files. Simply click Attach a file from the metadata panel or in the Task

|

Profile window. When you are finished attaching files, click Save and a clip icon with a

number ‘@ will appear next to the subject line on the document panel. The number next to
the clip icon reflects the number of attachments for a particular task.
Other metadata fields that Readers can fill out include the following:

1. Start Date: The date when the task should be started.
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10.

Due Date: The date by which the task should be completed and submitted.

Priority: The priority of a task could be Low, Normal, or High.

Status: Depending upon the progress of the task, the status could be set as Completed,
Not Started, In Progress, Deferred, or Waiting on someone else.

Complete %: The percentage of the task that is completed. Depending upon the figure
entered here, the Status field automatically acquires the status of Not Started, In
Progress, or Completed.

Description: Any comments on the task, one of which could be its purpose.

Assign To: Users to whom the task is to be assigned. This is covered in detail in the
following section.

Reminder (Date, Time): The date and time when the assignees of the task should receive
a reminder.

Category: The task categories, as created through task settings, are populated in the
dropdown. This helps to categorize tasks.

Edit history: This is also tracked and recorded on the bottom of metadata form or Task

Profile window. If any changes are made, click Save.

27.5. Exporting Tasks

You can also export tasks through the Task Export window invoked by clicking the Export icon

¥ ot o the ribbon. Refer to the screenshot above. You may export tasks selected from the

document panel, or all the tasks in the current grid. To export tasks, it is mandatory to select

the Task Metadata Fields which will be saved in the export job result as an excel file.

Task Export %
Source:
®) All tasks in the current grid
Metadata: Category, Created By, Data Room Id, DLn:'

Task Metadata Fields | Field Sort OrderjAlphabetical | Logic :]
| Category #| Priority

| Created By | Start Date

| Data Room Id # Status

#| Due Date | Subject

#| Is Reminder Sent
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During export of tasks, a popup showing the status of the export job is shown. Refer to the

screenshot below.

Exporting X
Finished: Archiving (1/1) 12 Apr 19:31

The export results are also populated in the Notifications. Click Get Job Result to view the

excel file.

NOTIFICATIONS STICKY NOTES Clear All
Background Jobs
Exporting
Finished: Archiving (1/1)
31 Jul 13:05
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28. Q&A Module

The Q&A and FAQ functions have to be activated in the room’s Settings. These icons will appear only if
the functions are enabled when the room is created. Users with Reader level access are only able to
view the questions that they themselves submitted to Room Administrators. Readers can view

Opened, Answered, and All questions according to their:

e By Date: The creation time of the question i.e. — Posted Today, This Week, Previous Week,

This Month, and Older.
e By Subject Matter: The subject matter of the questions.
e By Issue Level: The issue levels could be first level, second level, and so on.
e By Index: This will list out questions under categories Opened, Answered, and All

Click the Q&A icon in the Navigation Grid icon to see the list of questions asked by users in a

room.

The image below displays the Opened questions that are submitted in this room by the reader.

) Create question Documents searct Q

By Date: v # O Question o Subject matter Issue Level Organization User
By Date 4 © E How to convert emails to PDFs? Emails first level question TransPerfect Trial Interactive P ¢
By Subject Matter . X .
By Level © 7 You can save an outgoing email as a PDF document. On clicking ~ Emails first level question gmail.com Polly Chakrabo
y Issue Level
Send, the Save Conversation dialog box pops up.
By Index

i Previous Week © [ How to Initiate Query during Audit? Emails first level question TransPerfect Trial Interactive P c
@ This Month

Through the top ribbon bar in the dashboard, you can create a question.

28.1. Create Questions

@ Create question

Click Create question in the top menu ribbon. A new window opens for you to
type your question for submission. Enter the question, and select the subject matter and issue

level from their dropdowns. Click Create to create your question.
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=mm Kk 4 ATTestRoom1 - Q-
= Q&A

Q&A
Opened
Answered
All
DS
Subject matter:
Issue Level:

Readers can ask sub-questions by right clicking the original question in the grid, then clicking

Create Question. Queries with sub-questions or answers are marked by an arrow symbol.

€ Create question

By Date v #| O] Question a
o QsA 4 @ O How to convert emails to PDFs?
= @ Opened

_ 4 © O You cansave an outgoing email as a PDF document. On click...
= B Answered

o Al
@ Previous Week [2] How to Initiate Query during Audit?

# This Month
@ Create question
W)

© [ Can readers specify subject matter and issue level to que...

