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Chapter 1. Trial Interactive 10.1- Overview and Features
Hardware and Software Requirements

The following describes the hardware and software requirements to use the Trial

Interactive eTMF platform.

e Windows Version 7 or higher
e All currently supported Mac OSX releases
e iOS and Android for myTIl mobile app (see myTI release notes)

e Microsoft Edge: Version 20 or later (officially supported versions by
Microsoft only)
Google Chrome: Current release and earlier

e Mozilla Firefox: Current and ESR releases
Apple Safari: Current release and earlier

BT e Internet Explorer: Version 11 or later

NOTE: Microsoft® stopped supporting Internet Explorer™ 8 and Internet Explorer™ 9 in
January 2016 and will stop support for Internet Explorer™ 10 in January 2020. Beginning
with the release of Tl 10, we expect slight degraded performance with Internet Explorer™
11, and no longer support Internet Explorer™ 10. Users accessing Tl with this and older
browsers will see in some cases a degraded experience and may have trouble using

certain features.

e For Edit Online Support, Microsoft Office 2010 SP1 or higher is required

o Optional: Adobe Acrobat, Acrobat Standard, or Professional version 8 or

Client higher may be installed in addition to the included PDF Viewer.

e For SAS Datasets, SAS Viewer or compatible software must be installed.
The free version is available here:

Software

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

e DocuSign Standard and DocuSign 21 CFR Part 11 (Latest Cloud Versions)
Optional e Adobe Sign (Latest Adobe Document Cloud Version)

Add-Ons NOTE: The Snowbound Viewer is now deprecated in Tl 10. All features of Snowbound are

now available in the Tl Viewer.
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PLATFORM FEATURES

The improved version of Trial Interactive 10.1 comprises of following Platform features:

Multi-tenant SSO

jonsnow®ti.com

Enabling Trial Collaboration in the Cloud

www.trialinteractive.com

Introduced in 10.1is support for SAML Federated Single Sign-On for the Tl multi-tenant
platform. Now, all customer domains on multi-tenant can be configured with single sign-on

through their own Corporate Directory, as well as third party IAM providers.

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

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

where they will enter their password.

Please reach out to your Trial Interactive representative to discuss setting up SSO for your

organization.
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Three-Column Dashboard Layout

T T T
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Weicoma to Trial interactivel

(=) Q

Doc Man S0P thectronic Data Cape.

_—— Due enc27 December 2019 Due on:30 july 2018

03 Regutatory (.

0 for sponsors

sary expenses
g cperational

on  €TMF Health  Document

Trial Interactive 10.1 brings back the 2 and 3 columns look to the dashboards as well as the
single column tabbed view introduced in T1 10. This provides more flexibility, allowing

dashlets to be repositioned and configured to fit the needs of your team.

All standard TMF dashlets are available to show in different chart styles, such as donut,

horizontal and vertical bar chart layouts.

If project training is required for access it is clearly shown in an eLearning dashlet with

courses listed.

For Content Management customers, the in progress collaborative reviews are shown, as are
popular documents, favorites, approvals, and required signatures. Finally, administrators can
set the default dashlet layout for each major role directly from this page, defining it for all

users of the eTMF or room.

In order to enable the multiple column layout, press the Edit Dashboard button on the

dashboard and choose Setup Layout. This will enable you to choose the number of columns
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visible on the dashboard. This can be customized for each of the available dashboards within
TI.

Outlook Drag And Drop
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10.1 now supports Microsoft Outlook™ interoperability, fully supporting drag and drop of

documents and mail messages in Windows 10™. This provides the following:

e You can drag and drop email messages from MS Outlook into Tl and the email will
import along with all document attachments. Once in Tl, MSG files may be converted
to PDF.

e You can drag and drop individual document attachments from an email into Tl and the
documents will import.

e You can drag and drop a single document or email message onto a folder or
placeholder and it will auto-classify.

e You can drag and drop many documents or email messages into the import modal in
Tl and they will all load into the import box.

Certain browsers such as Mozilla Firefox™ require an Outlook plug-in to fully support this
feature. Chrome, Edge, and IE 11 do not require a plug-in. Links to download the required

plug-ins will be provided in the online help.
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Outlook File Drag
Drag and drop Outlook items as files into any application

Read This First!
Microsoft Edge (as of Windows 10 1709) and Google Chrome (as of version 76) natively

support drag and drop from Outlook on Windows. If you use one of these browsers, then this

plugin is not necessary.

Overview
Outlook File Drag is an add-in for Outlook 2013 and 2016 that allows you to drag and drop

Outlook items (messages, attachments, contacts, tasks, appointments, meetings, etc) to

applications that allow physical files to be dropped, such as web browsers.

How Does it Work?
When you try to drag and drop from Outlook, Outlook correctly identifies the format as

virtual files (CFSTR_FILEDESCRIPTORW) since the files do not exist directly on disk. Instead,

they are contained in a PST file, OST file, or on an Exchange server.

However, many applications do not support this format, such as web browsers and most

.NET/Java applications.

To work around this issue, Outlook File Drag hooks the Outlook drag and drop process and
adds support for physical files (CF_HDROP). When the receiving application asks for the
physical files, the files are saved to a temp folder and those filenames are returned to the
application. The application processes the files (such as uploading them). Outlook File Drag

deletes the temp files later in a cleanup process.

Features
¢ Works with Chrome, Firefox, Internet Explorer, Edge, and other applications that

accept files to be dropped
e Allows drag and drop into HTML5-based web applications
e Drag e-mails, attachments, contacts, calendar items, and more
e Drag multiple items at once

e Supports Unicode characters
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CROSS-ROOM DOCUMENT SHARING
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Content Management in life sciences is a very complex set of relationships that happen across
multiple repositories of content, owned by different business units. Clinical needs content
management and a TMF system that authors and captures content generated during the
planning and execution of a Clinical Trial. Other repositories exist that are owned by Quality,
Regulatory, R&D, Commercial, Training, Medical Writing, and many others. Finally, quite often,
Clinical needs to keep unblinded content in a separate repository as well as the ability to
access site documents from remote monitoring workspaces.

Each of these units broadly has its own workflows, approval cycles, and policies for the
management of content. They also have separate owners who want control of the content
management and metadata policies within. When it comes to a Clinical Trial, much of this
content is archived and ends up in the Trial Master File.

10.1 introduces the capability to share documents easily, in a controlled fashion, between Tl
repositories called Rooms. This sharing is configured by room and may be enabled to many
rooms, to allow for multiple content sharing scenarios, including: Sharing a single document
to many eTMFs, sharing from many sites to a single eTMF, and sharing from an eTMF to other
groups.

The 'chain of custody’ of these documents is very important to maintain. As approved
document versions are shared between rooms, the document source location and destination

are tracked and can be viewed. Metadata that is common between two rooms will be shared
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along with the content, and only users with permission may share content. However, users
may not share content to rooms to which they do not have access, like the eTMF for example,

to enforce a controlled document workflow between repositories.

Enabling Cross-Room Document Sharing
In order to enable cross-room document sharing, the rooms must be linked. The Settings

menu in Tl has a new section entitled Documents Distribution.

Clicking on the Linked Rooms sub-menu and pressing the Link Rooms button will bring up the
Link Rooms window. From there the user needs to drill down or search for the required room

and press Next and then Finish.

Link Rooms %[ Link Rooms X

Please set up linked rooms Please set up linked rooms
Step 1 of 2: Rooms Selection Step 2 of 2: Linking Set-Up

Search.. Q
v
Description:
& O Demo Room 10-1_OLD

& O PM Collaborate Room
(® eTMF

Destination module (O Study Stari-Up

& O PM Playground
& (O SWS Training Room 1
& [ Training Room 1

» il U sandboxes

» il O T Strategy

» i J 1110 Demo Rooms

» i U T110 Training Rooms

x> | Concet |

The Common Configuration sub-menu should then be opened, and the user can choose
whether or not to Enable Documents Distribution. Other options include whether shared
document should be sent to the receiving room’s QC Workflow or if they should be counted

as final once shared.

Enable documents distribution:
Document distribution mode: ® Sharing (Users with "Document Distribution” action can copy the documents and matching metadata to one or more rooms, and the users do not need to have access
to the target rooms)

Share/publish document O as fina
(®) to workflow (document will be added to all active workflows in destination room)
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ETMF FEATURES

The improved version of Trial Interactive 10.1 comprises of following eTMF features

Responsible Department Views

Michael Demo «
B eTMF / Documents Qsearch  OAdd~ A a
B Document » @ Manage Security 4 import~ ¥ Exporte @8 Ema - W Documents Cart
1-110f 11 (0 selected) c EIIEE Dscecacoumns @ Views~
= Manage Filters © Create New Filter
Submitted Name
E:] Test RM
B Reg_Submission_Redacted - Copy (5)
Q ment B Reg_Submission_Redacted - Copy (3)
@ Regulatory 5] CLIA - COPY
B Screen Shot 2017:07-10 at 2.38.16 PM
[E:] Other Approvals_eD12GyRn
I:] Test
B Anuj
03] test
2:] Site Initiation Visit Report

One of the business challenges with eTMF is the ability to ensure that documents are
submitted in a timely fashion as the trial progresses. To ensure that this happens, it is
important to know which person or department is responsible for authoring, collection, and

submission of each required document and placeholder.

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

partners.

10.1 introduces the definition of Responsible Parties and Owners to Trial Interactive. For each
Document Type, the responsible group or person may be defined. These definitions may be
set up using groups within the room for a flexible assignment of ownership. Once configured,
an eTMF Completeness View is now available that shows the required documents,

placeholders, collected, and final documents for each Responsible Department or Owner.
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Setting up Responsible Departments

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

represents the Responsible Department management area.

Clicking on this will open the Responsible Department management area.

Press the Add button in order to create a new department. The user could also pres
button

in order to make changes to a preexisting department.

Enter the Department Name.

Select the Members tab to add users to the department.

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

If there is no box next to the desired document type, this indicates that the document type

has already been assigned to another department.

Once all required members and document types have been assigned to the department,

press the Create button in order to create the department.
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Queries are a critical feature in Tl, and in 10.1, Queries will become much more flexible.
Currently, queries can only be used as part of eTMF Quality Control or Quality Review, but
10.1 changes all of that. Queries can now be opened regarding a document at any time for

purposes of clarification or to prompt for document replacement.
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A room Admin or Document Manager can raise and resolve a query against a Collected or
Final document through a simple right-click. This query may be sent to anyone in the room,
including Readers and Editor roles. Once raised, the queries may be viewed by status from an
All Queries view and are assigned by default to the submitter or the person who last

progressed the workflow.

The standard query workflow process is then followed, allowing the responder to clarify the
query, or respond with updated content. All back-and-forth is captured in the document audit
trail as normal. Documents may be emailed in or attached directly to the query response from

within Trial Interactive.

Users can see what queries are assigned to them just like they would their tasks, through a
notification in the user menu, the query view, or the corresponding dashlet. They may be
reminded about their queries through a message or newsletter. Documents with open
queries will show with anicon in the index and working views, and queries may be filtered by
site, country, issue type, and other configurable filters. Open queries against collected and
final documents also show in the ‘My Queries’ and ‘Queries by Status’ dashboards alongside

standard workflow and audit queries.
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In T1 10, the Working Documents view was introduced to provide a simpler, more
comprehensive index for eTMF Completeness, showing not just final documents, but also

collected documents, placeholders, and required documents within a standard eTMF index
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structure. This view also introduced the Staging Area, a separate panel that shows documents

waiting to be classified via the eTMF workflow.

TI110.1 introduces a simpler way to preview these documents. Selecting a document in the
Staging Area and double-clicking will open the document in a preview modal window
alongside its metadata. Then the document can be dragged and dropped directly into the
eTMF index, into a folder or onto a Placeholder, and have Trial Interactive intelligently prompt

you for the correct Document Type and other classification metadata.

QUALITY REVIEW COMMENTS

Improvements were made to simplify the display of Audit Comments and Audit Responses
during a Quality Review by adding comments and response comments to the quality review

export.

The process here hasn’t changed. The export is still performed in the same way but now the
Audit Comments and Audit Response Comments are available for export along with the usual

audit data.
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Auto-classification of eTMF documents is consistently accurate when enough document

identification data has been collected and the machine learning model has been trained by
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the clinical team. This functionality was introduced with TI10.

In T110.1 the ability to recognize documents by identifying the document type and then
extracting the metadata embedded within the document has been improved. This capability
will identify investigator names, relevant dates, etc. and then prompt the user to verify and
correct the additional pre-filled information. This capability also correctly identifies the

Document Type most of the time, when properly trained.

Trial Interactive has been trained on a set of common eTMF document formats with a focus
on 12 primary Document Types out of 32 structured essential document formats. Non-
standard formats or customer-specific formats must be trained individually for best results.
The key takeaway here is the the system will need to adequately trained to recognize

documents that are new or customized for your organization or study.

IMPROVED METADATA SEARCH

In 10.1, additional items may be searched that go beyond documents, including queries, tasks,

and users. These may be selected using a simple dropdown next to the search box.

A more advanced metadata search is also available that provides the ability to search on key
fields that are most common. Rooms may still be configured to limit the global search to just
a few metadata fields. This improvement provides more fine- grained control to a user. For
Example, a user may search against all 1572 forms in a specific Country containing a specific
piece of text. Other available search fields may include:

e Document ID

e Name

e Title / Submitted Name

e Submitted Date

e Investigative Site

e Country

e Within the text of the document

e Any other metadata field needed, configured in the search panel by each user.

In order to perform an Advanced search, the user would open the regular search function and

press the Advanced button at the right of the search field.
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Search

Documents « ¥ Advanced

Limit search to the current room

Search x
Advanced Search - Documents m

=] Responsible Department v Your recent searches
Current Workflow Stage is "QC 1"

a Current Workflow Stage
Document Status is "Final" and Document Type is "0S Site

a Document Id Management\05.02 Site Set-up\05.02.04 Principal
Investigator Curriculum Vitae\PICV"

E Document Date ke Current Workflow Stage is "Final'

e Generated Name Document Status is "Final'

=] Document Status - Responsible Department is "Training"

a *

Document Type
Add more fields
nclude Document Content
Find these words in the documents context
ThAC &
In the Advanced Search window, the user can then refine their search by adding specific
metadata fields.
Potential Duplicates x

* Go to document e Open in new window & Download all selected

2] Mark as duplicate & Mark as non-duplicate I

3 s & . L
Test Communication s C % = | QO\EI‘H’ @ "§° S L }{ > seacntex.
}] RelevantComms_18May2020 Date Sont: 18 M3y 2020 164248 £5T X - Date Sent. 18 May 2020 144248 £57 -

RelevantComms_18May.

When you get this, would you please Reply All and let me know if you were able to access the document? \When you get this, would you please Reply All and let me know if you were able 1o access the document?
RelevantComms_18May. 0

Thank you! Thank you!
RelevantComms_18May2020
Stave Steve
R 1. EDA1572 montana
»ow
—

Metadata Relation

Test Communication RelevantComms_18May2020
Passible Duplicate Possible Duplicate

File Name File Name

Testing this Function.pdf RelevantComms_18May2020.pdf (1]
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TNO introduces more flexibility around duplicate checks, improving the process in the
following ways:
¢ Documents are now flagged as a possible duplicate if they are identical in every
way to a document that already exists in the eTMF room (they have the same hash
value which means the content is identical).
¢ Documents are now flagged as a possible duplicate if there is a document with an
identical Generated Name at any step in the QC workflow process.
e These flagged documents can be identified through an icon. Once they are
claimed, the user will be prompted to compare them. Note that the user may opt
to ignore the flag, for example, if the document is known to be a duplicated site

document.

Enabling Detection of Potential Duplicates

In order to enable detection of potential duplicates, an Administrator level user will need to
go to the Settings menu and go to the Documents Module area of the Documents sub-menu.

From here, the user can check the box labeled “Find document duplicates by hash.”

~ W Documents attachments)
B Document Replacement Reasons Type of Document Link
E cTMF Health (O Link to Document

R . (®) Link to Document with Metadata

L L IAFE D FLF DO STl EALE Use document upload date as the document date for bulk upload and Inbox

B Document Certification Use separator sheet for multiple documents print

» % Document Types Enable View by Tag for Documents

Enable coding on Mass Import window as default option
4 Required Documents 0 _ . .

Find document duplicates by hash
p Y

Once this setting is enabled, the room will be able to detect potential duplicates by hash

value.
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Reviewing Potential Duplicates

When a potential duplicate is detected, it will be indicated by a gray, Potential Duplicate icon.
Clicking on that icon will open the window shown at the beginning of this section wherein the

user can compare potential duplicate documents and indicate whether or not they are

duplicates.
] 907410
A 7 964578
A 7y 969017
] 1009172
] 1015491

Documents which have been marked as duplicates will be indicated by a red version of the

potential duplicate icon.

CERTIFIED COPY

W Window ¥ Versions % Add to Favorites ® My Comment ® True Copy Certificate «" Expand

~ §l Metadata Queries History
FDA Form 1572

True Copy Certificate
| Document Metadata

Title *
FDA Form 1572

Document Name

Disable suto Document Name

Document Name fast updated by

Reason for not using auto Docum

Document Date
20 May 2020

Expiration Date

Comments

o ([EZERN
4 Previous Document 14 | of 18|
@ « I
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For situations where the original paper copy of a document may be destroyed or unavailable,
TI110.1 introduces the capability to ensure a certified copy workflow from eTMF, Collaborate,
Remote Monitoring, and other room types in TI. With this feature:

e You can upload a document in a room that has enabled certified copy, and you
can verify the document uploaded and review copy certification text before
providing credentials to certify the document.

e You can review a certified document and view the details related to that
certification.

e If you edit a certified document, the document will no longer be a certified copy.

e The text used as the certification criteria is configurable by room, as well as the
ability to define a default reason.

e This feature also works in the myTIl mobile app.

Enabling Certified Copy

In order to enable detection of potential duplicates, an Administrator level user will need to
go to the Settings menu and go to the Documents Module area of the Document Certification

sub-menu.

From here, the user can check the box labeled “Enable Certification.”

; * | ] Enable Certification
+ B Documents

Cerified COpY reason: Contents Verified
B Documents Module '

B Document Replacement Reasons
E eTMF Health
B Index Qutline

B Non-PDF to PDF Document Conve

B Document Certification
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Marking a Document as Certified

Once the document has been uploaded, proceed to the Documents Module or Documents
Library module and choose the Submission view under the My List column. Choose the
document from the grid and open the Document Menu by clicking on the gearwheel icon or

by right-clicking on the line item in the Grid.

i Document - @ Manage Security & Move to Study Start-Up A Import = ¥ Export = =& Email (=
1-140of 140 (1 selected) e v
Index Generated Name

L]
B My Submission 140 = . * h & gg0_kouz FDA157...
[T Copy Link

% Delate wantComms_06...

3 & view document security wantComms_18...
n # Certify Document

TrialTeamCV_Bi...

[ r_.:o % Replace Attachment / URL ter RecruitPlan....
S, ¥ Add to Cart ter_RecruitPlan_...

W Add fo Favorites

Choose Certify Document from the menu that opens. This will open the Certify Document

window.
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Certify Document x

PLEASE CONFIRM THAT YOU'VE VERIFIED ALL OF THE ITEMS

+ | confirm the image(s) are an exact copy of the original document

Prior to scanning | removed all wallets/staples/binding/paperclips

All pages were scanned and are present in the correct sequence and orientation

No headers, footers, or corners of the pages and document are cut off

Nothing in blocking document content, such as bent corners

The scanned pages are clear and the content, signature(s) and all text is legible

The scanned copies reflect all and any attributes of the paper document that are in color which
are critical to the interpretation of the content in the document

No content from the original document was removed such as the fax header information

The user will need to read and agree to the conditions shown. If the document meets all of
the displayed criteria, they can press the Finish button. The user will be required to confirm

their identity by entering their Username and Password.

Once this is done, the document will be given the status of Certified. This is indicated in the

Grid by a green dot next to the file-type icon.

O Ny 05 Site Managemen...
09 Third parties \09...
) 09 Third parties \09...

01 Trial Manageme...

e
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SCANNING AUTOMATION

Trial Interactive has always been about reducing, removing, and simplifying the need for
paper documentation. Both CROs and Sponsors still often need to collect paper from

investigative sites, and still need a built-in process for managing paper records.

With 10.1, Trial Interactive will make available our production scanning processing system.
This system provides, through a simple QR code-based metadata solution, a way to quickly
scan boxes of paper to be classified immediately and automatically into a Trial Interactive
eTMF room. Metadata may be filled-out either at the point of scan or within the Tl staging

area, depending on your process, and where the classification is most easily done.

Please reach out to your Trial Interactive Representative for a demonstration and additional
information about this feature.
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STUDY START UP FEATURES

The improved version of Trial Interactive 10.1 comprises of following features:

Ability to mark sites as Closed

™ Training Team eTMF Room -
Start-Up / Sites

Site Activation Hagrid's Animal Hospital Essential Documents All Documents
By Status Y o Required fields are marked with an asterisk (*)
M Institution Name:* Hagrid's Animal Hospital
il Active [7] CRA: » Editor 105
@ Non Participating [1] Start-Up Specialist: » Admin 102
S
& Pending [11] Contacts

© Create @ Add existing

U Last Name « First Name
X Ollivander Edward
v| Address
v| More...
Edit Hlstor} Profile created b'-r' Editor 104

Last updated by Admin 103 o

@ Close Site | M Save € Cancel

B Grid M <€ |ste2/7] > M
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As a Clinical Trial is completing, the investigative Sites must ultimately be closed. While not
typically part of Study Start-Up, this process is very much a part of the Clinical Trial lifecycle.
With Trial Interactive 10.1 the system shall have the ability to mark Sites as closed once the
trials are completed for the Sites. Once closed, these Sites will be moved to a separate folder
for closed sites. Advanced Validation for metadata fields is still available when Sites are

marked as Closed.

Sites marked as Closed will still appear on eTMF completeness reports but documents from
these sites will not be shown on expired/expiring documents reports or dashlets.

Additionally, new amendments will not be applied to Closed sites.

Marking a Site as Closed

If Study Start Up has been enabled in a room, any changes to a site’s status must be made
from the Study Start Up module. To do so, simply navigate to SSU in the Navigation Grid and

open the Sites area. (See the screen shot above)

Select a site from the list of Active sites and double-click or select the site and click Edit in
the menu-ribbon above the grid. This will open the site profile. As seen in the screen shot
above, a user with sufficient privileges to edit the site (Editor or Admin) will be able to mark

the site as closed.
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Support for Multiple Translations and Multiple IRB/EC Approvals
Required Documents x
Documents to be submitted by selected investigative site
Search Q
¥ & All Document Types
- & Site
~ % (0 01 Trial Management
~ % (J 01.01 Trial Oversight
+ % [J 01.01.06 Recruitment Plan
A [ Recruitment Plan
» % 0O 01.01.11 Debarment Statement

b % O 01.01.14 Audit Certificate

Required For: To be submitted by:
[ site Activation v
O eT™F
Languages:
"
[J English
[J Hinai

Quite often, the same Document Type requires a translated version, for example, a regulatory
authority may require the document in French, German, and English. Additionally, there may
be multiple IRB/ECs required in the regulatory approval workflow, and so the same

Document Type may need to be recorded for each of these separate organizations.

For this reason, in SSU 10.1 a document type may now be set up as required document
multiple times. They can now be set up as required documents more than once based on:
e Language
e IRB/EC

This improves support for European agencies, as well as supporting the process where more

than one Ethics Committee may be required for a specific Country or Site’s activation.

In order to perform this task, follow the standard procedure for designating a document as
required. Simply select multiple languages from the drop down menu in the Required

Documents window where possible.
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Advanced Validation

When a site is created the Sponsor/CRO may have only limited information about the site,
and often cannot complete all the required fields. However, the Sponsor/CRO will ultimately

gather more information that must be included before the Site can be marked Active.

With SSU in 10.1, Sites can now be configured to require a set of fields to be filled out with
initial site creation and require additional fields that must be filled out before the site can be
marked Active. This allows a simplified creation process, and at the same time ensures that all

required information is collected prior to the Investigative Site going live.

To set this up, an Administrator level user will need to go to the Settings menu and to the

Forms Settings area of that menu.

From there, the user will need to select Investigative Site Profile from the drop-down menu
above the Grid. It is likely that nothing will appear. If desired the user can click the option for

System Fields above the Grid to display all fields.

™ Training Team eTMF Room ~

A
: S t Add ~ Q v
Settings Qsearch © A Admin 103

Search Q| [*] | W About [ Metadata Fields
} & General Investigative Site Profile v| ©@Add # Edit © Delete FIChange Log i= System Fields [eISVIIFEREY | Al Columns | Status i3
» &2 Miestones T
Field Title Searches Coding Grid Mass Coding Readonly Required
& Inbox
Status a [ ] [ ] [ ]
& Outbox
Regulatory Approval Status O O O
» & Documents Distribution
Site Status O
eFeasibility Status O O O a
» & General Integration
Site Status Change Date O O O Od O O

» B Documents

The user should select Advanced Validation. This will open the Edit Advanced Fields
Validation window.

Pressing Add will begin the process of creating an advanced validation requirement.

Select the field (in this case, “Status”) and the value (“Active”).

Choose which metadata fields should be required upon site activation by clicking the
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appropriate checkboxes. Then, press the Actions button and select “Make Required.”

Edit Advanced Fields validation X
Advanced Fields Validations Validation Criteria
© Delete 4+ ¥ |when [Status v | Equals |Active v
Criteria Condition Apply actions to fields listed below
IMake Required- Actions

On Off

Closed Site
Disable auto Site name
eFeasibility Status

Effective Closure Date

Expected Submission Date

a

Fax

a

IRB/EC Approval Date

a

IRB/EC Name

a

IRB/EC Submit Date

Press Save to close the window.

**The user will also have to press the Save button at the bottom-left of the Forms Settings

window in order to keep the changes.**
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# Anuf's Test Room « B
= eTh)AF / Documents Qsearch OAdd~ &
B Document~> @ Managesecy All History X % MCompare Y Documents Cart0
po 0 e~
z Al . Al = ata Queries History
v & Index 100
BOEF 1
lization Activity Type
» 8 03 Country Management 1
S = O New File: TransPerfect Trial Interactive v Al v
05 Site Management
¥ & *Upload 7
O update security: TransPerfect Trial Interactive
M oy Smith 2 twe File: TransPerfect Trial Interactive
O Create document: TransPerfect Trial Interactive Loty
sdate security: TransPerfect Trial Interactive
14 Oct 2019, 10:54 AM
‘eate document: TransPerfect Trial Interactive
14 Oct 2019, 10:54 AM
View all History
m This record is not editable

During the course of Study Startup, Documents must go through a standard process before
they are considered approved. With SSU 10.1, Users now have the ability to view the complete
history of the documents in SSU. This includes:

e Submitted By

¢ Submitted Date

e Start-up Specialist Approver

e Start-up Specialist Approval Date

* Regulatory Approval Date

* Regulatory Reviewer
This information will be accessible at the bottom of the metadata pane when a document has
been highlighted in the Grid. Simply click the View all History button to see the expanded
history.
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Content Management Features
Trial Interactive 10.1 comprises of following Content Management features:

ROLE-BASED CONTENT VIEWS

A Import ¥ Export ¥ = Email & Print

-l 1-6 0 6 (0 selected) z

= Manage Filters © Create New Filter

Title Effective Version Document Qwner
& Department3 SOP 002 - Create Cli.. 3.0 -
SOP 200 - Access Reguest 20 Ned Stark
Allergy Clinical SOP 1 2.0 e
Allergy Clinical SOP 2 2.0 Ned Stark
ATL SOP CAW test 3 20 Ned Stark
bs 15 | ) SOP 003182020 20 Ned Stark

When Editors are looking for documents, they likely want to see the latest, most current, draft
version so that they know what’s in progress, what needs to be reviewed, and what is

currently approved and effective.

Conversely, when Readers are looking at documents, they will see the current, effective
version. In 10.1, the TI CMS will provide users with the most logical views for each role,

showing Readers the effective version, and Editors the current version.
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SIMPLIFIED WORKFLOW START

e —

1-60f6( Re » = < Expand

365

” :
‘ Study Start Up

Cancel

No longer will a document need to go through a round of editing prior to being able to start a
workflow. With CMS 10.1, upon upload, the user will be able to set a document as ready for
workflow and the workflow can be initiated right after saving. Immediate approvals and E-

signatures can be obtained.

FLEXIBLE CONTROLLED DOCUMENT STATES
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Metadata Versions History

SOP- Create new study

Document Owner

| Clinical Operations *

For Controlled Documents, there may be a need to make a document Effective immediately

or make a document Effective with or without a Periodic Review Period. With 10.1, Document

managers will be able to control what does or does not apply

to a document providing the ability to meet the business requirements of the document with

ease. Document owners will be able to:
¢« Control the duration of a document’'s Effective Period and Periodic Review Period; and

* Set a document to be Effective immediately after approval with or without a Periodic

Review Period.
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IMPROVED WORKSPACE NAVIGATION

Training Team Collaborate Room -
Collaborative Workspace / Documents Library

I Document = & Manage Security 4 Import =  Export = Email & Print
| 1 -7 of 7(0 selected) Z Y Filters
- . W
=~ Document Id Title Working V...
v B Index | [ 1124943 Acknowledgemen... 1.1
v I Training 9 A 1124944 IRB Approval Letter 1.3
B & 1172886 Version Demo 2.0

Hgsas pemoforeia 20

b @@ internal 13

3 1215032 FilenoteMasterLis... 2.0
B SC Folder 3
1275754 Standard Template 2.0
B QA Awesomeness 1
1381920 Test for Ashley 1.0

b BB *Upload 11

» BB *Share 2

Now users can easily navigate between the Document Repository and Collaborative

workspace or Document Lifecycle for a single document.

Within the Document Repository, users can click on the collaborative icon to take them to

that document in the Collaborative workspace.

Users can click on the Workflow icon to go directly to the document and its status in the

Document Lifecycle.

Within the Collaborative workspace click on the paper airplane icon on the document row to

send the document immediately to a workflow review.
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COLLABORATE WITHIN A CONTROLLED DOCUMENT WORKFLOW

Seject Workriows X search ©AOd™ AW w Carn)
»imt ) ) t orkfl h modified es configuration » Documents Cart0 -
1+ 7" Expand
Piea elect rover ould revie I ocyment
Metadata Versions Mistory
L] b B WE with Clar 4 Name Email
> B & Carrie johnson i SOP Study Start Up Access Managemy|
» BB CCWF NO eSign st age 15 this a TMF document?
v & Controlled Document:
[ Revewstage 1 | S
B Approval stage 1
Document Metadata
B esgnature
Title *
SOP Study Start Up Access Managem
I Decument Name
Disable auto Document Name
Document Name last updated by
Reason for not using auto Document N
Cancel g"f".l..n“ nt(s) to V ’:\’!
conce
| Grdview | Document View | M dPrevious |t loft Nextd M 4 Previous Document !

In CMS 10.1, Document Owners have more workflow choices for their Controlled document.
Workflows can be created for business needs providing review steps that allow a document
edit, approval steps which will provide an approval event in the document history as well as

an E-Signature step to obtain signatures on the document.

Creating and initiating a workflow are covered more in-depth later in this document.
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VERSION LABELS

Periodic Review not Required
Language -

Tags

Document Life Cycle
Status

Effective Version

Starting Version | 3.0

1)

Is document ready for Approval Workflow? -

Yes Mo

Upon document upload, users will be able to set the initial version in Trial Interactive allowing
the document in Trial Interactive to be able to inherit previously defined versions. Trial
Interactive will allow for the initial version of a draft document to be set as 0.1. The control of
the document version labels will allow organizations to easily follow their own procedure for

document management.
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ADDITIONAL DESIGNATION FOR TI E-SIGN

Send for E-Signature

E-Signature Type  (® Paralle Seria

Name Signer Role Title

Admin 103 Training hd Trainer
Name Title
Admin 101 QA - Director
companyadmin2@ti.com
O Reader 100 Management > |ceo
testeditor0418@ti.com

Editor 100

Eddie 101

Admin 102

Reader 101

Reader 102

Roles can be defined and leveraged during the E-Signature step. The standard definitions will
create consistency across all signatures. During the creation of the E-Signature request, each
signer can be associated with a role for the document. This allows not only the user’s title,
and reason for the signature to be displayed as part of the E-Signature record but the role of
the person in the lifecycle of the document. Title and Role inclusion in the E-signature step
provide a high level of visibility and clarity for each signer of a controlled document.

Roles can be enabled and defined from the E-Signature area of the Settings Menu as shown in

the screen shot below.
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Training Team Collaborate Room

Settings
Search Q| (| | B About B Signer Roles
} & General Integration - Enable Role for Tl signature
» B Documents © Add
Role ~ Description
» % Document Types
Management This signer is from Management
» B Required Documents
QA This signer is from QA
» @ Countries
Training This signer is from Training

-

B investigative Sites

@© IRBEC

-

= Email

= Document Templates

-

B Audit

# Workflows

-

-

W Periodic Review
» W security

~ 7 E-Signature

& Vendors

B Signer Roles

B Reasons

B Purpose of the signature

COLLABORATE WITH OUTSIDE USERS

Wt Repasitany . 1-6of6 (1 selected) Check Out w2l O @M N
poy Folders

o e

tepasitary au

deas 7 (E:] ® | uil ame =
- ! S ey

et 13 (E:] & ] Ned Sark Aryn Scark =

o =

etk 21 B 1 .
- I o ey

mrucoens 4 Admin 1

L carjohnsonBtransperfectcom

ices 1

= Jon Stark

This improvement will allow document collaboration to occur with room participants that

may not have direct access to the document in the document repository.

Documents can be managed in a folder by one set of users and then, as needed for
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collaborative review, new users can be invited and their edits limited to only within the

collaborative review.

This provides an easy way to gain input from subject matter experts, outside organizations, or
other departments in a controlled timeframe without leaving the document open and editable

for all the editors at all times.
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CANCEL CHECK-OUT
I ] Title l'

Check In x

i
®

What kind of version would you like to check in?

(®) Minor o Changes

=

<]
HERE B B O

»

=)

&

~

This improvement will allow room administrators in a Content Management room to check
back in a document checked out by another user. In cases where a user may unexpectedly be
unavailable or unresponsive a room admin can free up the document locked by a

collaborative edit or an individual edit.

SITE USER RESTRICTIONS

& Move to Study Start-Up 4 Import = & Export = & Email = Pring [0 Compare ® Documents Cart |
I 1-8of 81 selected) ™ ¥ filrare M Selart Calirmns o Nefalt View = " Expand
Select Investigative Site x | Metadata History

Cire Subject Participation

Reason for not using auto Doy
2 Sites 1 Selected

L] Sie # Pringipal estigal Mame Count ame
Comments
First Name ast name Document Date
Ben Tsa btsaimd@edilink 2643 Principal Ifvestigator
Category *
Investigative Site
P 1 | o1 > rvestigative site

Document Type

‘ e =
“ Doourment View M A4 Previous 1 |of1 Nexthk MW A Previous Dogument
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This improvement will restrict users assigned to sites to only see their assigned sites in the
Investigator site list when adding documents or updating document metadata. This provides
an additional security measure eliminating other site names or numbers from site-specific

users.

REPORTING FEATURES
Improved Tl Standard and Ad hoc Reports

In T110.1, all Tl users will now have access to OOTB standard reports using Jasper Reports
solution. Tl Reports will no longer support reporting solutions based on legacy Izenda
Reports. Additionally, ad-hoc reports would be enabled by default for all users with access to
the Tl Reports module.
The following reports have been added in 10.1:

e SSU Document History Report - This new report provides a complete history from the

time the document is uploaded in TI SSU module through various approval stages.

¢ Document Placeholder Report - This new report provides the complete history of any

placeholders created, modified, or deleted in the Tl system.

e Quality Review Report - This new report displays the history documents (passed and

failed) through the Quality Review module in TI.

e |nventory and Completeness Report - Site - The new report shall display the inventory
and completeness of all documents (essential documents, non-essential documents,
and placeholders) for Site category. The report shall also provide the Zone, Section

and Artifact details related to each document type.

e |Inventory and Completeness Report - Country - The new report shall display the
inventory and completeness of all documents (essential documents, non-essential
documents, and placeholders) for Country category. The report shall also provide the

Zone, Section and Artifact details related to each document type.

¢ Inventory and Completeness Report - Trial - The new report shall display the inventory
and completeness of all documents (essential documents, non-essential documents,

and placeholders) for Trial category. The report shall also provide the Zone, Section
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and Artifact details related to each document type.

e Inventory Report - Staging and Upload - The new report shall display the inventory all
documents for all categories that are available in the staging and inbox folder. This
report will help take inventory of documents which are available in the system but

have not been coded yet.

Chapter 2. Signing into Trial Interactive

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

10.1.

¢ System Requirements

¢ Receiving and responding to Room Invitation
¢ User Registration

* Multifactor Authentication

¢ Logging in on Subsequent Visits

¢ Requesting a Password Reset during Login

¢ Logging in without access to rooms

Receiving and Responding to 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.

Figure 1: Room Invitation Email

CNS102915 TMF Invitation Inbox

[ ]}
=

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

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

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

- Google Chrome, Microsoft Intemet Explorer, OR Mezilla Firefox

- Adobe 7.0 and above

- Software for any additional file types hosted

Follow the link below to register if it's your first time on Trial Interactive, or simply join the site as a retuming member. Please do ot hesitate to contact our 24/7 helpdesk at incsandbox@tialinteractive.com should you require any
assistance.

Please do not reply to this email
Please follow the link below to register.

Registration link

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

Click the Registration link near the bottom of the message, and you
are directed to the Trial Interactive user account registration page.
Follow on to the User Registration page (page 36) for the complete
process.
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User Registration

!J Important:

1. You register to the application only once as a first-time user when you are invited to a room
(page 36) through an email.

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

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

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

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

Step 1: Registration - Required Information

Registration

Required information

Your user account gives you to invintation-only rooms

hosted on Trial Interactive

Jumpfox3

Please select the secret question and answer for your
password recovery

Question 1

Question

swer

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

2. Type in your first name, your last name, and your email address as requested on the page in the
appropriate fields.
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3. Create your secure password and confirm the password by re-typing it in the Confirm password
field.
@ Note: Hover the mouse over the Password field to see the tooltip on password
requirements.
4, Select your password recovery question from the dropdown list.
5. Type in your answer in the Answer field and click Next to take you to Step 2.

Step 2: Registration - Optional Information

On this page enter your contact address, phone number, and other details as required and
click Next to take you to Step 3 or Previous to take you to Step 1if you want to change some

information.

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

logged in.

Step 3: Registration - Custom Information

Enter your contact email ids. You may want to click Previous to go back and verify the

information entered or click Register to be taken to a confirmation page.

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

Signing in on Subsequent Visits
To log in to Trial Interactive

Using your preferred internet browser, navigate to http://www.trialinteractive.com
Click the Client Login button located at the top right corner of the page.
The Trial Interactive Login page with links to a suite of e-clinical solutions
offered by TransPerfect Life Sciences appears. Click the links to delve
further into the solutions provided by TransPerfect Life Sciences or log in.
4. Enter the Username and Password. The Username is the full email address
that was submitted by the client-appointed Administrator.
5. Click Login.

If you are logging in the first time, the Trial Interactive Homepage (page 40) 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 subsequent login.

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

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

Password Reset

We" |l email you a link to a page where you can easily
create a new password.

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

Email

|
! \

perform the Password Reset operations without any outside help.

Enter your email address in the field provided.

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

You will receive an email with the Reset Password link.

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

Respond to the security questions and click Next.

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

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

N o Gk wDN R

Signing 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 has expired or revoked.

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

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



Editor User Guide v10.1 VeErsen |
Page 50 of 380

T R | A L
MGl NTERACTIVE

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

Click the Sign Out button to redirect to the standard login page.

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

Chapter 3. The Trial Interactive Home Page

This section helps you access rooms as well as Overview and Detailed summary of rooms.

After signing in to Trial Interactive, you are landed on the Trial Interactive Home Page as

shown in the screenshot below:

Trial Interactive « 2 e
Home Q s A @ ya Stark

H ( S

=

All7  Favorite0 Recentd eTMF2  Study Start-Up 1 Collaborate2  TIDocs3

2 Last Visit Date Room Name Created Date Total Document Expired Document

Sort pescending ¥ - Detailed View
Training Room 1 @s8cC e & 10 Pending Skes 87 . B 598 Documents ©add~
Ti Docs Master ALPHA 7 Docum Qadd~
Ti Docs [ 396 Tots! Documents © add ~
Michael Demo © 8 Countries & 8 PendingStes 3 3 AcoveStes [l 901 Towsl Documents () Add ~

Click the required Room Name to enter a room.
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e Trial Interactive « AT Sl
- H;m{e Q Search A @ Arya Stark
[ sese 2)
=

All7  Favorite0 Recentd eTMF2  StudyStart-Up1 Collaborate2 TIDocs3

Last Visit Date Room Name Created Date Total Documents Expired Documents Expining Documents Open Queries
Jraining Room 1 @ 8 Countries & 10 PendingSkes (3 7 AcweSces [l 598 Total Documenss ) Add ~

Ti Docs Master ALPHA B 74 Towl Documents Q) Add +

Tl Docs [ 396 Towl Documents ) Add »

Michael Demo © 8 Countries & 8 PendingStes 3 3 AcoveStes [l 901 Towsl Documents () Add ~

@ Note: Once inside a room, you can reach this page from the Main Navigation (page

53) by clicking the Navigation Grid icon. Refer to the screenshot below:

Training Room 1 ~
Start-Up / Dashboard

A B | S

QC Review Communication

lo”

CRA . ]
Reconciliation Quality Review

=
Users .
Management Settings
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You can do the following from the Trial Interactive 10.1 Home Page:

View Rooms

Search for Studies, Sponsors, and Sites across all rooms
Cross Study Document Search

Get a Summarized Overview of rooms

Get a Detailed View of rooms

Upload Documents to a Room

Add Users to a Room

Filter and Sort Rooms

View and Mark favorite rooms

© © N~ wWwDhPR

All the above are accessible from the left panel of this help.

Room View
Tl Home page provides you with the different views through which you can filter rooms.