28.2. Questions about a Specific Document

When you have selected a specific document in a data room, you can access the option to Ask a
Question by clicking the Document dropdown in the upper left corner or by right-clicking the
document icon. Select Ask a Question from the available menu, and a new window opens. This

is discussed in the Document Dropdown Section.

[ Document ~ I

Al Copy Link

@ Open Profile
¥ Add Selected to the Cart

# Send for e-Signature
© Aska Questioa
{1 Related Docurients
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29. FAQ Module

Reader level users are able to access FAQ by clicking the FAQ icon from the Navigation Grid. Readers
have the option to search the FAQ by typing keywords in the search box located on the top right

corner of the screen. Although readers can access FAQ, they are not able to set-up FAQ.

Two index views are available for FAQs: By Category and By Date. To toggle between the two views,

click the dropdown arrow at the right end of the field.

By Category |v

By Category
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30. Reports Module
Room Administrators have the option to turn on Reports and make them available to other users. If

Reports are activated, you can access it from the Navigation Grid.

i8 A ]

eTMF Start-Up Quality Review

Tasks

7 - ® 4
Authoring Q&A FAQ

S i

SWS Home

30.1. Running and Viewing Reports

This view offers links to standard activity reports and a Report List.

BY DocuMAY SLATUS - R NN COMNTGN

Document Processing KPI Report - Study

Number of documents per siage status

Document Submission by Submittar

Click the name of a report and that report opens in the dashboard below. The screenshot

below shows the By Document Status report clicked from the above screen.
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= peportlit | @Rt B © (K [ <b [E | Resuts 1000 -+ Design

Y Show Filters Add Field

By Document Status

Document
Title Type/Subtype Index

303781 66191_ACM _userguide_en-US (2)_autoname with attach Tiger Woods 4/18) ed autoname with attach |1 signature 2
10:31:52
AM

ACM_userguide_en-US (1) Tiger Woods 4/18/2018| third custom amendment 1|19 nick folder 1
10:35:14 | category

Brochure Tiger Woods 4/18/2018 | third custom amendment 1| 19 nick folder 1
10:35:03 [category
AM

DA AGREEMENT Amruta Maddel 4/19/2018 *Upload\Amruta
11111 Maddel
AM

COA AGREEMENT Polly Chaksaborty 4/19/2018 19 nick folder 1
11:12:00
AM

A AGREEMENT Tiger Woods 4/13/2018 19 nick folder 1
83745
AM

COA AGREEMENT.pdf amaddel @transperfoct.com Amruta Maddel 4/13/2018 | validation For Blue Flag and |65 for activation
9.0057  |category 2 Milestone indicator | without access
M

DMS TEST Amruta Maddel 4/16/2018 *Upload\Amrutal
9.07:27 Maddel

Typically, report builds are based on specific sponsor requests. For further assistance on other

features of reports please get in touch with the Support team of Trial Interactive.
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31. Dashboard Dashlet view

A dashlet is a component in a dashboard with functionalities of its own. A dashlet may provide
information on a particular feature in the form of a report, a graph or a description on a particular
topic. Dashlets are independent of each other and are contained in a dashboard. In a way of its own,
they play a significant role in the look and feel of a dashboard. The various dashlets available in a Trial

Interactive dashboard are described in detail in subsequent sections.

31.1. Laying dashlets in your dashboard

To arrange the dashlets, simply drag-and-drop them to a location of your choice on your

dashboard. This is demonstrated below:

My Dashboard on

Site Activation Status

ETHE heaitn

Milestone Type Report

Besides moving your dashlets to make a suitable layout, you can also choose the distribution of

dashlet panes on your screen, or addition/removal of dashlets through Configure Dashboard B

icon located on the top right corner of the dashboard.

31.2. Configure Dashboard

The ‘Configure Dashboard’ opens the Setup Your Dashboard window which lists out the dashlets

available for a particular dashboard and provides you with two options:
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Refer to the screenshot below:

1. Add/Remove Dashlet

2. Layout

Setup Your Dashboard E3
Add/Remove Dashlet || Layout
Search v
Your dashboard includes the following dashlets. Use "Add” button to add the dashlets to the dashboard, and
“Remove" button to remove a dashlet from the dashboard
o Al .
Recent Communication Logs
B Documents A
B Users P Displays recent communication logs
B Investigative Sites
B Tasks
B Communication Logs About this room
B Common
Shows general information about this room
Bulletin Board
0 Contains latest news and useful information on
the dataroom maintained by the dataroom
Project Links

By clicking the Remove button for any particular dashlet, the user can eliminate that dashlet

from the Default Dashboard view for himself or herself. These dashlets can easily be restored

by clicking the Add icon that will replace the Remove icon.