Filter categories are placed in the left pane. If it is closed then click on Open like shown in

below screenshot to openit.

ana Trial Interactive «
Home
View by Category -
| Search for Room ...
View Rooms By *x
All7  Favorite0 Recent5 eTMF2  Stud
Category
Status Last Visit Date Room Name Created Date
Open Queries
Room Type
Sort  Descending
Sponsor
Product Training Room 1 @8
Frogram TI Docs Master ALPHA
448
Country
Michael Demo @

118

Make default Aa Tl Docs Sandbox
419
Tl Docs

335
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Viewing Room Details

You can also view the details of the room and the related information by
clicking the 'Overview' or 'Detailed View' to the extreme right of the

All7  Favorite0 Recent5 eTMF2  StudyStart-Up1  Collaborate2  TlDocs3

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

Open Queries

Sort Descending ¥ Detailed View

b

Tﬁalnlng Room 1 Q@ 8 Countries ita 10 Pending Sites £ 7 Active Sites I 615 Total Documents o Add =

TerOCS Master ALPHA I 71 Total Documents o Add ~

Michael Demo @ 8 Countries i 7 Pending Sites £ 4 Active Sites I 847 Total Documents o Add ~

Ag Tl Docs Sandbox B 16 Towal Documents @) Add ~

T'»DOCS [ 398 Tortal Documents © Add ~

home page. Refer to the screenshot below:
Besides TI Home Page, the Room Details can also be viewed from the User Menu (page 56)

after entering a room.

B Note: This panel of Room Details is static and can be viewed irrespective of the view selected of the rooms.

Room Search and Accessing a Trial Interactive Room

Room Search

Trial Interactive allows you to search for rooms easily in
cases you have access to hundreds of rooms. To perform
a room search:;

1. Enter the required room name in the Search box at the top of the page and press Enter on your
keyboard.
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2. Rooms matching the search criteria are displayed in the panel below the
filters, else a message No rooms found is displayed. Refer to the

Training --— X

All1 Favorite0 Recent1 eTMF1  Study Start-Up 1

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

@ Countries ita 10 Pending Sites

Training Room 1

B 7 ActiveSites [ 615 Total Documents ) Add ~

screenshot below:

Accessing a Trial Interactive Room

Click on the required room name in the panel to enter the room. Refer to the screenshot

below:
Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents
Open Queries
S0t Descending v Overview Detailed View

Tralnlng Room 1 @ 8 Countries i%a 10 Pending Sites B 7 Active Sites I 615 Total Documents 0 Add -

Cross Study Document Search

Documents Search

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

1. From the Home Page, or from within a room as appropriate, click the Search
icon located at the top right corner of the screen.

2. The Search window appears, which consists of the following sections:
a. The Search textbox.
b. The Documents, Queries, and Users radio buttons (these are available only
when a search is being performed from within a room)
¢. The Limit search to the current room checkbox.

3. Select the Documents radio button. The documents grid appears below.
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Search x
1572 X
Queries Users [+ Limit search to the current room
4 Import ~ ¥ Export & Email = Print ] 3 ™ Documents Cart0 ~ P Layout ¥
1-50 of 875 (0 selected) £ Yrilters @0 Select Columns @ Views ¥ <" Expand
Submitted Name
e <> 1572
e > Acknowledgement IB Signature Page_pdf-r
= 29 > Certificate of Liability Insurance_pdf-r
BL Certification _ Accrediation
e > Clinical Protocol Synopsis
w2 > Confidentiality Agreement_pdf-r
= > Contact Details_List_pdf-r
> CTA 7

Document View ] M 4Pre 1 |of18 Nexth M 4 C Next Document b

You can perform the following action from the Search Window:

Code the document

Import and Export the document
Email document

Compare documents

Eal A

Tl Home Page Filters

TI Home Page provides a variety of filters through which you can filter the rooms. Refer to

the screenshot below:

All7  Favorite0 Recent5 eTMF2  StudyStart-Up1  Collaborate2  TlDocs3

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

Open Queries

5ort  Descending ¥ Overview Detailed View

Training Room 1

206

@ 8 Countries s 10 Pending Sites B 7 Active Sites I 615 Total Documents 0 Add -

The filters consist of the following main filters:

All: This link displays all rooms that you have access to.
Favorite: This link displays the list of all rooms that you have marked favorite.

3. Recent: This link displays the list of rooms that have been visited recently with the latest visited
room at the top.

4. eTMF: This link displays all eTMF rooms.

5. Study Start-Up: This link displays all Study Start-Up rooms.
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6. Collaborate: This link displays the list of all TI Collaborate rooms.

Below these main filters, T Home Page provides Additional Sortings which allows you to sort the room
as per the options in the sortings. These Additional Sortings varies with every main filter.

Summarized (Overview) View of Rooms

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

1. Countries where sites are located
2. Active Sites

3. Pending Sites

4. Total Documents

Refer to the screenshot below:

S0rt  Descending Overview
':I'“t:aining Room 1 @ 8 Counties g 10 PendingSites B 7 ActiveSices [ 615 Towl Documens €D Add ~
TLDOCS Master ALPHA I 71 Totsl Documents © Add ~
MJChaEI Demo @ 8 Countries aa 7 Pending Sites 51 4 Active Site: [ 847 Total Documnents © Add ~
_Aa Tl Docs Sandbox I 16 Total Documents o Add =
;rSIEDocs I 398 Totsl Documents o Add -

Countries

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

Active Sites

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

Pending Sites

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

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

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

1. Open Queries

Collected Documents

Missing Documents

Expired or Expiring Documents
Require Coding

Quality Control 1

Quality Control 2

Final Documents

9. Rejected Documents Refer to the

N O~ ODdD

screenshot below:

Last Visit Date Room Name Created Date Total Documents Expired Documents Expiring Documents
Open Queries
Sort  Descending Detailed View
Tralmng Room 1 @ 8 Countries &t 10 Pending Sites ] 7 Active Sites I 616 Toal Documents 0 Add~ &
206
Sponsor Demo
Cresred 24 Jun 2017 78 187 444 140 9
Project Code SWS Training Roem Collected Documents  Missing Documents  Required Coding  Final Documnents  Expired Documents
0 44
Expiring Documents Open Queries

Tl NDare Mactar Al DUA

Click the required tab next to the room name. The Document window
opens which displays the list of documents. The screenshot below
shows an example for the expanded view of the Collected
Documents tab which displays the list of documents:

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

Besides, you can also configure the columns in the Document window as
required by clicking the Update Columns link at the top right corner of the

1-10f1(1 selected) c Y Filters M Select Columns & Views v

Submitted Name

@7') % | Test Document1 (1)

window. Refer to the screenshot below:

Clicking the Update Columns link opens the Grid Configuration window which allows you to configure
the columns in the document grid. You can add and delete the columns to display for a document in
the Document Grid as required.

You can also change the order of the columns in the Selected Columns
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section by clicking the Up and Down buttons located to the right of the
Selected Columns.

Similarly, you can view the list of documents for Missing Documents, Documents that require
coding, Final Documents, Expired Documents, and Open Queries.

Selected Columns

Title

Select Columns x Submitted Name

Available Columns Selected Columns Document Type

y Up
QrdSLEY, = Document Id
Down
L Title Title Name Width o
Description
Submitted Name Document_Title 100

OCR
Category
Investigative Site

Contact Name
Document Type /

Document Id

Description

Comments
Document Status

File Name

Add Users to a Room

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

© Add v

1. Click dropdown at the extreme right of the Room Name on the home page.

2. Click the Add Users option from the dropdown list that appears. The Add
Existing Users window opens. Refer to the screenshot below:
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User Invitation x
User Group Membership
Emai testUser@ti.com a
First Name Last Name
Title
Role Administrator h
Expiration Date |
Actions -
Organization transperfect.com v u
Mobile Number
Phone Number |
Cancel m

3. You can choose to select multiple rooms to add users to by clicking Add button next to the Room
textbox.

4. Enter the Email Address of the user, assign Role to the user, select Actions to assign to users.
Select the Groups to add users to the group. You can select multiple groups.

6. Click Create. The users get added to the room.
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Upload Documents to a Room

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

© Add v

1. Click dropdown at the extreme right of the Room Name on the home page to reveal
the options.

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

3. Drag and drop the files OR click Browse at the bottom of the page to navigate
to the required document to be uploaded. See below screenshots:

Training Room 1 ~ e A
Search © Add ~ |
Start-Up / Documents Q 5 A
By Site ¥® i) 4 Import v enf o oer
= 0 : : ‘ Jse
B 101 Hamilton — Submitted... Generated... Q... Re... Added By Submitted... | =Task
B 102 Juliano asite
Import Documents x
File Name Size Upload Status (] Documents Metadata %
Categor
v
estigative Sit
'
v
Drop Files and Folders Here
-or- Document Type
Use Browse Button Below 'S
Comments @
Upload Progress Metadata Progress No files Document Version
Clear PDE © Cancel

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

Import Documents

File Name Size Upload Status

1]

J

st Copy.xlsx 53.1 KB not uploaded
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Documents Metadata o

F

nvestigative Site

a
Country

-
Document Type

L

Comments @

Document Version

Import and Apply Metadata Cancel

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

Q, Search © Add - ;0

Import Documents

Documents were imported successfully

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.

1. From the home page by clicking the star which changes its color to golden on
selection to the left of the room name. Refer to the screenshot below:
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All7  Favorite0 Recent5 eTMF2  StudyStart-Up1  Collaborate2 Tl Docs3

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

Sort  Descending «

I:lTralnlng Room 1 @ 8 Countries &5 10 Pending Sites 5 7 Active Sites |

|:| Tl Docs Master ALPHA

448

Training Room 1

206

Tl Docs Master ALPHA
443

2. 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. Refer to the screenshot below:
The list of all rooms to which you are assigned is also available through the user
profile.

a. Navigate to My Profile Settings from the User menu.
b. Select Notifications from the menu on the left.
c. Click the golden star to the right of the room names to mark the selected rooms as Favorites.

Trial Interactive -
My Profile / Notifications

Favorites All Rooms

B Training Room 1
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Adding Tasks to a Room

To add documents to a room:

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

Training Room 1 ~ Q Search © Add ~ A

Start-Up / Documents

[ Documents

/ v (O 4 Import v Documeni
y Site o} P © User

- 0 Submitted... Generated... Q... Re... Added By Submitted...

& 101 Hamilton

& 102 Juliano

2. The Create Task window opens.
3. Fill in the details as instructed on the screen.

Create Task x
Subjec
Start Date )
Due Date )
Priority | Normal v
Status | Mot Started s
Complete% |0 :
Description
AssignTo ™ [ Arya Stark |
Reminder P
Cateocnrv Mat enarifiad -

4. Click Save when all the information is filled.
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Chapter 4. Main Navigation and Inter-Room Navigation

Know how to access applications from within Trial
Interactive and navigate between rooms. From here,

find more details on the following:

1. Main Navigation from Home Page
2. Main Navigation from Within a Room
3. Navigating between Rooms

Main Navigation from Home Page

Main Navigation from the Home Page can be accessed by clicking the
Four Dots located at the top left corner of the page marked in Red box
in the screenshot below:

Trial Interactive -
Home

Tasks

Application Links

Global Learn eFeasibility Tl DataPool

You can access the Home Page and Tasks application from the Main
Navigation. Besides applications, you can also access other Application
Links from the Main Navigation of the Home Page. These application links
take you to the website of the respective links.

Main Navigation from within a Room
On entering a room from the Home Page, you are landed on the eTMF/Documents Module.

In a room, as a user of Trial Interactive, you can choose which application to view in a
dashboard by clicking the Four Dots

located at the extreme top left corner of the page. Refer to the screenshot below:
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Training Room 1 «
eTMF / Documents

h =

QC Review Communication

|~

CRA
Reconciliation

= e
Users .
Management Settings

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:

Home (page 40)

Tasks (page 429)

Trial Interactive eTMF and the Documents Module (page 799)
Quality Control

Start-Up

Audit/Quality Review (page 346)
Communication (page 431

Q&A (page 438)

9. FAQ (page 29)

10. Reports (page 498)

11. Collaborative Workspace (page 457)

© Nk~ WD PRE

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. Refer to the screenshot below:

Click the arrow next to the room name. Select a room from the dropdown list that appears.

Refer to the screenshot below:
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- Training Room 1|Z|

Favorites All Rooms

Ik Alpha Room 10
I B=ta Room 10
* I <o |
I T oo room
F - aborate

] [EE

E -rest_ssu

| —

I 7 Docs

R Training Room 1 *
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Chapter 5. Document Types and Management

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

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

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

4. Click and view each panel separately. Refer to the screenshot below:

Training Room 1 ~

A
Qsearch ©Add~ A @ Arya Stark ¥

Settings
Search Q| [« | I About Document Types Management *
» %, General ~ | W Modify Document Types | 4 Import ¥ Export [ Change Log Typ
J2 Milestones By Category v g O Document Type Auto Nam...
& Inbox v B All Document Types
[ Forms Settings » B General
> General Integration » B Country
» B Documents » B Investigative Site
[ oo el

B Common Configuration

» Required Documents
» @ Countries
» (B Investigative Sites A

@ IRBIEC
b = Email

= Document Templates
» B Audit

» # Workflows

The Documents under the Document Types created from here can be viewed under the By
Document Type (page 232) view. Each view or panel are discussed in separate topics
accessible from the left pane of this help:

1. Document Types Management
2. Common Configuration
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Document Types Management

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

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

Training R 2 o N i n
S:t‘:i‘;és o Qsearch ©Add~ A ® Arya Stark ~
Search Q| [« | W About Document Types Management *
b & General « | % Modify Document Types | 4 Import ¥ Export E Change Log [Type name Q| [Select
2 Milestones By Category v o O Document Type Auto Nam...
£ Inbox v B All Document Types
B Forms Settings » B General
» B Country

> General Integration

» B Documents » B Investigative Site

| Document Types
W Document Types Management

B Common Configuration
» Required Documents u
» @ Countries
» 0B Investigative Sites
@ IRB/EC ‘ ‘
; Email
= Document Templates

» B Audit

» # Workflows

Click the Document Types Management tab to open its dashboard on the right.
From this page, you can perform various actions as below. All of these are discussed in
separate child-topics. Expand this topic from the left pane of this help to reveal the

following child-topics:

=

Modify Document Types' Tree

Building the Document Type Profile

Specifying the Related Folder

Include Phases/Milestones

Adding Document Types to Required Documents
Include in Document Tracker Report

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

Default Values

© O N0~ WD
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Modify Documents Types

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

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

Figure 43: Modify Document Types' Tree

cument Types Import Export Change Log
Modify Document es' Tree x
¥ & Al DCCJl fy e

> B Gene

w B All Document Types
» B Coun

v & General

b B Inves

» % UJ 01 Trial Management

» % (O 02 Central Trial Documents

» % OJ 03 Regulatory

» % J 04 IRB or IEC and Other Approvals
% O 05 site Management

» % U 06 IP and Trial Supplies

» % O 07 safety Reporting

» % (J 08 Central and Local Testing

» % (O 09 Third Parties

» % O 10 Data Management

-

[ ome ], Conce

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

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

Edit Delete

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

» % O ceneral

INew Document Type] |

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

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

 cance

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

d. Press the Enter key. If you have more document types to add to this or other categories,
you can repeat this process.
e. When you have added all of the necessary new document types, click
Save at the bottom of the window. That window closes, and you return
to the primary Document Types view. The document types that you
have just created has not been routed to a proper index position. Refer
to the screenshot below:

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

Building the Document Type Profile

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

= A tTypes
[BocumsntTy pe 3 validation category 1 Category - 4 Document typels) Documert Type:
2 8 General ed

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

@ Courtry
3 i Investigative Site W B validation type1 Short Name:
@8 st category % B alidation type2
@ <econd category FAR 3 a validation type 2
8 third category ¥
This document type is s

8 Field validation category Document Type I¢:@

i Field validation category 2

8 validation category 1

- Category:
8 validation category 2

Related Folder

(Not Specified)

Due Date: @

Phases / Milestones

Study Milestones: @

Include in Document Tracker Report

Auto Document Type Prediction Keywords): @
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| About Document Types Management
W Modify Document Types | 4 Import & Export | g°Mass Coding @ Delete B Add to Required Documents | [ Change Log |Type name Q| |Select 1|
By Category v o O Document Type Auto Nam... Profile Doc. Type Fields || Bulk Fields Update | Default Values
B All Document Types = General Category - 1 Document type(s) Document Type: =
- [ 05 Site Management 05 Site Management
Short Name
» W 01 Trial Management
» W 02 Central Trial Documents Document Type Id: @
» % 03 Regulatory
Category:

» W 04 IRB or IEC and Other Ap

W 05 Site Management
Auto Name Rules:

» W 06 IP and Trial Supplies

» W 07 Safety Reporiing

> I~

» % 08 Central and Local Testing Related Folder.
(Not Specified)
» W 09 Third Parties
» % 10 Data Management e Date
» % 11 statistics
» B Country Phases [ Milestones

b B Investigative Site M

1. Select the new document type by clicking the checkbox next to the icon and
the document type name. The panel on the far right becomes active.

2. In the Profile tab, type in the Short Name for the document type. This can
be the same as the Document Type name that you created in the previous
steps, or it can be abbreviated if the original name is long.

3. The IRB Document Type ID is one of the fields besides Site ID and IRB Number
that is required by the system for IRB Integration. This field will be available
only if IRB Integration is enabled in the room.

This field can accept multiple values separated by semi-colon and should be unique

within the document type category.

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

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

Preview:

Available Templates:

Hardcoded Functions Fleld insertions
Description Insertion
PrincipalinvestigatorFirctName ##PrincipalinvestigatorFirctNamet#
PrincipalinvestigatorLastName ##PrincipallnvestigatorLastName##
SponsorName ##SponsorName##
ContactFirstName ##ContactFirstName##
ContactlastName #2ContactLastName#s
ProgramName ##ProgrammName##

Insertion Description

SORS ] Scue )

The following set of instructions describes the insertion of a standard set of fields for auto
naming of documents of a particular type. For this example, the proposed naming rules

include the study Principal Investigator’s first and last name and Sponsor Name.

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

b. If you want to include fields present under the Field Insertion tab, double-
click the description and further click the green arrow in the Select Fields
Document Profile. This too gets appended in the Rule Editor. The order in
which you select these naming elements is the order in which they will
display.
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Select Fields Document Profile x
Field Name Field Title
$ClonedFrom$ Cloned From £3 7‘
$ClonedTo$ Cloned To 3
$CopiedToLinkedRoomsBy$ Published to eTMF By =3
$CopiedToLinkedRoomsDate$ Published to eTMF Date =3
$Country$ Country -
$CraDocumentStatus$ CRA Document Status -y
$DocumentUrl$ Document URL -3
$EmailRecepients$ Email Recepients -3
$EmailRecepientsCC$ Email Recepients CC 3
$EmailSender$ Email Sender » -

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

E Note: The fields stored under the Hardcoded tab are fields typically used in
building auto naming patterns. To include these, insert your cursor in the spot in
the Rule Editor where you want this field to appear, then double-click the
Description of the field and it will be inserted into the naming pattern.

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

Auto Name Rules X
Rule Editor:
#3#PrincipalinvestigatorFirstName##$SDP.$AmendmentitemNumber$$$

Preview:

Available Templates:
Hardcoded || Functions || Field Insertions

Description Insertion

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

Specifying the Related Folder

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

[Not Specified) .\

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

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

Select Folder X

B Index
ol 01 Trial Manggemaont
#0101 Trisl Oversght
8 1101.02 Trial Team
o B 101,03 Trial Coenrittee

8 101,04 Mectings

ol 0105 General
|& 010501 Rebevant Commurications |
8 1 01.0502 Tracking kformation

8 1 01.05.03 Other Moeting Matarial
B 11010504 Flenote
02 Central Trial Docurments
03 Regulatory
05 Site Management_Test
04 IRBIEC and other Apgrovak
06 IP andd Teial Supplies
07 Safety Reporting
0€ Cemtral and Local Testing
0% Third parties
10 Dats Masagement
11 Statistics

Stagng

PERERRERERERRERER

Rejected Documents

e [

In this example, we have chosen the Relevant Communications folder.

3. Click OK at the bottom of the window.
4. Back on the main Document Types view, click Save at the bottom of the panel on the right.
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To add Document Types to Milestones in your room, click the Study Milestones dropdown in the Phases/Milestones section

of the Document Type Profile window. Refer to the screenshot below:

Doc. Type Fields Bulk Fields Update | Default Values

Short Name: -
IRB Document Type 1d: @

Document Type Id: @

Milestone Enabled Auto ...
C_E room study mile 1 ¥ =

" Study dom 111 2| (

! new study 1 ¥ =l
milestone 3 ’ ¥ =l I
milestone4 O

Re study 1 [

¥ study 2 [ I

study 3 O £
Dy domain study mile 1 [

domain study mile 2 O

domain study mile 3 [

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

[T Include in Document Tracker Report
Auto Document Type Prediction Keyword(s):o

Enter keywords one item per line

Save Cancel

From the list of milestones that appear:

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

These milestones, when added to the document types, help to track the eTMF Completeness of
documents associated with them, and generate eTMF Completeness Reports.
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When a user selects one or more items in the Study Milestones, Investigative Site Milestones, or
Country Milestones files in the Document Type Profile, the system will automatically mark the
'Milestone' and 'Milestone Date' document fields as visible and required. This will be reflected in
the custom form fields list in the Doc. Type fields window of the selected Document Type; an

Profile Dac. Type Fields Bulk Fields Update Default Walues
|| Inherit from General / Toals ¥ |Field name... Q
Title « Visible Required
REYWOIILOOKUR L5l [} .
Milestone
Milestone Date
-
© Grayed options cannot be changed due to the mandatory system configuration

information message will also be shown. Refer to the screenshot below:

Besides the above, a document type can also be added to a milestone by either of the

following ways:

1. From Required Documents window
2. From Sites Profile window while adding or editing sites
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Adding Document Types to Required Documents

You can know if a document type is added to the required documents list from the Required
Documents icon that appears in the grid next to the document type category. Refer to the

screenshot below:

R About ¥ Document Types *

D Types g

W Modify Document Types  # Modify Categories 4 Import ¥ Export

By Category 2.0 ol [0 Document Type Auto Naming Rules

ELB9 NBocumentilypes = General ed Category - 76 Document type(s)
() @ General ed

an % 111 Gen special form

B Country

2193 validation general $$DP.$$CountrylSO3$$$$$5...

@ @@ Investigative Site

[ @ first category L approveroutel
@ @ second category [T audit 1 _$$DP.Document Type$$_10
8 third category audit 123 _$$DP.Document Type$$_10
& @ Field validati t
, o ey audit 2 _$$DP.Document Type$$_10
) MM Field validation category 2
audit 333

@ @ validation category 1

autoname with attach $$RP.Sponsorld$$_$$RP.Regi...

@ @ validation category 2
Complex criteria 1
Complex criteria 2

111 Gen special form\copy

R
(=]

111 Gen special form\copy\copy

custom form validation
% Custom general

o
L 4

$$DP.$$CountryName$$$$$...

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

Refer to the screenshot below:

B About Document Types Management

W Bodify Dowment Types  #° Modify Categories * Irgort + Esport B Mass Coding Q Dielete H Add to Reguired Documsnis| Change Leg

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

Documents window.

Include in Document Tracker Report

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

By Category v 5| [ Document Type Auto Naming Rules Profile Doc. Type Fields || Bulk Fields Update || Default Values
% duplicate validation 3 Investigative Site Category - 1 Document type(s) _ . i
W Executed_Mutual Non Disclosure .
W Final Executed Clinical Study Agre
W foractivation1 IRB Document Type Id: @

v % 15 Closed 1

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

W foris2

¥ v

W ib11

W ib12

W ib21 Auto Name Rules:

W ib22 L
W IRB required doc 1 Z

W IRB required doc 2 Related To:

Document Type Id: @

Category:

W isamendment 2
W isamendment 3 Related Folder:

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

W 1SClosed 3

Due Date: @
W is country dt4
W 1S Custom 2
W IS Custom 3 Phases / Milestones
W iscustom 4 Site Milestones
W isdoctype1 =
W 1S field dependencies test
W IS for export Investigative Site Status: @
W is generaldt3 o
W ISindex dt2
W IS Initiated 1 -
W 1S Initiated 2 I [¥] Include in Document Tracker Report |
W IS Initiated 3 Include in Monitoring Visits
W IS Maintenance 1 PRI e £
W IS Maintenance 2 &

Auto Document Type Prediction Keyword(s)

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

Administrator user needs to activate this option in the room. When this feature is activated,
and a document is uploaded, it goes into a queue. The system searches the first page of each
document for the keywords entered for all of the document types for which keyword

identifiers have been entered.

1. Open the Profile for the document type for which you want to add the
Prediction Keywords in the Document Types Management settings.

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

Auto Document Type Prediction Keyword(s) B
STATEMENT OF INVESTIGATOR

1572

Witae|

3. When all of the appropriate keywords have been entered, click Save at the bottom of the Profile
panel.
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In some cases, you may need to change which metadata fields are available for a particular

document type.

1. To initiate a change in the availability of metadata fields, click the Doc. Type
Fields tab next to the Profile tab in the panel on the right.

Prolie Dee. Type Fields Buk Figidls Upaane Dalmit Vaheae

7 Inher® from Iwestigaiive |

Tithe « Visibsle Rejuved

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

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

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

a. Click Tools.
b. Select Clone Fields from.

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

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

E Note: The Search box allows you to type in simple search criteria to help you find
particular metadata fields in the list.
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By implementing the Default Values options when defining a
document type’s profile coding, you can set a specific metadata field
value to auto-populate based on the document type.

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

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

Click the Metadata Fields tab.
Click the necessary checkbox.
Click Save.

Click the Default Values tab.
Click the Add button.

N o gk~ w

The Field textbox activates. Click the dropdown arrow at the right end of the box.

8. Select the necessary custom metadata field from the list.
9. Press Tab on your Keyboard.
10. Set the field’s default value by typing the value in the textbox.

Profile Doc. Type Feldz || Bulk Fields Update Default Values

& Acd | @ Delete

Field Default Value

11. Click Save.

When any document is assigned to that document type, the custom field will auto-populate

with the default value you established.

Common Configuration

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

amn Training Room 1 -

Settings
Search Q,| [« | [ About I Common Configuration
_ - Do not allow selection of main document type if there is a sub type for it
A Document Types .
Document Types Soring ® Logica (U Alphabetica
W Document Types Management Order
B Common Configuration Auto Name Separator: |_

v B Required Documents Allow edit fields with default value assigned

B Reguired Documents

A Amendments

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

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



@7 R | A L Editor User Guide v10.1 VErsien |
NG

INTERACTIVE Page 81 of 377

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

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

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

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

Chapter 6. Trial Interactive eTMF and
the Documents Module

The Trial Interactive eTMF Application acts as a central access point to not only Clinical
Trial Documents (page 222) but also to eTMF Sites (page 291), Contacts, eTMF
Completeness, and CRA Reconciliation Reports (page 308), reports in the form of Dashlets
for all clinical trial activities, and also to IRB Integration and Potential Sites (page 291).

You can access this module from the Main Navigation (page 53). Refer to the screenshot

below.

Training Room 1 ~

Settings

Communication

|

CRA
Reconciliation

* 1

Users
Management

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

between the:

Dashboard Dashlet View
Documents

Sites

Contacts

el
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TrainingRoom 1 ~

eTMF / Dashboard
@ Desooard
|

H Documents

A Ssites

& Contacts

, Milestones

5. Milestones etc. from the menu bar on the left. Refer to the screenshot below:

All these views can be enabled for you by the Super Admin through the Room Settings (page

85), and are discussed in separate topics.

Dashboard Dashlets

Know how to configure the dashboard and dashlets in a room.

All Trial Interactive dashboards are primarily composed of dashlets. As a user, you can
configure your dashboards to suit your preferences, views, and convenience for efficient
performance.

Individual users in Trial Interactive have the option to arrange their Dashboard views.
Arranging your dashboard views include deciding:

1. The layout of the dashlets on your dashboard by moving them around,
2. The dashlets to view along with their distribution on the dashboard, and
3. The configuration of each dashlet.

Dashlets
A dashlet is a component in a dashboard with functionalities of its own. A dashlet may

provide information on a particular feature in the form of a report, a graph, or a description
on a particular topic. Dashlets are independent of each other and are contained in a

dashboard. In a way of its own, they play a significant role in the look and feel of a dashboard.

To visit a Room Dashboard, click Dashboard from the left menu from the eTMF module.

Refer to the screenshot below:

Training Room 1 ~

0
&TMF / Dashboard Qsearch  Oadd~ A& @.ms:

eTMF P

€TMFHealth  Claimed & Unclaimed  Documents Expiration  Rejection & Clarification My Queries  Open Queries By Age

Missing/Placeholders v

N

69.4%

4
v

Vo
50.0% 38.9%
ssing/Placenolders Missing/Placeholders |

Missing/Placeholders

Dashboard Settings
As one of the sub-section of General room setting tabs, the Administrator will see the
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users in the room when they access their Dashboard.

To modify the availability of dashlets to users, here are the steps to follow.

& Edit Dashboard

Setup Your Dashboard x

By Workflow

Document pro:
| Document Ren

+ ® Documents
Appraved Submissions
@
Documents to be Signed

Document Submissions

Popular Docu

Documents View
My Favorite Documents
» B eTMF
Users
Recent Communication Log

> nvestigative Sites

Common

Navigate to Main Navigation-> Settings -> General -> Dashboard Setup.
Double-click any of the dashlet lines in the Available for column.

The field becomes active with a dropdown arrow at the right end of the field.

3. Click the dropdown arrow. A set of selections becomes available to the Administrator.
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Dashlets

Title

Claimed & Unclaimed
Deszcription

Count of documents with the » Documents
following workflow statuses of veTMF

Unclaimed and In Progress
(Claimed, Clarification Status) eTMF Health

r Claimed & Unclaimed |

Documents Expiration

Available for

Editors and above G

Rejection & Clarification

My Queries
Open Queries By Age
Users
Recent Communication Log
» Investigative Sites

» Common

4. Select which users in the room will see any particular dashlet in their Dashboard views.
5. Click Save if you have made acceptable changes.

From the Dashboard Settings, the following activities are available:
1. Renaming a dashlet
2. Default Dashboard Setup

Above activities are discussed in details in the sections below.

Renaming a dashlet
To rename a dashlet follow the steps as below:

1. Double-click the name of a dashlet that you want to rename from the Dashlet column of the
Dashboard Setup window.
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Dashlets

Title

Claimed & Unclaimed

Description
Count of documents with the » Documents
following workflow statuses of weTMF
Unclaimed and In Progress
(Claimed, Clarification Status) eTMF Health
Claimed & Unclaimed

Available for Documents Expiration
Editocsandtabhave b Rejection & Clarification
My Queries
Open Queries By Age
Users
Recent Communication Log
» Investigative Sites

» Common

Cancel

2. Type in the new name into the activated field.
3. Click Save.

Default Dashboard Setup

You can set the default dashboard for the minimum level role by clicking the button at the

bottom of the Dashboard Setup panel. The Default Dashboard Setup window opens. Make the
appropriate choices as required and click OK.

& Edit Dashboard % Edit Default Dashboard ¥ & Dashlets

Reader N

Editor 4

Administrator
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| Edit Default Dashboard Administrator | x

Users

Users recently registered in the room

Mandatory
> Documents
- eTMF
M eTMF Heaith
Claimed & Unclaimed
Documents Expiration

Rejection & Clarification

My Queries

98K

Open Queries By Age
=3
Recent Communication Log
> Investigative Sites

» Common

Cancel

Configure Dashboard

The Configure Dashboard icon at the top right corner of the Dashboard page opens the Setup Your Dashboard window
which lists out the dashlets available for a particular dashboard.

Refer to the screenshot below:
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Setup Your Dashboard ?X

Your dashboard includes the following dashlets. Use "Add" button to add the dashlets to the dashboard, and
"Remove" button to remove a dashlet from the dashboard.

> Documents
Users
Recent Communication Log
> Investigative Sites
v H Common
About This Room
Bulletin Board
Project Links

My Courses

The dashboard is divided into the following parent dashlets which have child dashlets

associated with each of them:

Documents

Users

Recent Communication Log
Common

M w DD

Click the arrow next to the required parent dashlets to revel the child
dashlets to add them to the dashboard as shown in the screenshot
above. On selecting the dashlets, click Save and the dashlets appear
on the dashboard.

Laying Dashlets in your dashboard

To arrange the dashlets, simply drag-and-drop them to a location of
your choice on your dashboard. This is demonstrated below:
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raining Room 1 - = T p—
Start-Up / Dashboard Qsearch  ©Add 5 @ Arya st

Investigative Sites c%o &

ExpiringSites  Milestone Type Report  Recently Updated Sites  Site Activation Status  E-Feasibility by Country  Study Monitoring Visits
0-00f 0(0 selected) < [MselectColumns % Viewy

Site Principal Investigator Status Main Contact. Main Contact Phone

Documents

Approved Submissic

Dashlet - Common Grouping

p
Common S o

About This Room Bulletin Board Project Links Tasks

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

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

| promise to use my powers for good.

The Common Dashlet gives an overview of the room and the related information to the room.
Administrators can rename the dashlet by clicking the Edit icon from the top of the
right corner of the dashlet and refresh the dashlet by clicking the

Refresh icon.
The following tabs are available in the dashlets:

About The Room
Bulletin Board
Project Links
Tasks

A w D

Each of these is discussed in the separate topics. Click the topics on the left to open the

topic.

About This Room

In this window, the user can see and change the information contained in the room’s
Welcome message, which is the message that all users see when they access the room. This
space can be used to share important information about the study once the study is in full

swing, and the welcome message is no longer necessary. Once you have made the desired
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changes, click Save in the lower-left corner of the box.

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

B About B About This Room

<> TimesNew.. v 12pt - B I YUA-A- & W

Welcome, ##UserName##.

1]
1]
(1]
i
i
il

Insert ##UserName##

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

Dashlet Common - Bulletin Board

This is set up by the administrators to provide messages to the team which can be

information regarding a room or problems within a study. It can be configured only by the

administrators, and the reader can only see the information but could not edit.

Dashlet Common - Project Links

The Project Links tab displays the links to different systems that are used for the study and
their contact information.

Common &S =
About This Room Updates Project Links My Courses
© Create Shared
Title: €55 & 1t
url: https://www.w3schools.com
Phone:
Email:
Description:

E Note: The project links are displayed in the tab only when you select the Shared button
located at the right ofthe tab.

Following activities are available for the administrators in the Project Links tab:

1. Adding a new link
2. Editing a link
3. Deleting a link
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Each of these activities is discussed in the sections below:

Adding a new link

To add a new link:

_ © Create
1. Click the Create button from the top left corner of the tab.
2. The Create Project Link window appears.
3. Enter the URL, Title, Contact details, Email, Logo, and any description.
4. Click Create at the bottom of the window. The link is added to the Project List. Refer to the
screenshot below:
Create Project Link ?X
url: https://www.w3schools.com
Title: css
Phone:
Email:
Logo:
This is a personal project link
Open Sans v 12 v & BI US %
= =v Ev
Editing a link

Click the Edit icon next to the link. Follow the on-screen instructions and edit the required

details.

Deleting a link
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Click the Delete icon next to the link. Follow the on-screen instructions to delete the link.

Dashlet Common - My courses
This displays the courses you are assigned to and is configured by the administrator.

Dashlet - Documents Grouping
The Documents Dashlet gives an overview of the all documents and their related activities in

a room. Refer to the screenshot below:

Documents o 2

€|Documents Expiration by Workflow Status Rejection & Clarification Documents View eTMF Health My QuerE

Expired v 8 Add New Version

0 Documents

Document Date Document Type Title Expiration Date Comments

No records available.

<€ Previous 0 of0 Next >

The dashlet provides the Right and Left arrows to the extremes of the dashlet to allow you to

navigate to the sub- dashlets dashlets contained in the Document Dashlet.

Besides, for every dashlet of the Documents Dashlets, you can also use the Previous and Next

arrows to move among the documents in the dashlet as shown in the screenshot above.

The Documents Dashlet contains the following tabs related to documents:

Claimed & Unclaimed
Documents Expiration

By Workflow Status
Rejection and Clarification
Documents View

eTMF Health

My Queries

Documents Submissions
Open Queries by Age

10. Popular Documents

11. Pending Documents Review
12. Unread

© © N A~ WDdh R
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13. My Favorite Documents
14. Milestones Timeline

15. Milestone Type Report
16. Tasks

Each of these is discussed in separate topics. Select a topic from the left pane to open it.

Dashlet - Claimed & Unclaimed
The Claimed vs Unclaimed Documents dashlet provides a count of all documents that are in

workflow and are either claimed, unclaimed, or in progress. You can further click on each slice
of the interactive donut chart to obtain further detailed information.
The dashlet also provides the dropdown to select the workflow as required and displays the

Donut Chart as per the selected workflow. Refer to the screenshot below:

Documents f c
Claimed & Unclaimed | Documents Expiration by Workflow Status Rejection & Clarification Documents View 3
Unclaimed Approval stage 2

Click to see details

Dashlet - Documents Expiration

The Documents Expiration dashlet lists the expiring and expired
documents as specified in the expiration period (N). The dashlet has two
views that can be selected through an Expired dropdown. To set the
views, click the Expired dropdown located on the top left corner. Refer to
the screenshot below:

eTMF Health S E Queries by Age My Queries

Expired

10 Documents

Document Date Document Type Title Expiration Date Comments

13 Apr 2018 For Blue Flag and Milestone i... CDA AGREEMENT.pdf 09 May 2018

18 Apr 2018 custom amendment 1 Brochure 12 May 2018

Click the Add New Version button from the top right corner of the dashlet to replace a

document.
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This opens the Add New Version window which provides the available methods to replace an
attachment, or adds a new document and retain it alongside the older version or remove the

older version if a new version is already submitted. Refer to the screenshot below:

Add New Version x

Create IS 2
Doc date : Not specified Filesize : 25.6 KB

Awailable Methods

Replace the Attachment
Add a new Document and keep the existing Document as an old version.

A new version was already Submitted. Remowve this Document from expiration list.

L save ] Goncel ]

Dashlet - Documents by Workflow Status

The Documents by Workflow Status dashlet displays the document processing status in the
document review workflow through a donut chart. By changing the dropdown menu, you can

view the document processing status:

1. As a complete Room Summary, or
2. As workflow stages defined.

Refer to the screenshots below:

Documents s

Claimed & Unclaimed Documents Expiration by Workflow Status Rejection & Clarification Documents View 3

219 L

Total docs

147

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



=T R | A L Editor User Guide v10.1 Vel
NG

INTERACTIVE Page 94 of 358

Documents >

Claimed & Unclaimed Documents Expiration by Workflow Status Rejection & Clarification Documents View L4

hwritersWorkflow X v

190

Total docs

151

Dashlet - Documents Clarification and Rejection

The Documents Rejection and Clarification dashlet displays the reason for rejections and also
provides a count of each defined rejection type. This dashlet therefore can be used to
determine the most common reason for rejection and need for clarification.

You can further double-click on the count to view the list of documents associated with a

particular rejection or clarification reason. Refer to the screenshot below:

Documents f c

¢ Documents Expiration by Workflow Status Rejection & Clarification Documents View  eTMF Health My Quer ¥

1 Documents
Reason Count
- Rejected 2
Rejected 2

Created Date Submitted Name Comments

20 Apr 2018 Doc_without_attachment

4 27 Apr 2018 docu2

Dashlet - eTMF Health

The eTMF Health dashlet displays a donut chart that indicates what percentage of required
eTMF documents are either collected or currently missing. From the top right corner of the
donut chart, Administrator users can manually set the chart type to be displayed.

Hovering the mouse over the donut chart shows a popup with a more detailed progress

percentage for the category of the documents.
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Click a donut to drill down to the lowest level to list the missing/placeholder documents.

Additionally, you can use the Add Placeholder button to conveniently upload a missing

Documents Y

F Documents Expiration by Workflow Status Rejection & Clarification Documents View €TMF Health My Quer

ng/Placeholders X v

Missing/Placeholders

Collected

100.0%

Missing/Placeholders .{13

4

(&8 country
4(100%)
i i - Click to see details

document/placeholder or to edit a placeholder right off the dashlet. To view any changes,

refresh the chart to update the missing documents list. Refer to the screenshot below:

Dashlet - My Queries

The My Queries dashlet gives a list of documents based on their query
types. The query types could be All, Workflow, or Audit. Refer to the

Documents B

¢ by Workflow Status Rejection & Clarification Documents View eTMF Health Documents Submi3

All

Title
Workflow

FormScreen(3)
Audit

Important links
arabic_c2db99da14ad4bdsbfd347f4a8ce3987
french_e7cac3d85c094888a0bbs5d5838aabdeb

german_d5efa2af836c4a028515049596dfe665

screenshot below:
Click the All dropdown to toggle between different views to view the queries.

Dashlet - Open Queries by Age

The Queries by Age dashlet conveniently displays those documents that are 30 days and
older in age and also provides a documents count. The query types could be All, Workflow, or
Audit. Click the arrow next to the age to reveal the queries listed in the query type. Refer to

the screenshot below:
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&

Documents

€sions | Open Queries By Age Popular Documents Pending Documents Review Unread My Favorite Documen

All e

1 Open Queries By Age

Age Count
30 days and older 29
Pending 25

Submitted Name

CDA AGREEMENT.pdf
& ACM_userguide_en-US (2)

FormScreen(3)

Dashlet - Popular

The IP Release Documents dashlet displays the list of documents that have been marked as
popular (page 289) by an Admin or Editor through the Document Cart and which are used
frequently.

To remove a document from the Popular list, click Remove
from Popular button on the dashlet. To view the

document, click the icon. Refer to the screenshot below:

Popular Documents AlO)[=l&

@ Remove from Popular

1|

2. Title
s 2 1
[ (=] fgh
] Inv Site Local Docs_aaa aaa
I 3434
[ mm1
0 3243
Page 1/o0f1 o Displaying documents 1- 6 of 6

Dashlet - Pending Documents Review

The Pending Documents Review dashlet gives a list of all documents that are pending for
review. You can choose to view the documents pending for review for All users, or only for

yourself through My Review. Refer to the screenshot below:
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Document $ o

Tasks Unread Expired and Expiring Documents to be signed My Queries :

My Pending Documents X n

All Pending Documents

Review Title Due Date Participants ownf

No records available.