31.2.2.

Layout of Dashlets

By clicking the Layout tab at the top of the Setup Your Dashboard window, the user opens a

new view that allows the user to choose his/her preferred dashlet layout on the viewing

screen.

Setup Your Dashboard

Add/Remove Dashist

Layout

Choose preferred dashiet layout

°

ne Column

wa Columns 30/70

-

Es

Columns 70/30

[_cose |

Simply click the Apply button next to the preferred arrangement and then click Close to

enable the layout chosen by you.
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31.3. Configuring each dashlet

On the top right corner of each dashlet, the following features are available:

Available Icon Purpose

A To hide the dashlet from the dashboard

To refresh the dashlet

To delete the dashlet from the dashboard

& To configure a dashlet column, and its
height
= To print the current chart

] To save the current chart as PNG image
file or to export a report or metadata

fields

The Dashboard has numerous dashlets that provide users with a visual representation of

categorized data in the study room.

31.4. Sorting columns in a dashlet

Some columns in a dashlet can be sorted in ascending or descending order by hovering the mouse
over the column header to reveal the dropdown with sorting options. Refer to the screenshot

below:
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Pending Documents Review Al Ol—|@
P YUl L My Review
Review Title Due Date Status ¥ Participants Owner
yugandhara 20 Feb 2017 Pending 1 Sort Ascending
17 Sort Descending
yuga 17 Pending gandhara Editor
] Columns
yuga 260794 Pending Yugandhara SA yugadahiphale@...
and 3 more parti...
ydahiphale Pending Yuga Admin Yugandhara Editor

The sorting order set by one user does not affect the sorting order of the dashlet

for other users.

31.5. Resizing pop-up windows or modal dialog boxes

To resize pop-up windows or modal dialog boxes:
1. Place the mouse cursor at any of the edges or corner of the window/dialog box for a
double arrowed control to appear.

2. Dragthe side or the corner in or out to a size that fits your purpose.

31.6. Dashlet - About

Hello Polly Chakraborty!
Modular

A good user experience is essential for any software platform to
improve and increase adoption rates and visibility. With Trial
Interactive, there is consistency to the iconography, with window
panes and user controls giving our users an enhanced experience
across the interface.

Configurable

Every user in the system has different priorities. Trial Interactive’s
dashboard offers the option of simple drag and drop configuration
so that what's most important to you is exactly what you see. From|
viewing the status of your eTMF health to monitoring audit

documents, Trial Interactive is simple, personal, and efficient.

Intuitive

Better Insights to your actions. Paving the path to our biggest
release yet, we have made changes to layouts and easy eTMF
overviews, and redesigned notification panels. Assess your eTMF
health with real time cross study activity and document status.

‘You can navigate at the study, country, site, and investigator level
section making it easy to see subsets and documents quickly and

intuitively.
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The About Dashlet on the Trial Interactive Home Page provides introductory information about

Trial Interactive to new users and provides the basic guidelines to get started.

31.7. Dashlet - About this room

About this room A=

Welcome, Polly Chakraborty.

The information contained in this Trial Interactive room constitutes "Evaluation Material"
and may not be disclosed to anyone, except as allowed under the Confidentiality
Agreement(s). If you have any technical questions about the use of this website please
send an email to Trial Interactive Client Services at test.support@trialinteractive.com

You will need Adobe Acrobat software (version 6.0 or later) to view may of the documents
in this site. If you do not have Adobe Acrobat, please click HERE to download a free
version of Acrobat Reader.

Some of the documents in the site may have been encrypted. You will only be able to view
these documents online if you get a special browser plugin.

About this room 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.

The standard Welcome message usually offers the following links:

e Link to help desk email. Use this email address when you have technical issues with the Trial

Interactive tool.

e Link to Adobe Acrobat download site. You need an up-to-date document viewer to view

documents.

e Link to special browser plug-ins so that you can view encrypted documents.
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31.8. Dashlet - Top N Studies with Expired Documents

The Studies with Expired Documents dashlet lists the top 10 studies with expired documents and

also provides a document count of expired documents on hovering the mouse pointer on each

bar.