Click the All Pending Documents dropdown from the top right corner of the dashlet to toggle
between the views. Following views are available for the user through Pending Documents

Review dashlet:

1. My Pending Documents: This displays the list of all pending documents that are assigned to you
for review.

2. All Pending Documents: This displays the list of all pending documents that are pending for
review in a room.

Dashlet - Unread

The Unread dashlet shows the three different views of documents in eTMF module - Unread,

Pending, and Unclaimed. Refer to the screenshot below:

Documents Y ]

€ opular Documents Pending Documents Review Unread My Favorite Documents Milestones Timeline Milest 3

136 Unread Documents

Document Date Index Title Comments
i) 13 Apr 2018 65 for activation without access Stylesheet for Note.docx

13 Apr 2018 65 for activation without access Updates for 9.1.0.51389-51979 — ... |
%] 13 Apr 2018 65 for activation without access Tagging.docx

13 Apr 2018 65 for activation without access i106~cimgpsh_orig.png

Click the Unread button to list any of the documents posted in the Trial Interactive site that
has not yet been opened by the user logging in. This allows the users to get a sense, right
from the Dashboard, as to what documents they still need to see, and whether any new

documents have been posted that they may not have been aware of.
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Click the Unclaimed button to get a list of documents that have not been claimed for review.

Click the Pending button to get a list of documents that are yet to be reviewed.
Dashlet - Documents to be Signed

The Documents to be Signed dashlet gives a list of document pending for signature. Refer to

the screenshot below:

Tasks Unread Expired and Expiring | t My Queries Pending

Double click a document to view and sign it

5 Documents to be Signed

Submitted Name Signers
Multiplication6X Nick Editor
[} hebrew nakulich@elilink.com
Doc3 Swati B
Showing Swati Swall B
Amruta Maddel
Creating lists and nmbered headings in Word 2013 Amruta Maddel

Dashlet - Milestone Type Report

The Milestone Type Report dashlet gives the percentage of missing/placeholder documents
or collected documents for a particular milestone type associated with a site in the form of a

bar graph.

Dashlet - Tasks

The Tasks dashlet displays the lists of tasks belonging to a particular user/s of a room. Select
the Status and the Assignee from their respective drop-downs to get the task details.
All Tasks lists all the tasks belonging to the selected assignee.

My Tasks lists all the tasks pending recently, today, or are overdue.

Documents £ 2
€ nding Documents Review Unread My Favorite Documents Milestones Timeline Milestone Type Report Taskd
™ s I All Tasks My Tasks

12 Tasks

Subject Start Date Due Date

Follow-Up: Annabot Normal 0%

Research document ... 20 Sep 2018 26 Sep 2018 Normal 0%

Research document ... 20Sep 2018 26 Sep 2018 Norma 0%

Follow-Up: TechWrit... [ NotSared  [EEPLYNLPLIES 29Jun 2018 Normal 0%

Follow-Up: Annabot Normal

You can also export selected tasks or all tasks in the current grid by clicking the Tasks Export

icon located on the top right corner of the dashlet. After the export job is over, you can
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retrieve the job result from the Notifications (page 64) by clicking Get Job Result which then
downloads the export job as a .xlsx file on your hard disk.

Dashlet - Recent Communications Log
The Recent Communication Logs dashlet gives a list of all communications made during the
site start-up and activation stage.
Clicking the View All Communication log link from the top right corner of the dashlet to view

the list of all communication log. Refer to the screenshot below:

Recent Communication Logs

View All Communication Log

1 Communication Logs

Date Type Description Contact Name Communication Entity

27 Jun 2018 Regulat... E-Delivery of Reg. pack to the site Amruta Auditorl Maddel Annabot

You can also rename the dashlet by clicking the Pencil icon to the right of the dashlet and

refresh the dashlet by clicking the Refresh icon.

Dashlet - Users
The Users dashlet provides a helpful option that lists new users or all users in a study with

filters to sort users by organization and by their organization and access level (role). You can
also invite a new user here by clicking the Invite button placed in the upper right corner.
Double-clicking the icon next to the Last name opens the Edit User popup to allow editing of

the user profile. Refer to the screenshot below:

g
Users & 4
Organization v Role v O n
14 Users
Name Email Phone Organization
Joe Joseph schamberger@lavon.net +1 123 456 789 ti.com
Della Floyd helga@lavon.net ti.com
Amanda Alvarado schamberger@lavon.net some organization
Barry Padilla schama@lavon.net organization
Harriett Hammond schamberger@lavon.net ti.com .
right
Harssan B 712 el 1
S O TS PETTEC T S O e CTTaT TS PETTEC T AT TTOTTS TE S STVeET, TNO Par T oT TS OoCUNTIeENt gy e reproauced,
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Dashlet - Investigative Sites

The Investigative Sites dashlet display the overview of Sites in the form of
Pie Chart. The dashlet contains the following tabs for the related to the
sites:

1. Expiring: Display the details and count of expired sites in the form of Pie Chart.

2. E-Feasibility by Country: Display the count and details of sites based on E-Feasibility by
Countries.

3. Study Monitoring Visits: Display the count of sites based on the Study Monitoring Visits.

Recently Updated: Display the count of all recently updated sites.

Investigative Sites = & °

8 k 2 ly Mo ) 3 ated 12

Received All Sites
Click to see details

25 ."“‘, 25 1 25

Total sites Total sites A Total sites
Canada Spain Hungary

Dashlet - Expiring Sites
The Expiring Sites dashlet gives a list of all sites that are expiring in a future date. Refer to

the screenshot below:

Investigative Sites & o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits

1-10of 1(0 selected) £ [Mselect Columns @ Views ™
Site Principal Investigator Status Main Contact Main Contact Phone

107 Glass Break Glass Active Break Glass: Daffy Duck

4 Previous 1 of1 Next B
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Dashlet - Recently Updated Sites

The Recently Updated Sites gives the activation progress of all sites in a room. Hover the
mouse over the Progress % column to view the list of documents that are missing to

complete the site activation. Refer to the screenshot below:

Investigative Sites Vs

Expiring Sites Milestone Type Report Site Activation Status E-Feasibility by Country Study Monitoring Visits

1-10of 10 (0 selected) <  [@select Columns & Views ¥

Site Principal Investigator Status Progress %

107 Glass Bresk Glass Active 00

987 Applesauce Johnny Applesauce Active 00

2145 Cornstalk Jimmy Cornstalk Pending

530 Hydration Cold Hydration Active r ]

1040 Jackson Samuel Jackson Active ] .
4 1 |of 1 Next P

Dashlet - Site Activation Status

This dashlet offers three views - Sites By Country, e-Feasibility By Country, and Sites

Activation Progress.

Select the Site By Country view to reveal the total number of active sites, sites pending for
activation, and sites rejected from activation in each country in the form of a bar chart. Refer

to the screenshots below:

Site Activation Progress Screenshot -

Investigative Sites & o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
——
All sites - Sites Activation Progress «
12
16
14
12
1
[ | i -
3
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Sites by Country Screenshot -

Investigative Sites S o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
—
All Sites - Sites by Country -
m Pending
W Active

5 1 1 1
Total sites Total sites Total sites Total sites

Hover the mouse on any part of the chart to view the details of the site, see below -

Investigative Sites

Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status

I Pending
W Active

Active Total sites Total sites
Click to see details

Drilldown to the specific site, see below -

Investigative Sites S o
Expiring Sites Milestone Type Report Recently Updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits
Home » Canada

All Sites - Sites by Country -

Q

1-3of 3 (0 selected)

5

Total sites

Site Progress % Site Activation Date

530 Hydration 66.67% 10Jan 2020

4 Previous 1 |of1 Next b
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Dashlet - Study Monitoring Visits

The dashlet Study Monitoring Visits provides two different views study
monitoring visits - Monitoring Visits By Month, and Monitoring Visits By
Country, in the form of a donut chart. This dashlet can be configured to
display the Visit Date instead of the Created Date through the Configure
Dashlet feature as discussed above. Refer to the screenshots below:

Investigative Sites &S o

Expiring Sites Recently updated Sites Site Activation Status E-Feasibility by Country Study Monitoring Visits

May 2018 = Dec 2018 B by Month v

Bl 1812validationIS
all sites required doc1
Active + Pending 1

98]

The dashlet provides the Date Ranges to filter the sites. Besides selecting dates in the date

columns, you can also scroll the bar between the ranges to filter the sites.

When you select the 'By Country’ option from the dropdown at the top right corner, you will
finally be able to view the documents for the particular country. Click the section on the

donut chart to delve further for the country documents.

The Study Monitoring Visits dashlet is connected to the Document Type Settings. Therefore,
Administrator users can go to SettingsaDocumentTypesaDocumentTypesManagement, (page 705) and
assign or modify document types. Through the configuration box, users can manually specify whether

to include the document in the Monitoring Visits or not.

If you choose to include a new document type, the Study Monitoring Visits dashlet will be

updated to reflect the change.
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For your convenience, a search box and a filter option are also available in the Document
Type Management section in the Settings. These features help users track which
documents, and how many documents are needed to be collected for specific document
types. Refer to the screenshot below:

Dacument Types Menagemant

Ans Wamarng Cosen Protia

R A R R R RS R R R E R ELE R RS

Dashlet - Collaborative Review
The Collaborative Review dashlet gives you an overview of all the documents that are in a

Collaborative Review. Refer to the screenshot below:

The following dashlets are available in the Collaborative Dashlet:
Documents to Approve

Documents to Sign

Pending Documents Review
Collaborative Documents

M w DD

Dashlet - Documents to Approve

This dashlet displays the list of all documents that are pending for approval in Tl

Collaborative. Click the document to open the document for approval.
Dashlet - Pending Documents Review

The Pending Documents Review dashlet gives a list of all documents that are pending for
review. You can choose to view the documents pending for review for All users, or only for

yourself through My Review. Refer to the screenshot below:

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



=T R | A L Editor User Guide v10.1 Vel

MGl NTERACTIVE Page 105 of 358

Document

Tasks Unread Expired and Expiring Documents to be signed My Queries I:l

My Pending Documents X n

All Pending Documents

Review Title Due Date Participants Oown)

No records available.

Click the All Pending Documents dropdown from the top right corner of the dashlet to toggle
between the views. Following views are available for the user through Pending Documents

Review dashlet:

1. My Pending Documents: This displays the list of all pending documents that are assigned to you
for review.

2. All Pending Documents: This displays the list of all pending documents that are pending for
review in a room.

Dashlet - Collaborative Documents

The Collaborative Documents dashlet displays the list of all collaborative documents.
From this dashlet, you can also create a new Collaborative Profile by clicking the Create

Profile button located at the top right corner of the dashlet.

Documents View

The Trial Interactive eTMF Documents is the central repository for all the clinical trial
documents in their original digital format with Digital Signatures (page 255) wherever
applicable, records, or documents converted from one format to another like paper
documents, images converted to PDFs (page 255), besides videos and recordings pertaining
to trials.

Here, you can configure and store trial master file 'essential documents' pertaining to clinical
trials, view and edit documents attachments, manage security privileges on them, import and
export documents and their metadata, mail them to other users besides many others.

To comply with eTMF Completeness, you can track the progress right from documents
collection to the finalization of a document through Milestones and assignments of Tasks to

authorized personnel. Besides, this application also provides you with the facility to post
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Questions and Answers along with the generation of FAQs for further insight.

The documents are then subjected to Quality Control, and Quality Review checks as specified by the
FDA.

You can access the Documents View by clicking the Documents icon from the menu bar at

the left of the dashboard. Refer to the screenshot below:

4

@ Dashboard

W
A  Ssites (TEST)
d} Communications

6 Contacts

Clicking the Documents icon from the menu bar at the left leads you to the Documents dashboard.
Refer to the screenshot below:

— % TechWritersDemoRoom v
— + Add Q search Polly Chakraborty ¥
1340 ‘ ly y

O W occument v @ wanag B Eemal

View by Ind ’
@ Vewindx @ |

i
u v & Index

Seenis adddocro. Polly Chak
W 1 signature 2 6

&, Bulk Upload (Z €dit Online

A import v ¥ Export v ? Layout v P Documents cart

Disable au. Document Reason fo. Comments

ACM_user. 303781_6. Polly Chak This is ver

test True Polly Chak.

2086077 etmf 10.pdf True Polly Chak
> B 5Site Management 0(16) P ‘
[~}
8 6 Complex ateriatest 4 303781_66191_ACM_userguide_en-US (2)_au
Y 8 10 Site Language Changes 1 2241062 TESTnew True Tiger Woo. 10 Dec 20

uage Changes_Pearl Distributed

12 2]

w Arez A ea/St
Working Area ° Working Area/Staging e @

. records available. This is version 2 of the document
19 nick folder 1 123

> I *inbox 0(1)

23 Apr 2018

|

> I *upload 0(50) ”

General ed v

B

m < 0 of0o >

Refer to the table below for more description on each numbered part.

Table 1: The Documents View

| No [ Part Name [ Descripti
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on
1. The Room Index (page 224) |The Room Index consists of folders organized into a tree-like structure starting
with Index as
the root folder.
2. The Documents Grid (page 241) Select a chid folder from the Index to populate and view its documents in the
Documents Grid.
3. The Document Data Panel Tick a checkbox next to a document in the Documents Grid to populate the
(page Document Data
267) Panel.
4. The Working Area (page 259) Shows the record of the document currently workingin.
5. The Top Ribbon Bar (page Access various functionalities required for eTMF operations from here.
269)
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Click the links in the table below for more details on each part or section.

Documents Module Settings

"= Important:

* All documents added/imported to a room get populated in the Upload
folder by default unless the Default index position is specified in the
document settings.

« Documents emailed to the room will find its way to the Communication
Inbox or the eTMF Inbox as per the room settings.

The settings that need to enable for a document are discussed in detail in the Settings
- Documents -

Documents Module. (page 97)

The Room Index

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

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

* The Index Folders are categorized as per the Document Types specified
from the Room Settings and consist of three main categories - General,
Country Management, and Site Management.

« Documents emailed to a room get stored in the room’s Inbox folder.

« Similarly, all documents imported are populated in the Upload folder.

« If a folder contains subfolders, you can expand it to list its content by >
clicking the expand arrow icon next to a
collapsed folder.

* Similarly, you can collapse an Index folder by clicking the CB'rIapse arrow icon next to an
expanded folder.

* To locate documents in a child folder, you drill down to the last child folder and click on it.

* The documents in the child folder populate in the Documents Grid.

e Tick a checkbox in the Documents Grid to view its metadata in the Metadata tab of the Right
Panel.

* Besides the Metadata tab, the Right Panel also consists of the Workflow,
Queries, Versions, History, and eSignature tabs.
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I pocument v & Manage Security

(=
View by Index
e Click to hide/unhide Index
‘s

Pane

v & Index

B 1signature2 6

> B 5 site Management  0(16)

.

Bs Complex criteria test 1

Pane Area or drag left to reduce

B 10 Site Language Changes 1
Drag right to extend the Index
B 15 Language Changes_Pearl Distributed - ——l
the Index Pane Area

B 19 nick folder 1 123
BB 20 admins only 1
B 23 test folder 2

B 24readonly 1

B 25 New folder 3 '
l it
-

From the Index Pane:

*« View the room’s folder structure (page 225)
¢ Search and navigate to sub-folders (page 247)

« Modify Index Structure (page 238)

¢ Export Index (page 240)

¢ Refresh Index (page 240)

* View Security on an Index Folder

* Export documents from an Index Folder

« Add documents to an Index Folder (page 297)

¢ Index Outline Settings and By Index View (page 707)

Choose View - Viewing the Room's Index Structure

You can view a room's index and its documents from the Index Pane of the room. From the
Index Pane, you have access to various kinds of views to the folder structure. The default

view provided by the system is By Index.
To toggle between the various views of the Index Structure:

1. Click the Choose View button on the Index Pane.

2. This opens the View Documents By popup with various view options. Refer to the screenshot
below:
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W TechWritersDemoRoom Vv
1340

@ v~ [l document v 8 Manage Security 2] Move to Startup A import v ¥ Export v % Email & Print (Z Edit Online ? Layout v [0 compare

View by Index l

Document, Title Document. Disable au, Document, Reason fo Comments Docume

View Documents By ?
v B Index

M 1 signature2 6 8 D D

I 2 eSignature 0 €TMF My List Queries Documents Others

B8 3 Country Management_polly 0(0) | m Submission Workflow Sender Posted Date

B 4 PleaseReview replacement 0 (0)

| 5 Site Management 0 (16)

m 6 Complex criteria test 1

e B >

Coun Reviews Reviewer Recipient Securil
B8 7 Complex criteriatest2 0 Ay pi ity

B8 3 Mutual Nondisclosure Agreement For
M 9 Site Signed NDA 0
B8 105ie Language Changes 1 Site Status Missing Documents Group
M 11 Additional PSV Package Documents
m 12 Protocol Draft.Protocol Synopsis 0
I 13 CRAPSV Materials 0
B 14 Relevant Communications 0 DocumentType flacchiolders Deketed Docs
® 15 Language Changes_Pearl Distributed
> 16 CNS_Contracts and CDAs 0 (0)
> m 17 PT003006 US_Site Contracts and Buc _
eSignature Collected Documents Processed Docs
> I 18 PT003007 US _Site Contracts and Buc
W 19 nick folder 1 125
8 20 adminsonly 1

> BB 2158V 0(0) Make Default

” — > I 22 exporttest 0(0)
<, o - n

| »

@ Tip: Select a view and tick the Make Default checkbox to make that view the default view.
You will then see the documents sorted and grouped by the view you marked as default every
time you visit the room.

Each of the view options are discussed in separate topics available from the left pane of this

help.

By Index and Index Outline Settings

"= Important: Index Outline is a group of settings that Administrators should leave
unchanged. The settings here are those chosen by the client during the initial room setup.
Before making changes here, consult with the Project Manager and/or the Client Services
Team.
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On creating the index, as an administrator, you can decide on number of functions and
appearances related to the Trial Interactive room’s index from the Main Navigation ->Settings
-> Documents Module -> Index Outline. You can change the names of the Upload folder, the
Index folder, and the IRB Uploads folder if so, requested by the client.
The following settings are configured from the Index Outline:

¢ By Index View

¢ Changing the Index Name

« Empty Folders Options

+ Hide Index on add new document

¢ Auto Indexing
Each of these sections is discussed in detail in the sections below.

By Index View
R About R Index Outline ™
@ “Inbox >_<' Upload folder name: * *Upload
i "Upload [33] "™inbox folder name: * *Inbox
»
@ Show Empty Fm(m,\ IRB Uploads folder name:*  *IRB Integration

ndex name: *
Enable custom Index name

7 Show empty folders option

7 Show empty folders by default

/ Use auto prefix
All 01.01.01 LALi

Alia e 111

N\ Show documents count

¥ Enable auto indexing

7 Hide index on add new document

Default index position for 19 nick folder 1
Add document:

Allow drag and drop of document on index view

The All View(By Index) shows the full folder index of the room with child pages. If a folder

contains sub-folders, it can be expanded to list its content by clicking the expand icon.
If a user emails documents to the room, such documents get stored in the Inbox folder of the

room. Similarly, all documents imported are populated in the Upload folder.

@ Note: A new Index sub-folder inherits the permissions from its parent folder.
Auto Prefix

The folders in a room index are numbered, and the subfolders follow a standard numbering
system. These folder numbers are called as Folder Prefixes, whose settings can be decided from
the Auto Prefix option in the Settings -> Documents Module -> Index Outline.
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Activate or inactivate Auto Prefixing of folders in the room’s index by
ticking the Use auto prefix checkbox. If not selected, folder titles will
appear in the index just as they were typed in during the creation of
the room’s index. Auto prefixing inserts the client’s requested prefix of
numbers or letters to identify the levels of the folders in the index. Click
the radio button for the prefix pattern requested by the client.

Documents Count

Numbers in parentheses after the folder names indicate how many
documents are available to you in each folder. Click a folder to open
the documents contained in it in the Document Grid.

By showing Documents count, by ticking the Show documents count
checkbox in the settings, users in the room will see a number in brackets
that indicate how many documents are in each index folder.

Changing the Index Name

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

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

Index name: * Custom Index Name

[V] Enable custom Index name

2. Type in the custom name requested by the client.
3. If this is the only change requested for this panel, click Save at the bottom of the panel.

Empty Folders Options

In this next section of this panel, you make selections for the client regarding the

appearance of Empty Folders.

You can enable or disable the Show Empty Folders Option. By
showing that option, users in the room will see this checkbox at the
bottom of the room’s folder index.

Another option sometimes called for by the client is to show empty
folders all the time. If that is the case with the room you’re configuring,
click this box - Show Empty Folders by default. Then, the room’s full
index will always show in the documents view, whether the folders are
empty or not.
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Hide Index on add new documents

@ Note: This setting is used only for non-admin users

If this setting is enabled:

Index position will be hidden in the new document window.
But in case if auto-routing logic can’t determine index position, this control
will be displayed, so the user will be able to specify index position manually.
3. A document cannot be copied or dragged to a different location/folder by editors.

Auto Indexing

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

1. Click the magnifying glass. The full index list appears.

Select index position to place the document X
Q

14 Relevant Communications

15 Language Changes_Pear! Distributed
16 CNS_Contracts and CDAs
17 PTO03006 US_Site Contracts and Buc

ERRER

W 508 18 PT003007 US_Site Contracts and Buc*
| ? told I L7 19 nick folder 1 —
20 admins onty ———— L

2158V

22 export test
23 test folder
24 read only
25 New folder

26 redaction

JERERREBRER

7 Show empty folders

2. Select the folder indicated by the client. In this example, the folder is named 19 nick folder 1.
3. Click OK. The window closes.
4. Click Save at the bottom of the Index Outline panel.

By Country

From this view, you can access all documents and placeholders of the Category Country
having a country name metadata specified in its Country Field. When you access this view
from within the Documents sub-module, you see all eTMF documents of the category

Country. Refer to the screenshot below:
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View by Country

@ Afghanistan 2
@ Aland Islands 2
@ Albania 2

Q@ Algeria 1

@ Anguilla 1

Q Argentina 1

@ Armenia 2

@ china 1

@ India 4

Under each country as a parent folder, the documents are further categorized by its
Document Types.
You can also view the category country documents in the By Index (page 225)view under the
Country folder (the name that you provide to this folder depends on your room settings).
For more details on how to set up this folder and its hierarchy follow on to Chapter Countries
(page 380). To know more about Site-Specific Country Category documents proceed to Site
-> By Country view.

By Site
From this view, you can access all documents and placeholders associated with the
Investigative Sites. Sites are places where clinical studies are conducted. This view shows the
segregation of Investigative Site as located in various countries.
All sites belonging to a particular country are listed under their specific country. Click a site
name to list the documents belonging to the site in the Document Grid. Refer to the

screenshot below:

View by Site °
H

v @ Afghanistan
A Charles River Lab [Site Management] 2
A LazInstitutes4 1
A Laz Institutesa AFG[Site Management] AFG
A Laz Institutesd AFG[Site Management] AFG
A New Biologics AFG[Site Management] AFG
A Test_Swati AFG[Site Management] AFG 1
A TEST2 AFG[Site Management] AFG 7

> @ china

> @ India

> @ *No Country specified
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The configurations for an Investigative Site can be setup from Settings ->

Investigative Sites (page 133). The dashlets related to Investigative Sites are:

Expiring Sites

Recently updated sites

Site Activation Status

Site Activation Progress

Sites Activation by Country

Study Monitoring Visits By Country

o g~ wh kR

By Reviewer
Administrators can reassign documents claimed in the workflow to other reviewers.

From the Documents view, select By Reviewer as the Current view for the index.
Open the index folder of the reviewer whose claimed documents you want to reassign.

Click the folder holding claimed document to reveal its contents. The list of
that user’s claimed documents populates the document grid.

Select the documents from the list that you want to reassign.

The Reassign reviewers button becomes active in the menu ribbon above the document grid.
Click Reassign reviewers. A Reassign reviewers window opens.

From the Workflow dropdown, select the workflow you want to adjust.

The Stage field auto-populates.

9. From the Reviewer dropdown, select the reviewer to whom you want to reassign the documents.
10. Click OK.

The documents are transferred to the folder for claimed documents of the new reviewer.

w N e

© N o g

My Submissions

All the documents that the user imports, emails or adds to the room are
populated in the My Submission folder. Refer to the screenshot below:

View by Submission ' | Document... Title Document... Disable au... Document... Reason fo... Comments

(] 2070015 Tips forwr... True Tiger Woo...
(%] 2070130 Test Docu... True Polly Chak...
%] 2070185 CDA AGRE... True Amruta A...
1] 2070481 DMS proc... True Tiger Woo...
% 2072057 Copy of D... True Tiger Woo...

2072157 Important ... True Polly Chak...
] 2072158 Copy of C... True Polly Chak...

My Reviews

E Note: If you are the part of the reviewers group which you are assigned to the
workflow, the My Reviews in the eTMF Documents module is automatically activated for
you. You can have the same reviews as in My Reviews from the Quality Review module as
well.
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Depending upon your workflow settings, documents added to the room are automatically
added to the workflow. You can view the documents added to the workflow from the My
Reviews view or the Quality Review module in the folder with unclaimed documents under
the workflow configured by you. Refer to the screenshot below:

View by Reviews '

v & TechWritersWorkflow

B Available for review 148

B Overdue 0

B review approved 3

B review approved with issues 0
B review claimed 0

B review clarification 0

B review declined 1

B review in progress 0

> BB Techwrites1

For more details on workflow, refer to chapter Quality Control. (page)
By Workflow

From this view, you access the documents available to the user for review in the various

stages of workflow. Refer to the screenshot below:

view by Workflow B

v B= TechWritersWorkflow
@ Approval stage 1 150
BB Approval stage2 5

> B TechWrites1
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By Status

This view displays the current workflow status of documents. Refer to the screenshot:

View by Status a

v B TechWritersWorkflow

BB doc approved 3

B doc approved with issues
B doc clarification 32

B doc declined 2

BB doc final

B doc in progress 2

BB Available for review 151
B review claimed 0

BB Overdue 0

> B Techwrites1

By Document Type

This view groups all documents by its Category as the parent folder. Each Category folder
further holds documents grouped by document types as subfolders.

These Document Types are created from Document Types Management (page 105) in Room
Settings.

Clicking each document type displays the documents of that type in the Document view.

Refer to the screenshot below:

view by Document Type °

BB *Not Specified 125
> BB Country 10(10)
v & Field validation category 2 1 (1)
> B first category 10(10)
> BB Generaled 20(20)
> B Investigative Site 35 (35)
> B third category 4 (4)
> B validation category 1 2 (2)

> B validation category 2 6 (6)
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eSignature

This view groups all eSignature documents under Completed, Waiting, and Canceled

category. Refer to the screenshot below:

View by eSignature -

M Canceled

B8 Waiting for Signatures

I Completed

Click the folder to view the required documents. You can also choose to Cancel eSignature (page

268)by selecting a document from the Waiting for eSignatures.
By Sender

This view display documents grouped by reviewers who have raised queries on documents
during a Quality Review or Quality Control and have sent them for clarification. Refer to
the screenshot below:

View by Sender ° nr.. Title ocument isable au. 0 eason fo comments : i Met

docu3

> B *Al 38

Query [1340-232] Pending
2370030 asdfgh True Tiger Woo
v I Tiger Woods 2 % .
® Pending 2
> 8 Polly Chakraborty 23 PLEASE DO NOT CHANGE THE EMAIL
> B8 Amruta Auditor! Maddel 13 SUBJECT

The following issues were
found in the document,
please attach a revised
document in your reply to
this email:

From here the user can:

1. View the query.
2. Resolve a Query. (page 376)
3. Respond to a Query.

Click the links above to know more in detail about each topic.
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By Recipient

This view display documents grouped by the recipients of the queries received by them for

B oocument v & Manage Security & Print = email €21 Move to Startup A import v ¥ Export v ? Layout v m L. Bulk Upload ([Z edit Online B Add to Cart = Documents |
Viewby Recipient al- L. THie DOLISIL., || DEMDIERS, | iDodirent. | Ressonto. | cominénts | ocud @ :
Polly Chakraborty 7 340-175
oty Ghiakrabarty Query [1340-175) R
207 erman_d T Polly Ch: 2
o B A Audlori sasddel 5 076502 german _d. rue olly Chak 6 Ap
[ pending 1] nicksep27i audit 110 True Polly Chak 26 Ap Query [1340-180] N -
B Responded 3 turkish_e1 True Polly Chak 26 Ap
BB Resolved 13 docu3 True Tiger Woo.
> B common Responder? User 3 2076934 esignt S Polly Chak 20 Fet PLEASE DO NOT CHANGE THE EMAIL
SUBJECT
Tagging 303781 6 True Amruta A
2113023 Good Clini. True Polly Chak. 17 Jul S 2
) The following issues were
2232768 mport Do. True Polly Chak 13No found in the document, please
S asdfgh = Tiger Woo. attach a revised document in
your reply to this email:
2373028 CDA Agree Polly Chak 21Jan
TechWritersworkflow: Approval stage 1
Clarification

clarification from the reviewers in a Quality Review/Quality Control.
From here the user can:

1. View a query.
2. Respond to a query.
3. Resolve a query. (page 376)

Click the links above to know more in detail about each topic.

eTMF Completeness

This view lists collected, missing documents and acts as a placeholder
for missing documents that do not fall under the required documents
section.

From within the Document Grid or from the Add Placeholder dropdown
on the top ribbon, placeholders can be created, edited, deleted for a
document. Documents can be attached to placeholders or missing
documents from the Add Document located on the top ribbon bar or by
dragging and dropping them from the Windows Explorer.

The system:

Creates a new document from placeholder and missing documents

2. Does not allow to change the category and related metadata if placeholder ID is present for
documents.

3. Allows the user to assign placeholders to milestone histories from the
Create Placeholder window. Refer to the screenshot below:
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By Posted Date

In the By Posted Date view, the documents are grouped as per the days they were
posted/imported/added. Folders by posted dates are created. Clicking each folder displays
the documents posted on that particular day. Refer to the screenshot below:

view by Posted Date u

BB 02/15/2019
B 02/11/2019
BB 02/07/2019
B 01/20/2019
BB 12/24/2018
B 12/18/2018
B 12/10/2018
B 12/03/2018

B 11/14/2018

By Security

The By Security view shows all the documents based on the security accesses provided to
users and group of users. Documents are segregated under folders by the name of users
showing the level of their access. Refer to the screenshot below:

View by Security u

> B Everyone

BB Administrators Only
I 101010 ed

BB Index Manager Group
BB Test

BB auditors

B inVentiv Health Clinical

v V¥V VvV VvV VvV Vv v

BB Pearl Therapeutics

Processed Documents

All the documents that traverse through various processes in a study can be viewed from

here. Refer to the screenshot below.
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view by Processed Docs °

v = Document Type Auto Prediction
B Pending
v &= Optical Character Recognition
@@ Not Submitted
8 Error
v &= Optimization
BB Processed
B Error
v &= Page Count
BB Processed
B Error
v &= PDF Conversion

BB In Process

@@ Not Submitted

Some examples of processes in a study that the documents need to pass through are OCR, Optimization, PageCount,
PDFConversion, PDFFixation, PublishtoeTMF, and DocumentTypeAutoPrediction. The documents are listed under each
process in this. Under each process, the documents are further categorized into Not Submitted, Pending, Processed, and
Error.

For example, as a user, you might want to submit documents for PDF Conversion. All the
documents that were converted into PDF will appear under the Processed->PDF
Conversion folder. If some documents could not be converted into PDF due to some error,
they will appear under the Error folder. The documents that were not submitted for PDF
Conversion will appear under the Not Submitted folder, and those that are still pending for
conversion will appear under the Pending folder.

Similarly, all documents that are published from a Shared Workspace to its eTMF room get
recorded under Publish to eTMF sub-folder in the Processed folder.

Deleted Documents

All documents that are deleted from a study by each user can be viewed from the
Documents module under the Deleted Documents view. The documents are grouped under
folders by the name of users who deleted documents. Refer to the screenshot below.
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view by Deleted Docs °

BB Polly Chakraborty

B Tiger Woods

For more details on deleted documents proceed to Chapter Deleted and Expired

Documents. (page 303)

By Group

In the By Group view, the folders and documents belonging to a
particular group can be viewed by clicking the group name in the index
pane.

View Documents By T

By Docsmert Type seted Do

Psgnabar Posurd Doy

Missing Documents

This view displays the list of all missing documents in a room. Refer to the screenshot below:

View by Missing Documents -

> BB Country
General
> I Investigative Site

> @B IRB/EC

Click the folder from the left to view the documents. You can also edit the metadata of the

documents from the Metadata Panel.
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To edit the metadata, select the document from the appropriate folder and edit the metadata.

Click Save to commit the changes.
Collected Documents

This view displays the list of all Collected Documents in a room. Refer to the screenshot below:

view by Collected Documents ’

> @m Country
General
v & Investigative Site
> B *Not Specified
> B Afghanistan
> Wm china
> Im India

v & IRB/EC

000
Click the folder from the left to open the list of sites. Select the required site to open the

documents in the grid.

Modify Index
Configuring the Index Structure

Generally, a room index is created while creating a room from another
room so that the index of the existing room is also copied into the new
room. A client may opt to create a new room without any index, in which
case the index structure needs to be created manually, and the
documents and its types to be added to it. Creation of an index with its
documents includes the following steps:

1. Adding main folders and sub-folders under the root folder of Index which is available by default.
2. Adding document types to the document categories. By default, the
system provides three categories for the documents:
a. General
b. Country
c. Investigative site

3. If new categories are required for the documents, the super- administrator will need to add them.
Adding documents by importing or uploading and assigning them their categories and document
types.
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Adding Parent Folders / Child Folders

The administrator follows the process below to create the main folder structure:

1. Click the icon next to the View By Index search box. A popup appears. Refer to the

screenshot below:

& Modify Index

L Export index

&3 Refresh

2. Click the Modify Index icon.
3. The Modify Index popup window opens. Refer to the screenshot below:

Modify Index ?X

v & Index

B 1 signature 2
> I 5 site Management

I 5 Complex criteria test
B 10 Site Language Chanzes
I 15 Language Changes Pearl Distributed
@ 19 nick folder 1
8 20 admins only

I 23 test folder

n

B 24 read only

BB 25 New folder

B 26 redaction

B 31 workflow

B 42 for dcos from activated site
I 55 for activation without access

BB 67 0.Test

I 59 SharedWorkspacefolder

> BB *Inbox

4. Select the root folder of Index from the popup to add a parent folder,
else click a parent folder (or subfolder) into which you want to add a
subfolder.

Click the ‘“+* icon and type in the folder name in the textbox that appears. Press Enter.
The new folder appears under the root/parent folder.

Repeat the above steps to create another parent/child folder.

Click Save.

o N o O
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Editing Folder Names

You can change the name of an existing folder.
Click the Modify index icon from the popup.
The Modify Index popup window opens.

Click the folder you want to rename.

M wDd e

Select the pencil icon.

The selected folder and its name appear in a highlighted box.
Make your changes, then press Enter.

Click Save.

N o O

Deleting Folder Names

1. To delete a folder, click the folder in the Modify Index window.

2. Click the Delete folder.
3. Click Save.

@ Note: Deleting a folder will delete all of its contents including documents and subfolders.

& Important: If you have already clicked the Delete folder in error, you can still click
Cancel at the bottom of the Modify Index window. The change will not be saved.

Exporting and Refreshing Index

Exporting Index

Export index allows you to export the index structure of the room. You
can choose to export the index for the chosen folder, or only the index
outline. The index can be exported in either HTML, or Microsoft Excel, or
Microsoft Word formats. Besides these, you may also choose to export
empty, or system folder as also documents unpublished to the eTMF.

To export index:
& 4 Export index

1. Click the Export Index from the popup and export the
index as per the actions required. Refer to the screenshot below:
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Export Index ? X

Export Options

Some information about this window

Options @ Export Index

Export Index Outline

Type:  HTML

Export Empty Folders

Include Unpublished Documents

Index Search

In the Search box below the View By Index pane, enter the name of the folder you want to

search. Press Enter or click the magnifying lens icon to reveal matching contents.

View by Index a
Dlnbox E H

Click the Cross next to the right of the search box to delete the search criteria.

The Documents Grid

You can perform the following from the Documents Grid.

* Preview and Viewing a document and its metadata (page 243)

* Access the Document Context menu on a document by the mouse right-click (page 249)
* Configure the Documents Grid (page 247)

« Copy or move documents (page 245)

Configuring the Document Grid

Through this option, you can decide which columns to display or hide
from the Document, Workflow, or Audits Grid. Thus, you can decide
exactly what information you want to see and configure the grids
accordingly to suit your view.

1. Navigate to the eTMF/Documents module.

2. Click the Update Columns icon from the top right corner of the documents grid. Refer to the
screenshot below:
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Displaying documents 1 - 6 of 6 (0 selected) e T E ® Views
Disable au... Document... Reason fo... Comments Document... Category Category Investigati... Investigati... Document...
Yes Polly Chak... This is ver... 23 Apr2018 1 General ed 2066000
Yes Polly Chak... 18 May 20... 100 first categ... 2065983

Polly Chak... 21 May 20... E] Country 2079443 Laz Institu... 2065973
Yes Polly Chak... 24 May 20... Q
Tiger Woo... 03 Dec 2018 3 Country 2069250 Annabot I... 2065973

3. The Grid Configuration window opens which displays the following panels:

a. Available Columns Panel: This panel display the list of all available columns in a room.

b. Selected Columns Panel: This panel displays the list of all columns that are selected and
added from the Available Columns.

4. To add a column to the Selected Columns pane from the Available Columns pane, hover the
mouse over the column name in the Available Columns. The + sign appears next to the column
name.

5. Click the + sign to add the column to the Selected Columns. The column gets added to the list of
Selected Columns. Refer to the screenshot below:

Grid Configuration X
Available Columns Selected Columns
Title Name Width Up
Document Id = Contact Name Document_$$ContactNames$$ 100
Title = File Name Document_$$FileName$$ 100 r
Document Name L9 Deleted By Document_$$DeletedBy$$ 100
Disable auto Document Na Delete Comments Document_$$DeleteComments$$ 100
Document Name last upda Index Document_$$Index$$ 100
Reason for not using auto Last Updated By Document_$S$LastUpdatedBy$$ 100
Comments Document Status Document_DocumentStatusld 100
Document Status Document_$$DocumentStatusName$ 100
Category Current Workflow Document_$$CurrentWorkflow$$ 100
Category Current Workflow Stage Document_$$CurrentWorkflowStage$ 100
Investigative Site Published By Document_PublishedBy 100
Inuastisative Site Nama s Published By Document $$PublishedBy$$S 100 3
Cancel m

6. Alternatively, you can also double-click the columns in the Available Columns to add to the
Selected Columns.

7. After adding the columns to the Selected list, they are greyed out in the Available Columns list
and a small green tick

appears to the next of the column name as shown in the screenshot below:
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Available Columns

Title

Document Id

Title

Disable auto Document Na
Document Name last upda
Reason for not using auto
Comments

Document Date

8. Similarly, you can remove the columns from the Selected Columns list by
clicking the - icon that appears next to the column name on hovering the
mouse over the column OR double-click the column to remove it from the
list.
9. Besides adding and deleting columns, you can also change the sequence of the columns by
clicking the Up or Down

Up

Down

buttons located at the extreme right of the window.
10. Click Save to save to changes.

Previewing and Viewing a Document and its Metadata

This allows you to view the document metadata and the document in the
separate panels in the eTMF / Documents module. These are discussed in
the sections below:

Viewing Document Metadata
To access the Document Metadata, follow the steps as below:

1. From the Documents module, select the document from the grid.

2. Hover the mouse over the bar to the right of the grid. The Metadata Viewer display with the
Open text on it.

3. Click the viewer to open the Metadata Panel. Notice that when you open the
metadata panel, the Metadata Viewer bar changes the Open text to Hide
clicking which you can hide the metadata panel

4. The Document Data Panel opens which displays the Document Metadata by default. Refer to the
screenshot below:
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@
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24 May 2018 [

WORKING AREA

As an Administrator, you can not only view a document’s metadata, but you can al

>

so change

the content of some of the Metadata fields. The icons at the bottom of the panel provide
access to several essential functions, such as saving changes and updates in the metadata
panel as shown in the screenshot above.

Notice that you can manually enter dates in the format as preferred by you if you have
enabled this option from your My Profile Settings -> General Information (page 58)section.

Refer to the screenshot below:

] Metadata Workflow Queries Versions History

Comments @

This is version 2 of the document

Document Date

[E apr2018 )
Category
General ed v

Previewing a document
To preview the selected document:

1. Select the checkbox next to the document.
2. Click the Document View button at the bottom of the grid.
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3. The document opens in the Arender view. Refer to the screenshot below with the sequence of
IK<mm > >l

12 documents (1 selected)

L] Document... Title Document... Disable au... Document...

2081023 12 Polly Chak..

2081024 VID-20180... True Tiger Woo...
2082608 S5U-4922 Polly Chak...
&) 2178883 For new q... Polly Chak...
B 2187714 Doct Polly Chak... e
& 2199663 Test Docu... Polly Chak...
2] 2217729 DMS Docu.. Polly Chak...
2217910 Doc3 True Polly Chak...
2232768 Import Do... True Polly Chak...
& 2373028 CDA Agree... Polly Chak...

2425559 For UAT 101010 ed Polly Chak...

o 2429384 1010100 - R ‘

1

steps in number denoted:

Copying or Moving Documents
Follow the steps below to copy documents:

1. Select the document(s) to be copied or moved in the grid.

2. To move the document(s) to another folder, drag the document from the grid
and drop it to the destination folder in the Index Pane.

3. To copy the document/s to another folder, hold the Ctr/ or Shift key, and
drag and drop the document to the destination folder in the Index Pane.

While copying or moving a document you will be asked to re-code the
document profile and will open the Edit Document Profile window to
enter the details. Follow the instructions to complete the form. You may
choose to replace the attachment at this time if required. If you replace
the attachment you can view the version history in the document’s
metadata panel.

E Note: Viewing of version history on replacing attachments is available only in Alfresco
rooms. For more details follow on to section Replace Documents. (page )
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If the Hide Index on add new document option is on, editors will not be able to copy or move a
document and will receive the warning as below.

Warning X

A Cannot change index when Hide Index option is on

Documents Grid Views

While in a specific folder, the user may want to filter the columns and view only the columns
that are required. This can be done by customizing the grid view. You can create your own
view and set that particular view as a default view so that you can view only that information
which is required in the grid.