Top 10 Studies with Expired Documents

ATTestRoom1
Alfresco storage room Tym1
ATTest Program room
(o s CNS102915 TMF
xpired documents:
N\}b A Expired d
ATTestRoom3 Click to view documents

XYZ-123 TMF

Here, you can click each bar, which represents a study, to display the list of expired documents in a

popup window. Clicking a document name will take you to the room and open the document and its

metadata for you to view. Click the Expiration Date button to sort the documents

by expiration dates, and click the Title button to sort the documents by their titles.

31.9. Dashlet - Bulletin Board

The Bulletin Board dashlet contains the latest news and useful information on the data room for room

participants.

Bulletin Board

Trial Interactive News

TransPerfect's Trial Interactive Integrates With Schulman IRB

TransPerfect Continues Breaking Records with Highest-Ever Q3 Sales

Save The Date: Best Practices for Achieving TMF Quality Webinar - June 10th, 2015
Fifth Industry-Wide TMF Reference Model Survey |Is Now Open

31.10. Dashlet - Unread/Unclaimed/Outstanding reviews
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‘ Unread AlO] =l
o Unclaimed | {7 Outstanding reviews
Document Date Index Submitted Name Comments
Unclaimed
Go to the 4 Unread _ 1 Outstanding reviews
Viocumenlt Document Date Submitted Name Workflows
5 18Apr2017 Outstanding reviews
4 Unread | g Unclaimed
(4] 20 Mar 2017 Document Date Submitted Name Work]
= [Z 20Mar2017 I:l 01 Apr 2017 US4596942 Qc1
i iz ja” 2017 o s * s US4780684 Qct
o an 2017 Eocument Go to the
[ 26Jan2017 T 26 Jan 2017 document
5] 26 Jan 2017 [0 26Jan 2017
5 26Jan2017 [ 26 Jan 2017
X 26Jan 2017
Page] 1[of20| P A 26Jan 2017

Named as Documents View dashlet (as seen from the Configure Dashboard/Configure Dashlet
windows), this dashlet provides three different views of documents in the eTMF module — Unread,

Unclaimed, Outstanding reviews. The header of the dashlet changes as per the view selected.

Click the Unread tab to list any of the documents posted in the Trial Interactive site that have not yet
been opened by the user logging in. This allows the users to get a sense, right from the Dashboard, as
to what documents they still need to see, and whether any new documents have been posted that
they may not have been aware of. Click the green arrow ¥ to view the document along with its
metadata, or click document icon to view the actual document. If the document is in a format other

than PDF, the document downloads to your computer.
Click the Unclaimed # U<emed hytton to get a list of documents that have not been claimed for review.

Click the Outstanding reviews © “=Mner=iews b tton to get a list of documents that are yet to be

reviewed.

31.11. Dashlet - Documents expiring in N days/Expired Documents
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The Documents expiring in N days/expired documents dashlet lists the expiring and expired

documents as specified in the expiration period (N). To view Expiring or Expired documents, click the

Expiring * ©¥* ™ icon or Expired icon on the dashlet. R

efer to the screenshot below:

Expired documents A|O]|—[o|(m
() Expiring © Add New Version
|| Document Date Document Type Submitted Name Expiration Date Comments
| 5] 01Apr2017 Pratocol US4596942 10 Apr 2017 good to go
[N -@) [5] 18 Apr2017 Informed Consent ... US4712039 16 Feb 2017
Fl Sgczoni'st Protocol US4721885 16 Feb 2017
[ 5] Us4780684 16 Feb 2017
[N 5 20Mar 2017 Safety Managemen... US4827177 16 Feb 2017
[ US54855636 16 Feb 2017
[ [5 26Jan2017 Safety Managemen... blind_etching 17 Feb 2017
| 26 Jan 2017 AutoName docType  Clip2net_1701251... 17 Feb 2017
[ 5 26Jan2017 AutoName docType  14-15408 17 Feb 2017
[l 5 26Jan2017 FDA Form 1572 Do | need to know ... 27 Jan 2017
[ 5 261Jan2017 Safety Managemen... Doc for Translation 27 Jan 2017
[ 27 Jan 2017 Protocal xrd 16 Feb 2017
Page 10f8 > M O Displaying documents 1 - 12 of 86

31.12.

Dashlet - Study Monitoring Visits By Country and By Month

This dashlet Study Monitoring Visits Dashlet provides two different views study monitoring visits —

Monitoring Visits By Month, and Monitoring Visits By Country, in the form of a bar graph. The

following image contains the key features about the bar chart.

Study Monitoring Visits
Chart type: | Monitoring Visits By Month l Jan, 201

dtzis [l ddis all sites required doc1
1812validationts Wl irb11 Wl irb 12

Alo

required 111 Active + Pending 1

all sites required doc1
Jul, 2016

Visits: 4

Click the bar for details

b

1

all sites required doc2 [l IRB required doc 1 [l IRB required doc 2
IS Selected Bl Acti

=l a](m

O

~Chicking on the date will show fusther details.
Study Monitoring Visits

Chart type]| Monitoring Visits By Country] | | Country #1 [}

AN O|[— ol

Cou

all sites required doc1

dtzis [l dtdis
i Mib11 Wl irb12

181

1S Selected 1 required 111 [l Active + Pending 1

all sites required doc2 [l IRB required doc 1 I IRB required doc 2

Clicking o the title will lude the corvesponding bar from the chart
g9
I you move your mouse over the

If you dlick, this would bar, a short summary will appear

show farther details
/ about the curent bar
Albania
all sites required doc2

Visits: &
Click the bar for details

:i@

Clicking on Colmtry Name will show further details.

11 22
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As you delve further, you will finally be able to view the documents for the particular country.

31.13. Dashlet - Project Links

The Project Links dashlet displays links to different systems that are used for the study and their

contact information.

Q
I
o

Project Links A

Title: Testing Site

Phone: 004646213250
“ Email: Test@testmedical.com

Edit Delete

Add New Link

When you click an icon, a separate tab opens to display the linked page.

31.14. Dashlet - Documents by Workflow Status

The Documents by Workflow Status dashlet displays the document processing status in the document
review workflow through pie charts. By drilling-down on the option, you can view the document
processing status:

1. Asacomplete Room Summary, or

2. As workflow stages defined.
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Documents By Workflow Status A | Ol = [ [ ][4
Document Processing Status |Room Summary |" |
Total docs: 103
Declined
3(3.0%)
Final
22(21.8%)
Room Summary
In Progress : 1
In Progress
T ldow
Available for Review
75 (74.3%)
Documents By Workflow Status A|Ol=l2 i)
Document Processing Status |QC1 ‘v |
QC1 Rejected -
3(3.5%)
QC1 Clarification
2 (2.4%)
Final
6 (7.1%)
Claimed
1(1.2%)
Qc1
Available for Review : 73
Auvailable for Review
73 (85.9%)

In the screenshots shown below, QC1 is the workflow is defined through Settings by the administrator.
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31.15. Dashlet - Tasks

This dashlet displays tasks for the current user.

Tasks AllO|[—) e m]

Recent || Today Overdue

Subject Status Start Date Due Date Priority Created Date Complete %
Activate sites Waiting on so... | 31 May 2018 15 Jun 2018 Normal 15 May 2018 ... 25
test room Deferred 15 Apr 2018 07 May 2018 Normal 15May 2018... 0

Add documents _ 30 Jun 2018 Low 15May2018... 0
create Ims _ 31 May 2018 09 Jun 2018 Normal 15May 2018... O

Adding users Completed 01 May 2018 13 May 2018 Normal 15 May 2018... 100
Guide Review In Progress 15 May 2018 23 May 2018 High 15 May 2018 ... 25

Takes you to the Tasks module

4= View All Tasks — ——————»

31.16. Dashlet - Open Queries By Age

The Open Queries By Age dashlet conveniently displays those documents that are 30 days and older in
age and also provides a document count. Users can click the expand icon [+] placed on the left of the
age column to view its document status along with the document count.

After the drill-down, you can double-click on count to view the corresponding documents.

Open Queries By Age AllOf[—lle
Query Type: | All v

-
E 30 days and older 31

l

) 30 days and older 31
Status Count ~
Pending [k 24
In Progress Double click to show the documents 7

“ Documents wiﬁgc— '30 days and older' and status 'Pending’

Title
B [H InformedConsent-002_aanwer
B E doc33
B [H docl4
Go to the

document
BP9 uuczo

) o
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31.17. Dashlet - Documents Submission

The Documents Submission dashlet contains a bar graph that displays the following: monthly
document submissions, published documents in workflow final status, and rejected documents.
This dashlet is only available if the workflow is enabled in the data room and the reader is a member

of the QC workflow group.