Besides, you can also apply filters to the grid and save the view for future use. To set and
customize a view:

1. Navigate to the eTMF/ Documents view.

2. Select the required folder and update the columns (page 241) as
needed. The documents grid gets updated as required.

3. Click the Views dropdown at the top right corner of the grid.
4. The list of options appears. Refer to the screenshot below:

Displaying documents 1 - 11 of 11 (0 selected) 2 v m M I X
Documen t.  Tide Document.. = Dissbleau.. = Document..  Reasonfo Commen s Document Category Category - :
B 2069982 DMS TEST Polly Chak... 16 Apr 2018 e
® 2070184 CDAAGRE... Yes Polly Chak... 19Apr2018 2 Investigati.. | =
@ 2081685 Script for ... Yes Amruta M. 07 May 20...
) 2090205 For Query ... Yes Polly Chak... 05Jun 2018
2090206 feinstal.exe Amruta M. 05 Jun 2018
2091588 Wildiife Amruta M... 11Jun 2018
2091589 3Newap... Amruta M... 11Jun 2018
) 2178885 Fornewgq..  audit1_10 Yes Tiger Woo... 195ep2018 1 General ed
2343084 Creatingli... Amruta M... 18 Dec 2018

5. You can perform the following actions:
Save View

Set Default View

Show all views

Share the Views

2o o

Each of these is discussed in the sections below:

Save Views
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After updating the columns in the grid, click Views - Save View. The Save View window opens.
Refer to the screenshot below:

Save View x

Name  pry View

Make Default for Me

Make Default for Al

Cancel

Enter the name of the view and enable the options by clicking the
toggling buttons below for the default view. You can either make the
view default for you or for all the users who accesses the folder to which
the view has been set. Click Save to save the changes.

On saving, you can see the name of the view and columns also gets

Document Id Title

2069982 DMS TEST

2 2070184 CDA AGREEMENT

2081685

Displaying documents 1- 11 of 11 (0 selected) 2 v

o ECE

Document Name Disable auto Document Name Version Date

Yes

Script for myTl demo Yes

updated. Every time you visit the folder, you can select the view for the
grid. Refer to the screenshot below:

Show All views

If the room has multiple views created in a room, and if they are visible
to all users, you can view all the views in a room. To display all views:

1. Click Show All Views from the from the Views dropdown. Refer to the screenshot below:

Default views

® Views

Recent views

@

= Show all views

2. The Views window opens which contains the following tabs:

a. All: This displays the list of all the views in a room.

b. Created by me: This displays the list of all views that are created by you.

¢. Shared by me: This displays the list of all the views that are shared by you to the other users.
d

Shared with me: This displays the list of all the views that are shared with you by the other
users.

e. Default Views: This displays the list of all default views.
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The screenshot below shows an example of the All views:

Views x
All [ Created by me ] [ Shared by me ] [ Shared with me J [ Default views J
Title Created By

E Note: The Delete and Select buttons are enabled only when you select a
view from the list.

To delete a view, select a view from the list and click the Delete button at the top right
corner of the window.

Share Views

E Note: This option is enabled in the Views dropdown only when you select a view created from the list.

To share view:

1. Select a view you want to share from the list of views. The selected name of the view displays
2. Now, click the Views dropdown. The list of options appears.
3. Click Share View. Refer to the screenshot below:

® o I

-

4. The Share window opens.
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5. Select the Groups or Users to whom you want to share the view. Double
click the user from the left pane to add them to the Selected members pane.

6. After selecting Gorpus/Users, click Share. Refer to the screenshot below:

Share X
Groups Users Selected members
Name

Swati Auditor2 Pawar
B LlastName First Name Email Phone Mobile

B Swati swatib008@gm
Pawar Swati swatipawar.put

8 e Lo e | il
Double-click to add

Groups/ users to Selected
Members pane.

»

< ous | 1 |of1 Nextd

7. This shared view now displays under the list of Shared by me in the Show All Views.

Documents Context Menu

You can perform the horde of activities on a document from the Document Actions (page
269) as well as by right- clicking on a document in the Document Grid.

Refer to the screenshot below to get a list of actions possible from the Documents Context
Menu. Each of the functionalities is discussed in separate topics available from the left panel

of this topic help.
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© Add Document
rlj Copy Link
X Delete

& Manage Security

@& Open Profile
(& edit Profile

(\§ Replace Attachment

B Add to Cart
* Add to favorite

3¢ Remove from favorite

€ OCR
Convert Non PDF to PDF

(&' send for E-Signature
(£ cancel E-Signature
&) Add to Review

¢ Ask a question

V Related documents

Adding a Document

From the Documents Module, right-click on a document in the Document Grid.
Select the Add Document option and the New Document window opens.
Enter the details as required to create a new Document profile. Refer to the
screenshot below:

u Document... Title Document... Disable au...

2070018 ACM_user.. 303781_6... True

2086013 © Add Document«

2086077 3 copy Link True

X Delete
2237337

& Manage Security
2241062 True

3. Select the appropriate Category from the dropdown list: General, Country, or Investigative Site.
Depending upon the category selected, the document’s Submitted Name
field would appear or disappear. Enter the Submitted Name as required.
Select the Document Type, and Document Date. Type in the date if that is configured for you.

6. Add pertinent Comments, if necessary. The Index position will populate
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automatically, based on the folder you selected from the index.
7. Click the Add button at the right end of the Attachment field to attach a document.
8. Click Save.

Deleting Documents Deleting Documents To delete a document:
1. Navigate to the Documents module.

2. Select the document(s) from the documents grid.
3. From the right-click menu, select Delete. Refer to the screenshot below:

B Document ¥ @ Manage Security 2] Move to Study Start-Up 4 Importv W Exportv &% Email 8 Print @ Compare
®*
1-30f3 (1 selected) 2  Yriters [MSelectColumns  ® Default View ¥
. 2 =~ Ia Document Type « Docum...  Index Document Id
8 Editor 102 75 I - i ﬁ- Upload\Steve Clark 577878
A ~ i © Add Document
ditor 1
itor B Copy Link Upload\Steve Clark 577879
B Editor 104 86 I X Delete Upload\Steve Clark 737986
& B8 Editor 105 2 @ VieA_Jocument security
M Edicor 106 4 Q Replace Attachment / URL
4 B Editor 108 2
B Add to Cart
B Kijung Park 1

W Polly Chakraborty 2
B Roger Stear 9

B Snehal Khandkar 8

* Add to Favorites

PDF to PD!

[# Send for E-Signature

M Steve Clark 3 © Ask a question
i Stevenli 6 P Related documents

M stevenli1953@gmail.com 1

W Swatitest Pawartest 2

S i - 1

Deleted Documents View

All documents that are deleted from a study by each user can be viewed from the
Documents module under the Deleted Documents view. The documents are grouped
under folders by the name of users who deleted documents. Refer to the screenshot below.

¥ Training Room 1 ~

e eTMF / Documents
B Document ¥ & Manage Security ] Move to Study Start-Up “» import ¥ ¥ Export ¥ = email & print M compard]
l 1-30f3 (1 selected) £ Y Filters @ select Columns
& x
MY LIST WORKFLOW DOCUMENTS OTHER |
I oo By Status eTMF Completeness Security
Ermpty Folders Reviews By Reviewer Working Documents Group
General

igative Sites

how
w
w i
how Countries
Document Type
Site
Country

Tag

Audit Findings Workflow

E-Signature Query By Sender

Query By Recipient

Make default

Make default for all rooms

Cancel

Posted Date

Processed Documents

Documents Security

Copy Link

Clients might need to copy a document link through the Document
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dropdown in the eTMF module. They can choose the type of document
link to copy through theCopy Link Settings option.

Once the Copy Links settings are made, follow the steps as below to copy a link:

Navigate to the Documents Module.
Select the required document from the grid and right-click on it.

Click Copy Link to copy the link to a document, or to copy the link
to a document with metadata and anotification about the same is

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

received. Refer to the figure below:

Paste the copied URL in a browser tab. Depending upon the option set up in Documents Settings,
the document will either open up in the browser for you to read, or the link will take you to the
eTMF room and open the document and its metadata for you to view. Copying and pasting the link
of an empty document shall display the message ‘This document profile does not have an
associated document’.

Purging and Restoring Documents

Deleted documents can be restored or purged by clicking the required
icon located on the top ribbon from the Document dropdown or he
right-click menu on the document . Restored documents take the
same place in the index they were located in before deletion. Refer to
the screenshot below:
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% TechWritersDemoRoom ¥

1340
a Manage Security & print = Email @ Move to Startup A Import v ¥ Export v ? Layout M compare X sukk Upload
© Add Document ° u Document... Title Document... Disable au... Document... Reason fo... Comments
2072157 Important ... True Polly Chak...

Amruta A..

1 Restore Documents
_ A 2081644 Taooina 303781_6... True Amruta A..
d
M Purge N
5 o 1 Restore Documents
A i} Purge

¢ Ask a question

- & ocr m

Documents can also be auto purged if so required by the client. For such documents, the
admin can enable the Auto Purge

(page 97) from the Room Settings.

Opening Document Profile

In the Documents module, select the document and click Open Profile from the right-click
menu on the document. Refer to the screenshot below:

Print ¥ Email €8] Move to Startup A import v ¥ Export v ? Layout M compare 2. Bulk Upload
u Document... Title Document... Disable au... Document... Reason fo... Comments Docun|
W 2070018 ACM_user... 303781_6... True Polly Chak... This is ver... 23 Ap||
2085967 test True Polly Chak... 18 Ma

|
2086013 F Polly Chak... 21 M3
[+]

Add Document

2086077 True Polly Chak... 24 Ma
@ Copy Link

2237337 St Tiger Woo... 03 Det
X Delete

2241062 Tt True Tiger Woo... 10 Der

a Manage Security

@ Open Profile J

(& Edit Profile
Q Replace Attachment
<] i »

¥ Add to Cart

£ Previous 1 of1 Next >

On clicking Open Profile, you will see the Document Profile for the selected document. In
this view, the fields are static. Refer to the screenshot below:
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Document Profile

Organization: All

10 08 2017 07:23:19 EST
1008 2017 07:23:19 EST
2507 2017 14:34:10 EST
1907 2017 10:56:58 EST

12 07 2017 07:34:05 EST

Document Profile Activity Log

Updated By
Polly Chakraborty {(chak.polly@.

Polly Chakraborty (chak.polly@..

Polly Chakraborty (chak.polly@...

Polly Chakraborty (chak.polly@.

Polly Chakraborty (pchakrabort.

Activity type: All

Activity Description

Update security: gmail.c.

Update security: gmail.c..

Metadata field was upd

Mass coding LinkTopics

Mass coding LinkTopics

Page 139 of 358

2103 2017 06:25:07 EST  TymSA@tym.com Update security: tym.com

2003 2017 11:18:50 EST  TymSA@tym.com Update security: tym.com
2003 2017 11:18:50 EST TymSA@tym.com Update security: tym.com
2003 2017 11:18:50 EST TymSA@tym.com Update security: tym.com
20032017 11:18:50EST  TymSA@tym.com Update security: tym.com
20032017 11:18:50 EST  TymSA@tym.com Update security: tym.com
20032017 11:18:49 EST  TymSA@tym.com Update security: tym.com
2003 2017 11:18:49 EST  TymSA@tym.com Update security: tym.com

2003 2017 11:18:49 FST TvmSA@tvm com Undate security: tvm com

Editing Document Profile

In the Documents module, select the document and click Edit Profile
from the right-click menu on the document and the fields are no longer

® Print ¥ Email 2] Move to Startup 4 import v ¥ Export v ? Layout M compare 2. Bulk Upload
u Document... Title Document... Disable au... Document... Reason fo... Comments Docun|
%] 2070018 ACM_user... 303781_6... True Polly Chak... This is ver... 23 Apt
2085967 test True Polly Chak... 18 Ma
ad i W-- S diints --
20 © Add Document True Polly Chak... 24 Ma
@ Copy Link
Tiger Woo... 03 Dei
X Delete
22 True Tiger Woo... 10 De:
m & Manage Security
@ Open Profile
(£ Edit Profile
‘I'L"’
Q Replace Attachment

static. Refer to the screenshot below:
By this route, an Administrator can edit the document profile. Editing profile is also possible

from the Metadata Panel.
(page 262)

Add Selected to Cart

Add Selected Document to Cart

Proceed to section Adding Selected Documents to Cart (page 282)for the detailed

information.
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Adding and Removing Favorites
Adding Favorites

Click Add to favorite from the Documents Context Menu menu to mark
a document as favorite. Similarly, click Remove from favorite from the
right-click menu to unmark document as favorite.

Besides, you can also click a Star to the left of a document to mark/unmark it as a favorite.

Ask a Question

This allows you to create a question related to a particular subject. Click
the link Ask a Question to lead you to the topic

E Note: You can also perform this action from the Documents Actions (page 269)
dropdown on the top menu bar.

Convert Non PDF to PDF
Convert Non PDF to PDF and PDF fix

This allows you to convert the Non PDF documents to PDF. You can view these converted
PDF documents under the

Processed view of the documents.
e-Signature

This section discuss the various ways of e-Signature used to sign the documents.

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

OCR
This allows you to choose the language for OCR.

OCR can also be performed from the Documents Actions dropdown (page 269)

on the top ribbon bar. To specify languages for OCR:

1. Right-click on the required document from the grid. The Document Context Menu popup
appears.

2. From the Context Menu, select OCR.
3. The Select OCR languages popup appears.
Click the textbox and select the languages as applicable from the dropdown.
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Select OCR languages ?X

Please specify languages for OCR

English Swedish X

Romany o
Ruanda

Rundi

RussianOldSpelling
Rusgian

Samdan

Selkup
SerbianCyrillic

ool o

5. Click Ok.

PDF Fix
Grid Filters

For a document grid, you can apply and save filters to
make the search for the documents easier. To apply
filters:

1. Click the Filter icon above the document grid.
2. The Filter options are enabled at the top left corner of the documents grid. Refer to the screenshot

Displaying documents 0 - 0 of 0 (0 selected) = o ® Views ~
o = |*
Document... Title Document... Disable au... ' Category Investigati..
Bl a bl
below:

3. From the enabled options, you can perform the following:
a. Create New Filter
b. Add Existing Filter/Manage Filter

Each of these is discussed in the separate sections below:

Creating New Filter

1. Click the + °sign above the documents grid.
2. The Create Filter window opens. The window displays the following:

a. A textbox that displays the Title for the filter selected.
b. The options for matching the filter records. Refer to the screenshot below:
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Create filter x

Include records that match m of the following fileers D

3. Notice that there are two + plus signs to the right of the window which allows
you to create a single filter and group of filters.

Adding Single Filter

4. To add a single filter, click the first + sign. Refer to the screenshot below:

Create filter x

Include records that match m none ) of the following filters

A dropdown appears. Click the dropdown and select the fields to which you want to apply filters.
6. Select the operator and enter the value for the selected field. Refer to the screenshot below:

Create filter x
Title = TEST

Include recerds that match m of the following filters
Title (Title) ~ || = ~  TEST

7. Click Add if you wish to display the filter in the current view or click Create
if you want to save the filter and use it later.

8. After creating a filter, when you select the filter and apply it for the
document grid, the search results display accordingly. The screenshot
below shows an example of the filter result applied for the Title =
Test.
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Displaying documents 1 - 9 of 9 (0 selected) = T @ views -

Documenc.. | Tide | Document..  Disableau..  Document. — Reasonfo..  Comments Document..  Category Category Investigati...

® 2072804 TEST oudit 110 Yes Amruta M.. 25Apr2018 1 General ed

® 2081892 TEST audit 110 Yes Amruta M... 08May20.. | 1 General ed
2085479 test Yes Polly Chak... 17May 20, | 2 Investigati.. | 2069253
2085967 test Yes Polly Chak... 18May20.. | 100 first categ..

® 2085986 test Yes Polly Chak... 18May20.. | 2 Investigati.. | 2069281
2090128 Test Yes Polly Chak... Olun201 | 3 Country

= 2090144 test Yes Amruta M...
2217728 Test Yes Polly Chak...
2423448 | Tes: | Yes Polly Chak... 2 Investigati.. | 2069253

9. Similarly, you can add group filters to apply for the document grid and search for the results by
clicking the second +

sign % Proceed further as discussed above to add group filters.

Add Existing Filters / Manage Filters

Manage filters allows you to view and share the created filters by you

and by others. When you click the Manage Filters' = icon above the
documents grid, the Filters window opens. Refer to the screenshot

below:
Filters x
Al [ Created by me ] [ Shared by me ] [ Shared with me ]
+ Add & Clone Delete Only one filter must be selected |+
Filter |

Test(Amruta Maddel)

T

Title = TEST(Amruta Maddel)

Cancel Select

You can perform the following activities on the filters in Manage Filers window:

1. Share Filters
2.Clone Filters
3.Delete Filters Sharing Filters To share a filter:

1. Select the filters from the list of filters in the Filter window.

2. The selected filter appears in the right pane of the window and the buttons
Clone, Delete, Share, Cancel, and Save are enabled. Refer to the screenshot
below:
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All [ Created by me ] [ Shared by me ] [ Shared with me ]

+ Add @] Clone Delete | * Share "D Cancel Save

L} Filter

Test(Amruta Maddel) i

Title = TEST(Amruta Maddel)

Test

nclude records that match () of the following filters

Title (Title) v = ~  DMSTEST

m

3. After selecting a filter, click the Share button. The Share window opens.
4. Select the Users / Groups to whom you want

to share the filter and click Share. Deleting Filters
Similarly, select the filter from the list of filters and click Delete to delete the filter.

Viewing Shared Filters

You can view the filters that are created by you, shared by you and that are shared with you by
clicking the required tabs in the Filters window.

The Working Area and Grid

When you open the eTMF/Documents module, the following appears:

1. The Room Index (page 224)
2. The Documents Grid (page 247)

3. The Working Area and Grid
In Trial Interactive 10, the eTMF index is separated from the working folders which include

Working Documents, Rejected Documents, Uploaded, and Emailed documents. Users can
perform various actions like document coding, document replacing and attaching, adding
documents to workflow or auditetc. from this Working Area. The folders in the working area
are hardcoded and any documents coming in the room, either by uploading or emailing are
available for further process or actions from this Working Area. Refer to the screenshot

below:
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TechWritersDemoRoom v
* Q search @ Polly Chakraborty ¥
1340
B cocument v @ Manage Security - Email (2} t A import v W Export v ? Layouuv M I X, Bulk Upload z -] t ¥ Documents cart
@  Veworindex - | Noecords vatabe @

n v & index

A B 1 signature 2 6

> BB 5 Site Management  0(16)
= 8 6 Complex reriatest 1
a B 10 Site Language Changes 1

B 15 Language Changes_Pear! Distributed'

B 19 nick folder t 123
B 20 admins only 1
B 25 test folder 2

W 2areadonly 1

B 25 New folder 3 < 0 ‘ofo R4
rem—

Working Area Working Area/Staging
Title Document Disable au. Document. Reason fo. Comments Docus

8 19 nick folder 1 123

v B *Inbox 0(1)

8 Amruta Auditor1 Maddel 1 ”

> B *Upload 0(50)

G < Tt s>

Besides working on documents, you can also drag and drop the documents
from the Working Area to the required eTMF folders above like for the
Country and Site views, the user can easily drag and drop documents from
the working folders into missing documents and placeholders in the
eTMF.

B Note: Documents can be dragged only out of Working Area but not into the Working Area.

Hiding or Unhiding the Working Area/Staging panel

To hide or unhide the Working Area, hover the mouse over the bar above the Working Area.

The Hide - Working Areabar appears. Refer to the screenshot below:

View by Index [ - | 9 documents (9 selected)
Document... Title Document... Disable au... Document... Reason fo... Comments
> [ 5.17 TEST2 AFG[Site Management] AF * 2 2069982 DMS TEST Polly Chak...
B 6 Complex criteria test 1 2] 2070184 CDA AGRE... True Polly Chak...
B 10 Site Language Changes 1 @ 2081685 Script for ... True Amruta A..
BB 15 Language Changes_Pearl Distributed B 2090205 For Query ... True AmrutaA...
8 19 nick folder 1 123 2090206 ieinstal.exe Amruta A...
B8 20 adminsonly 1 - s
e 2091588 wildlife Amruta A...
B 23 test folder 2
2091589 3.New app... Amruta A...
BB 24 readonly 1
2178885 For new q... audit 1_10 True Tiger Woo...

B 25 New folder 3

, - YR I N I YV N
B 26 redaction 1 -

B 31 workflow 1

T \WORKING AREA

W g "
Working Area Working Area/Staging

- < Previous 1 of1

No records available.
B 19 nick folder 1 123

@ *Inbox 0(1)

p @B *Upload 0(50) m
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Hiding the Working Area

You can also drag the Working Area/Staging to the extreme left to hide the Work Area.

Refer to the screenshot below:

Working Area Working Area/Staging

Drag to the No records available

M 19nickfolder 1 123 leftto hide
the

W *inbox 0(1) Warking
Area
I® *Upload 0 (50) —

Similarly, you can also drag the Working Area/Staging Area up to
increase the size of the window and the number of documents count
in the grid.

< 0 ofo

The Document Data Panel

The Right Panel opens by default in the eTMF Documents Module when you click Documents from the left pane.

From the Right Panel located at the right of the documents grid, you
can view the following panels after you select a document from the
grid:

Metadata panel

Workflow panel

Queries panel

Versions panel

History panel

eSignature panel

S

Each of the functionalities above is discussed in separate topics available from the left panel
of this help.