Documents Submission A | Ol = [ [ ][4
Jan, 2017 |I| 1] Jul, 2017
Adjust this bar to set the date to be shown en the chart below. Submitted Published ReIECted
125
109
102
100
Submitted
75 Mar, 2017

- Documents: 63

50 {b 39
25 26
N 15 12
1
’ Jan, 2017 Feb, 2017 Mar, 2017 Apr, 2017 May, 2017 Jun, 2017 Jul, 2017
31.18. Dashlet - Documents Rejection and Clarification

The Documents Rejection and Clarification dashlet displays the reason for rejections and also
provides a count of each defined rejection type. This dashlet therefore can be used to determine the
most common reason for rejection and need for clarification.

You can further double-click the count to view the list of documents associated with a particular

rejection or clarification reason.
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Documents Rejection and Clarification Ao -/
Reason « Count
Blank Pages 3
.
Missing Pages 3 Double click to show the
Missing Signature 3 dociments
Poor Scan 3

ﬂDucuments with 'Incorrect Study’ reason

F Created Date Index Submitted Name Comments
[ I 26Jan 2017 015 Temp US4596942
[ @ ] 26Jan 2017 013 Rejected Documents US4855636

Go to the
document

31.19. Dashlet - My Favorite Documents

Readers can add certain documents to his/her favorites, and these selected documents will appear
in the dashlet, My Favorite Documents. To add a document to your favorites, simply right-click on

the document and click Add to Favorite.

] Title Document Name Submitted On
¥ W B A Copy Link \CM_... 18Apr2018
0N 8 tes 18 May 2018
AE B - ®  Open Profile 21 May 2018
FE B ety ¥ Add Selected Item(s) to the Cart 24 May 2018

Add to Favorite

/" Send for E-Signature
© Ask a Question

{1 Related Documents

The My Favorite Documents dashlet displays those documents that a user has selected as his/her
favorites. You can remove documents from the Favorites dashlet by ticking the checkmark next to the

document name and selecting Remove from Favorites. You can also remove or edit your comments.

Click onthe ) icon to view the document right from the dashlet.
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My Favorite Documents Al o|—/[aim

| & Remove from favorites <% Remove my comment " Edit my comment

| Submitted Name My Comments
% [ 1N961_polly_reviewed reviewed and passed

Go tO’E’:]E- 5173617

document
| PDF conversion during of legal hold
test doc
[X] Resulting doc after merging

not supported for merge file type
merged doc 4
Merged doc 222

Page 1/of 1

OoODO0OoOOO0OOOe=

Q

Displaying documents 1 - 9 of ¢

31.20. Dashlet -IP Release Documents

The IP Release Documents dashlet displays the list of documents that are marked as popular.

IP Release Documents Allof—|e)
O Title Category =
| CDA AGREEMENT 1: Sort Ascending

Go to the 3-5db4-4604-a8bs-fd2b52¢5d758.pdf  General ed I Sort Descending

document
TIPS TOr Witung d document

O
O
O
A Session_1_GDP-Mr_Satyavan_Singh
B 28] FormScreen(3)

O

H 123 General ed

Q

Page 1 of1 Displaying documents 1 - 6 of 6

31.21. Dashlet - Claimed vs. Unclaimed Documents

The Claimed vs. Unclaimed Documents dashlet provides a count of all documents that are in a
workflow and are either claimed, unclaimed, or in progress. You can further click each slice of the

interactive pie chart to obtain further detailed information.
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Claimed vs Unclaimed Documents AO][ = o]
Documents in Progress Unclaimed Approval stage 1/ Documents by Age
Less than a week old 14 to 20 days old
. 5(2.2%) 13{5.8%)
In Progress 71013 days old
4(1.7%) 1{oax)
21 days and older
207 (91.6%)

Unclaimed Approval stage 1
226 (98.3%)

31.22. Dashlet - eTMF Health

The eTMF Health dashlet displays progress bar(s) that indicate what percentage of required eTMF
documents are either collected or currently missing.
Hovering the mouse on each progress bar shows a popup with more detailed progress percentage

for the category of the documents.

Click a bar to drill down to the lowest level to list the missing/placeholder documents. You can use

the Export current documents " button placed on the upper right corner to export the list of

missing documents. Additionally, you can use the m button to conveniently upload a
placeholder, or to edit a placeholder right off the dashlet. To view any changes, refresh the chart to

update the missing documents list.
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eTMF health

Documents: | Missing/Placeholders ‘ v |

Missing/Placeholders

Country

Additional clicks are available on the
progress bar to view further details.

Missing/Placeholders

General 50.0%
3 of 6 (50.0%)

Click to display the documents

General

Investigative Site

70 80

(o] =[] )]

eTMF health

ﬂ Missing Documents: Country / Canada

Document type Milestone Name Date

) Import or Export License

Add Placeholder

B Import or Export License

Click to export the list of Nlissing Documents

31.23. Dashlet - Recently Updated Sites

The Recently Updated Sites dashlet gives the activation progress report 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.
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Recently updated Sites Alo|=|o

Site Principal Investigator Status Progress %

Site Akshay Nerkar Akshay Nerkar Pending

Site test user test user Pending 0% h Missing Documents

Site TestName TestLName TestName TestLName Active Confidentiality Agreement (Principal

Site AutoTestContact60 Auta.. AutolestContact?60 Autolest...  Pending E;i;tiiga?tsgc\osure Form (Principal
Investigator)

Form FDA1572 (Principal Investigator)
Principal Investigator Curriculum Vitae
(Principal Investigator)

Protocol Amendment Signature Page
(Principal Investigator)

Pl Medical License (Principal Investigator)
Informed Consent Form (Principal
Investigator)

31.24. Dashlet - Site Activation Status

This dashlet offers three views — Sites By Country, e-Feasibility By Country, and Sites Activation
Progress.
Select the Site By Country view to reveal the total number of active sites, sites pending for

activation, and sites rejected from activation in each country in the form of a bar chart. Refer to the

screenshot below.

Site Activation Status A=l o[
Chart typey | Sites By Country| v | PSS [@ Stacked columns
| sites By Country
e Active Pending test Rejected
eFeasibility Sites By Country
Sites Activation Progress India
15 Active: 5
Total: 10
Click the bar for details
10
51
5 4
5 2 2 2
1 1 1 1 1 1
2 2 2
0
. \(_}’1‘\\ 'aé\?‘ (9(\». @3? & éo@ \(\5.‘@ \\'}}‘\ \\LD ,i\@'ﬁ D
& 0 & & & ® <l
h ¥ & e Q &
<& L > & -5
& o« ) XF
& &
W

Select the e-Feasibility By Country view to reveal the number of documents that have been

received, approved, and sent to complete the e-feasibility study for the sites.
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Site Activation Status A O] 0 ]|
I
Chart type: || eFeasibility Sites By Country v | V[T [ Stacked columns
| [~
Approved Received Sent
3
2
2
1
1 1 1
1
1 1 1 1

0 ] 0 0 o o ]
0

S @ & @ 3 & g ) & &

g # & & < o & & o S
& W & o e * A §F &
& v > Q& &
-\@ 2 N
N &
©

Select the Site Activation Status view to reveal the number of sites activated per month. Drag the

bar further to scroll down the chart.

Site Activation Status A O = ][]
Chart type| Sites Activation Progress v | LUROHE] Feb, 2017 III 1] Jun, 2017
Sites activated per month
4
3 Mar, 2017

Sites activated: 2
Click the point for details

b

Feb, 2017 Mar, 2017 Apr, 2017 May, 2017 Jun, 2017

By default, the charts reflect results from all sites; however, if you wish to view only your own sites,

click the All Sites button next to the chart type to change it to My Sites . Clicking a

high point on the line graph or a bar in the bar graphs reveal the sites for the particular status.

Site Activation Status AlC] =8|

ﬂ Showing sites of Poland with the «Pending» status

Site Progress % Site Activation Date

Site Akshay Nerkar
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Double-clicking a site name will open the Edit investigative site popup to allow you to edit the

details of the site.

31.25. Dashlet - Documents Submission

The Documents Submission dashlet is visible in a room with shared workspace. It displays a bar graph
showing the number of documents submitted, rejected, and published to eTMF in a particular month.

Hover the mouse on a bar to view the total number of documents. Refer to the screenshot below:

Documents Submission A O] == [0 |{ ol ||
Feb, 2017 |1 1] Jul, 2017
Submitted Published Rejected
80
60
60
40
23
20
13
7 6 8
4 1 2 1 2 1
0
Feb, 2017 Mar, 2017 Apr, 2017 May, 2017 Jun, 2017 Jul, 2017
31.26. Dashlet - Recent Communication Logs

The Recent Communication Logs dashlet gives a list of all communications made during the site start-

up and activation stage.
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Recent Communication Logs A|Of—|[&

Contact Da... Communication Type Created By Description Next Conta...

L w2uLs Funy Criantauun Lty L-L/SHVEl Y Ul RS At LU La. "
27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Polly Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Polly Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Pally Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017 Polly Chakraborty E-Delivery of Reg. pack to t... ;
27 Jun 2017 Polly Chakraborty E-Delivery of Reg. pack to t...

27 Jun 2017  Regulatory Packet Delivery Polly Chakraborty E-Delivery of Reg. pack to t...

26 Jun 2017 Polly Chakraborty E-Delivery of Reg. pack to t... e
4= View all communication logs

Clicking the green arrow * will take you to the Start-Up/Communications module to view all the

communication logs.

31.27. Dashlet - Documents to be Signed

The Documents to be Signed dashlet gives a list of document pending for signature.

Documents to be Signed A|[Of—|[e
Double click a document to view and sign it
Title Signers
X 1N961_polly reviewed Polly Chakraborty

% [X] Other User doc

Go to the
document

Polly Chakraborty

Page 1of1 o Displaying documents 1 - 2 of 2

Hover the mouse over a document name for a green arrow to appear. Click the arrow to take you to

the Documents dashboard where you can view and sign it.

[4 2sk13s8

Go to the
document
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You can also double click the document to view and sign it in the View Document popup. Refer to the

screenshot below:

View Document

# Sign document

P2 4 ¥ 1 of4 Automatic Zoom #

1N 957 ... IN 978
SILICON PLANAR ZENER DIODES

Silicon Planar Zener Diodes

Standard Zener voltage tolerance is £20%. Add suffix *A™ for £10%
tolerance and suffix “B" for £5% tolerance. Other tolerance, non
standard and higher Zener voltages upon request. offma

imax. 0.520
1 =l

Glass case JEDEC DO-35

Dimensions in mm

Close

31.28. Dashlet - Cross Study Activity

The Cross Study Activity dashlet gives a report in the form of a pie chart of the following activities of
users across all the studies in the system:
1. Documents Review
2. Queries By Type
3. eTMF Completeness
Each activity is represented by a circle, the outermost circle representing Documents Review, the
middle circle representing the Queries By Type, and the innermost circle representing eTMF
Completeness. Each circle is further divided into partitions as follows:
1. The Documents Review is divided by Documents Status — Unclaimed, and Final.
2. The Queries By Type into its various types like missing pages and signature, blank pages, poor
scan, incorrect study, and other types.
3. The eTMF Completeness report by Collected, Missing, and Final documents.
Hovering the mouse over each partition changes the color of the partition to light green and displays

the number of documents in the white space in the center of the chart. Refer to the screenshot below:
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Cross Study Activity ¢ Ll

Documents Review

Queries By Type

eTMF Completeness

22754

Unclaimed

Data collected on 29 June 2017 03:41:40 MST

This dashlet gives a report of 22,754 documents unclaimed for review.

31.29. Dashlet - Milestone Type Report

The Milestone Type Report dashlet gives the percentage of missing/placeholder documents, or

collected documents for a particular milestone type associated with a site in the form of a bar graph.

Milestone Type Report 0E&EC0E

Documents: | Missing/Placeholders | [Milestone Type: v

Missing/Placeholders
amolITA
5 of 5(100.0%) 100.0%

amollTA -
Click the bar for details

site name

o 10 20 30 40 50 60 70 80 20 100

Click the site name or the bar to reveal the percentage of missing/placeholder, or collected document

types under each milestone for the selected milestone type.
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Milestone Type Report EEEEI Y

n Documents: | Missing/Placeholders |+ |Milestone Type: | 123 v

amollTA

Missing/Placeholders

test123
test 123

™5 of 5 (100.0%)
Click to display the documents

milestone

o
.
=
15}
=

30 40 50 60 70 80 0 100

Click the milestone bar to reveal the list of missing/placeholder required document types for the site

under a particular milestone. Click the inverted arrow with dots -] to add/edit a placeholder

directly from the dashlet for the particular selected site. Click the blue inverted arrow B 1o return

back to the original dashlet screen.

Milestone Type Report DEEO0E ‘

ﬂlMissing Documents:lamoIITA /test 123

€ Add Placeholder

Document type Milestone Name Date Cont3
) 01 Trial Management test 123 28 Apr 2017
@ Recruitment Plan test 123 28 Apr 2017 amol@test.com
) Recruitment Plan test 123 28 Apr 2017 amol@test.com
@) 02 Central Trial Docume... test 123 28 Apr 2017
) 03 Regulatory test 123 28 Apr 2017
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