You can hide this panel by hovering the mouse to the right of the grid
and clicking the Hide arrow. Refer to the screenshot below:

Print = Email fa Move to Startup 4 import v L 2 Export v ? Layout M compare X Bulk Upload B Add to Cart ™ Documents ca

[ ] Document... Title Document... Disable au... Document... Reason fo... Comments Document... [7]| Metadata Workflow Queries Versions
2070018 ACM_user.. 303781_6... True Polly Chak... This is ver.. 23 Apr 2018 document Id
2086013 adddocfro... Polly Chak... 21 May 20... Title * @

Click the arrow to
2086077 etmf 10.pdf True Polly Chak... 24 hide/unhide the Right Panel
Document Name

2237337 ShowingS... Tiger Woo... 03 Dec 2018
2241062 TESTnew True Tiger Woo... 10 Dec 2018

Disable

auto

Document

Besides, you can also hold the panel and drag it to the extreme left of the page. Refer to the
screenshot below:
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i Document v a Manage Security & print = email @ Move to Startup A import v < Export v ? Layout M compare 2. Bulk Upload
g ViewbyiIndex ° u Document.. Title Document..  Disableau.. ~ Document..  Reasonfo.. ~ Comments  Document.. (5§
2070018 ACM_user... 303781_6... True Polly Chak... This s ver... 23apr201s Y Do
&
v & Index i
2086013 adddocfro... polly Chak... 21 May 20... T
A B 1signature2 6 =
2086077 etmf 10.pdf True Polly Chak... 24 May 20...
> B 5site Management 0(15) L p v Y &
N E o
(%) B 6 Complex criteria test 1 2237337 Showing S... Tiger Woo... 03 Dec 2018
B8 10 Site Language Changes 1 2241062 TESTnew True Tiger Woo... 10 Dec 2018
B 15 Language Changes_Pearl Distributed H‘
B8 19 nick folder 1 118
8 20 admins only 1 Hold and drag to the lacation as Dog
required. You can drag the panel upto
W Za e, 2 the extreme left of the page.
M8 24readonly 1 il Red
Nar
< Previous 1 oft  Next

_ WmosNewfolder 3 =

<] i »

Working Area Working Area/Staging

Metadata Panel

Metadata Panel is activated by default when you select a document.

As an Administrator, you can not only view a document’s metadata, but you can also change
the content of some of the Metadata fields. The buttons at the bottom of the panel provide
access to several essential functions, such as saving changes and moving to the next

document in the metadata panel. Refer to the screenshot below:
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& Claim £ More v
2 T P
Document Metadata i
Document id =
Title * @
etmf 10.pdf
Document Name
Disable auto Document Name
Document Name last updated by
Reason for not using auto Document Name
Comments @
Document Date
24 May 2018 =]
Category
v
nvestigative Site
A -
Cancel m Save and Next
< Previous Document Next Document »

Notice that you can manually enter dates in the format as preferred by you if you have enabled
this option from your My Profile Settings - General Information (page 60) section.

You can also shuffle back and forth between documents in the grid by clicking the Previous
Document and Next Document links at the bottom of the Metadata panel.

The Metadata Panel also provides the Claim button and the More (Settings) icons at the top
of the panel to allow you to claim documents in workflow and perform various actions on the

document.

Workflow Panel
You can do the following from the Workflow Panel:

Claim Documents in a workflow

View the Workflow History

Initiate a Query

Release a document from a workflow’
Reassign Reviewer

Exclude document from a workflow

o g~ wbdh PR

The Workflow panel displays all the details of the document workflow.
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Me t Workfl
10 documents (1 selected) %l
[ Document..  Title Document..  Disableau..  Document.  Reasonfo... Comments Document..  Category cal @eim o
W 2069982 DMS TEST Polly Chak... 16 Apr 2018 Workflow HiStOI’y ~
2] 2070184 CDA AGRE... True Polly Chak... 19 Apr 2018 2 Im T
17 Apr 2019 0545P
2] 2081685 Script for ... True Amruta A... 07 May 20...
17 Apr 2019 05:45 PM
2090205 For Query ... True Polly C! 05Jun 2018
0 2090206 ieinstal.exe Amruta A.. 05Jun 2018 06 Apr 201 DL
2091588 wildlife Amruta A... 11Jun 2018
08 Apr 2019 0419 PM
2091589 3.New app... Amruta A... 11Jun 2018
® 2178885 For new g... audit1_10 True Tiger Woo... 195ep2018 1 Ge 08 Apr 2019 049 PM
2348984 Creating li... Amruta A... 18 Dec 2018
View All History
2423443 Good clini... True Polly Chak...

Click the Date to view from the Workflow History section to view the full history of the

Workflow History

|Q 17 Apr 2019 | 05:45 PM

Stage Approval stage 1

Status Available for review
Issue:

Activity Release

User Name  Polly Chakraborty

Comments

17 Apr 2019 05:45 PM
08 Apr 2019 0425 PM
08 Apr 2019 0479 PM
08 Apr 2019 479 PM

View All History

document in a workflow as shown in the screenshot below:

Queries Panel

From the Queries tab, you can not only view the queries received but also can resolve them.
You can view queries in Tl by various methods:

Query Email: By the Query Responder from the query email received in his/her inbox

By Recipient View: The Query Responder can view the queries received under the By Recipient
view if the said query responder has access to such a Tl room and documents related to the query.

3. By Sender View: The Reviewer can view the queries from the By Sender view if such a reviewer is
the creator and sender of the query.

4. By Reviewer: This view is available only for admins and such a user can view the queries sent and
responded by all the reviewers. (add to profiling for admins)
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5. By Reviews: The reviewer can view all the queries from the By Reviews view which he/she has
initiated.

Viewing a Query
To view a query, follow the steps as below:

From the eTMF/documents application, click Choose View next to the Index View.
The View Documents By popup appears.

Select the By Sender view and click Select at the bottom of the page.

The folders with the name of reviewers appear.

Click the required folder. The following folders are available for the query:

a k~wdheE

a. Pending: This folder contains all the queries sent and are awaiting the response.
b. In Progress: This folder contains all the queries which are responded.
¢. Resolved: This folder contains all the queries which are resolved.

Select the required document from the grid and click Query tab from the metadata panel.
The queries display in the Queries panel.

Click the query to view the full query history.

The query displays the following:

© © N

a. The email body of the query that was initiated.

b. The responses and attachments to the query displayed by green sections. Refer to the
screenshot below:

® v Mems St ?uayouty W Documents cart v
- 20 documents (1 selected) & claim  more v
- S— ] 0 ¢ Document e au. Comment Document Category ol

sy
WF Name TechWritersworkflow
WF Stage Approval stage 1

Issues TechWritersWorkflow: Approval stage 1

|H pehakraborty@transperfect.

9 May 2018
9 May 2018
1 cd 9 May 2018
9 May 2018

TESTnew

¢. Expand the required section to view the details for the sections.

Viewing Query History

To view the query history, open the required query and click the Query
History button at the bottom of the Queries panel. This opens the
history of the query in the Query History window. Refer to the
screenshot below:
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Query History

PLEASE DO NOT CHANGE THE EMAIL SUBJECT

The following issues were found in the document,
please attach a revised document in your reply to
this email:

TochWritersworkflow: Approval stage 1

Clarification

Site name TechWritersDemoRoom

From the Query History window, select the required query activity from the left pane and
the details of the history displays in the right pane.

VersionsPanel

Versions Panel allows you to view and compare the different versions of a document.

Select a document from the grid and click Versions tab from the Right panel. The different
versions of the document are displayed in the versions tab, if applicable. Refer to the

Z Metadata Workflow QuenesH\story

Version 2.0 Compare
More info
Version Label 2.0

Status Date 10 Dec 2018, 11:59
AM

Version 1.0 Compare
More info
Version Label 1.0

Status Date 10 Dec 2018, 11:57
AM

screenshot below:

Clicking More info next to the version number opens the Version History which gives a
detailed view of the document version history. Refer to the screenshot above.

History Panel
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entries of the activities performed on the document. Here, you can apply filters to view the
history of a document. Refer to the screenshot below:

Document History Filters
The History Panel provides the following filters to allow you to view a document history:

1. By Organization: Use this filter if you want to view the document history based on the
organization.

2. Activity Type: Use this filter if you want to view the document history by the activity performed
on it.

3. Date Filter: Use this filter if you want to view the document history within the set date range.

View All History: Click this button to view the full history of a document. The
full document history opens in a popup. You can also apply the filters from the
All History popup.

Viewing Document Activity
Every activity in the History panel is denoted by a node. Click the node to view the
description, date, time, and name of the person who performed the activity on the document.

Refer to the screenshot below:

@ M data Workflow Queries Versions| Histo
{

Organization Activity Type

All v All v

O Update security

O Update security

O Update security

X
w
N
9]

(O Metadata field was updated

11 Jun 2018, 11:06 AM

View all History
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Clicking the View All History button opens the All History popup which displays the complete history of a document and also
allows you to filter the document history based on the Organization, Activity Type, and Duration. Refer to the screenshot

below:

All History ?X
Organization Activity Type
All v All v

O Replace file

O Replace file

O Metadata field was updated

QO Replace file

(O Document was edited online

() Replace file

Cancel

eSignature panel

10 documents (1 selected) € ata Workflow Queries Versions History IsSngnature
[ Document... Title Document... Disable au... Document... Reason fo... Comments Document... Category eSignature
2] 2069982 DMS TEST Polly Chak... 16 Apr 2018
This document has no eSignature yet, but you can start the
2] 2070184 CDA AGRE... True Polly Chak... 19 Apr 2018 2 eSignature workflow now,
2] 2081685 Script for ... True Amruta A... 07 May 20... Send for eSignature
N T K 2 S N N |

2090206 ieinstal.exe Amruta A... 05)Jun 2018

2091588 wildlife Amruta A... 11Jun 2018

2091589 3.New app... Amruta A... 11Jun 2018
® 2178885 For new g... audit1_10 True Tiger Woo... 19 Sep 2018 1

2348984 Creating ... Amruta A... 18 Dec 2018

2423443 Good Clini... True Polly Chak...

The eSignature Panel:

1. Allows sending the document for eSignature if it is not initiated for eSignature yet.
2. Display the status of the document eSignature if it is initiated for eSignature.

Besides eSignature Panel, you can also send the documents for eSignature from the Document
Context Menu (page 249)by right-clicking on a document.

Cancel eSignature

If the document is waiting for eSiganture, the eSignature Panel
displays the status of the document as shown in the screenshot
below:
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Vork ueries Versions History |eSignature
eSignature
eSignature Type Parallel
esignature Status
O Amruta Maddel \Waiting for signers
( Cancel E-Signature

Select the eSignature and click the Cancel E-Signature button at the bottom of the
eSignature Panel if you wish to cancel the eSignature of any document. Click Yes on the pop-

up that appears to confirm the cancellation.

The Top Ribbon Bar
This bar is located at the top of the Documents Dashboard and allows access to various

functionalities on documents:

e« The Document Actions

*« Manage Security on documents
e Print

« Email

¢ Move to Startup

¢ Import

e Export

¢ Comparing Documents

¢ Documents Cart

e Dashboard Layout

Refer to the screenshot below:

|@ v W Documentv @ Manage Security 21 Move to Startup A importv W Exportv % Email & Print ?layout v [T Compare W Documents cart v

Each of the above functionalities is discussed in separate topics available from the left panel
of this help.
Document Actions

You can perform the horde of activities on a document by from the
Document Drop down located on the top ribbon bar of the eTMF

E Document~ @& Mang
@ Replace Attachment

¢ Ask a question

£ OCR

£¥ Configuration

Y Add filter

Documents Dashboard.

Each of the functionalities is discussed in sections below:
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To replace a document attachment or URL:

1. Select the required document from the grid and click the Document Actions dropdown from the
top ribbon bar.

The dropdown appears.
Select Replace Attachment / Add URL.
The Replace Attachment / Add URL popup window opens.

Select the File radio button to replace an attachment, or select the URL radio button to replace
the URL

6. To attach a document click Browse and select the required document
from the Explorer, whereas to replace aURL ????

7. Enter the reason for replacement.
8. Click Apply

1. Click Ok.

g~ W

Manage Security

The Trial Interactive platform allows for two different approaches for defining security rights
in the Trial Interactive site. Security can be set on a folder level or on a document level.

E Note: You can also Manage Security for Sites which is different from managing security for documents and is discussed
in topic Manage Security for Sites.

Folder Level Security

This allows to assign security for the individual folders in the Index of the room. This
automatically applies the security to the documents when they are uploaded in the assigned
security folders.

To assign Folder Level Security:
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& Manage Securit
1. Click Manage Security 8 y from the top ribbon bar. The
Manage Security window opens. Refer to the screenshot below:

Manage Security ?2X

Select the Target Select Folders

cuments v % Index ‘

Mm 1 signature2 6

Subfolder Security 8 2 esignature 0 ‘

Apply same security as the parent folder > 8 3 Country Management_polly 0 (0)
> Bm 4 PleaseReview replacement 0 (0)
Select the security update type
> m 5 Site Management 0 (16)

M 6 Complex criteria test 1
8 7 Complex criteria test2 0

8 8 Mutual Nondisclosure Agreement Forms and Process 0

B 9 Site Signed NDA 0

8 10 Site Language Changes 1

m 11 Additional PSV Package Documents 0
m 12 Protocol Draft.Protocol Synopsis 0
I 13 CRAPSV Materials 0

I 14 Relevant Communications 0

i »

Cancel Next

2. Select the Folders button from the Select a Target section in the left panel of the window. The
panel on the right that displays the Index structure becomes active allowing you to select exactly to
which folders you would like to apply the security change. You must select at least one folder from
this list.

By leaving the Apply same security as the parent folder checkbox unchecked, you can
select specific subfolders on which to modify the security settings. If you check the box,
you need only to select the main folders whose security settings you want to modify.

3. Select the checkbox next to the folders to which the security is to be applied.
4. Select the Security Update Type for the folder from the following options.

Security Type Description

Update existing security This option leaves all current security definitions in place and adds on any new definitions set in step two of the

manage security process.

Over write security This option erases all current security definitions and replaces entirely with the definitions set in step two of the

manage security process.

Remove from existing

security This option leaves intact any security definitions already assigned, but removes access for any group(s) or

user(s) specified in step two of the manage security process.

Restrict access to

. This option erases all current security definitions in place and makes the target files/folders only viewable to
Administrators only

administrators.

Click Next. The Access and Security step of the Manage Security opens.

6. Using the Groups and Users tabs on the left side of the control window,
select the Groups and/or Users to update security rights.Refer to the
screenshot below:
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Monroe

Lambert

Manage Security

Access and Security

Select group(s) and/or user(s) and set the desired levels of access.
Groups Roles Users
All v
Name ~
Jackson
[y
0
s Smith

Previous

? X
Security Grid
Full Name E @ A @
g Members ® =}
Ginger White @ =
Mila Kunis © <

7. Hover the mouse over the group/user name in the left pane. The Plus icon appears to the right.

8. Click the Plus icon to add the group and /or users to the Security Grid to the
right pane. Notice that the group and /or user is grayed out when you add
them to the Security Grid and a small green tick appears to the right of the
selected group/user. This moves the Groups and/or Users into the Security
grid on the right. Refer to the screenshot below:
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Manage Security

Access and Security

Select group(s) and/or user(s) and set the desired levels of access.

Groups Users

] Last Name First Name Email Phone Mabile Organization
vlad3101@ya.ru
qa+04@ecisys.com
auditresp2@test.cor

qa+03@ecisys.com

Again try@demo.com

Auditor Second auditor2@test.com

B Swati swatib008@gmail.cc ‘ok

Bob Bob 123abc@elilink113.r TransPerfect Trial In
Chakraborty Polly pchakraborty@trans techwriters

£ Previous 1 of3  Next?

Previous

9. Select the required security definitions that you want to update for the selected group/user.

Security Option Description
Full Access Non Encrypted access allowing for full printing and saving rights
View Only Allows users to only view the PDF while restricting printing and saving
No Watermark If the watermark is in use in the site, this access will provide the users
access to a non-watermarked version of the PDF file
Redacted Gives the users access to the redacted version of the file while
preventing access to the original (non-redacted) version

10. Click Save. This applies the security permissions on the folders for the selected groups and/or
users.

E Note: By selecting the target as All documents in the top left panel of the Manage
Security tool, you need only to Select the security update type before clicking Next and
selecting which groups or users to include in the security modification.

Document Level Security

E Note: To set the document level security, the option for document security needs to be
enabled in the room by your Administrator.

This allows for security definitions to be set at the individual document level, allowing for the
greatest control and flexibility on the security definitions as documents within a single folder
can have different security/access rights. If document level security is used, each document
will maintain its unigue security settings, even as it is moved from one folder to another in
the index outline, until its security definitions are changed.

1. Open a folder that contains documents from the Index outline.
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2. Select one or more documents from the Document Grid whose security setting you want to
modify.

3. Click the Manage Security button located in the upper toolbar. The Manage Security tool opens.
Click the button for Selected documents.

5. Select the security update type by clicking one of the four options, as described in the previous
section of this guide.

6. Click Next. The second stage of the Manage Security tool populates the window.
7. Using the Groups and Users tabs on the left side of the control window,
select the Groups and/or Users to update security rights for by double
clicking on the listings. This moves the Groups and/or Users into the Security
grid on the right.

8. Select which security definitions you want to update for the selected
group/user, as described in the previous section of this guide.

9. Click Save, and the security definitions are in place.
By Security View

The By Security view shows the list of all the documents based on the
security provided to the folders. To view the folders by security:

1. Click the three dots ' next to View by Index. The View Documents By pop-up opens.
2. Select the By Security view.
3. Click Select. The Index displays the documents and folders based on the security level.
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By group

The By Group view shows the list of all the documents and folders
belonging to a particular group. To view the folders by group:

1. Click the three dots a next to View by Index. The View Documents By pop-up opens.
2. Select the By Group view.
3. Click Select. The Index displays the documents and folders based on the security level.

Email

To email a specific document as an attachment or as a link, click the Email option from the
top ribbon and follow the on- screen instructions. You can save an outgoing email as a PDF
document. On clicking Send, the Save Conversation dialog box opens up. Refer to the

Email ?X
Recipient(s) auditori@test.com X €e.. Bcc..
Subject Test

Q Add Attachment

I
th
I
m
<
1l
<
1l
<

Open Sans v 12 | |6 B I

n

Files as Link @ Files as Attachments None 4 Send

screenshot below:

If required, you may also opt to save the document as PDF and publish it to investigative sites. Upon selecting your option, the
Document Profile dialog box pops up. Enter the details and click Finish. The email communication is now saved as a PDF
document in the folder as mentioned in the Default index position for Add document in the Settings -> Documents-> Index
Outline. (page 225)The email PDF has only Subject, date sent, and body of the email as its contents. You can view this email
sent from the Communications Outbox module.

Print

The Print function is self-explanatory. You can order a printed hard copy of a document
through this menu option.

1. To activate the Print function, first, click a folder in the index so that documents populate on the
document grid.

2. Select one or more documents from the grid that you want to print.

B Print

3. Click the Print ' icon from the top ribbon. The Print window opens.
Click the appropriate radio button, Selected Records, or All Records in Set.
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5. Click Print.
6. Follow the usual steps of creating a printout from your computer.

If the user has opened a folder with documents and has not selected a document or
particular set of documents from that view, the Print option is still available. When the user
clicks the option without having selected a document, the default is to print all of the
documents in the set. Follow the on-screen instructions to complete this operation.

Move to Start-Up

E Note: The Move to Start-Up option is available only in rooms in which the Start-Up Module is active.

Move to the Start-Up option can be used to move documents from the eTMF back to the
appropriate Start-Up folder in the case that documents have been delivered and deposited in the
eTMF prematurely.

1. Navigate to Main Navigation-> eTMF module.

2. Select the required document/s from the grid and click the Move to Start-Up
button EE' Move to Startup from the top ribbon bar.
Import

You can import multiple documents and metadata using just their metadata to a room. Click the Import

A import v
dropdown to reveal the import options - Documents and Metadata.

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

menu.

Export

Documents can be exported from:

1. The Export dropdown from the top ribbon bar
2. The Documents Cart
3. The Download documents when opening a document in the Original Viewer

Three options are available for Administrators from the Export Dropdown on the top
ribbon bar - Metadata, Documents, and Security. Refer to the screenshot below:

All of these options are discussed in separate topics accessible from the left panel of this

help.

Exporting Metadata

This function gives you a compressed file with the

information you requested in XLSX spreadsheet file To
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export metadata,

1. Click the Metadata option from the Export dropdown on the top ribbon
bar. The Export Metadata window opens. Refer to the screenshot below:

Export Metadata Step1 @ O ? X

Export Options
Some information about this window

Source:

Export Format

2. Select the Source options as required and click Next.

3. In the next step, select the metadata fields you wish to export for the documents. This step
provides the following filters:

a. Select All: Tick this checkbox if you wish to select all metadata fields.

b. Sort By: Select the options as required from this dropdown to view or select the metadata
fields.

4. Also, Notice the two checkboxes below the metadata fields. Select the Save
metadata selection checkbox if you wish to save the selection for the
current user and Save selection for everyone if you wish to save the
selection for all users. Refer to the screenshot below:
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Export Metadata step2 O @ ? X

Room Metadata Fields
Select fieelds you want to export

40 Fields Users o selected

Select All Sortby |FromAtoz
FromAtoZ
bool checkbox 1 Index

FromZto A
Category Investigative Sit R
Logical
Comments Investigative SiteName
Contact key validation checkbox =

Save metadata selection

Save selection for everyone

5. Click Export.
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Exporting Documents
Exporting documents is the same as downloading documents from the Documents Cart.

You can track an export, exclude previously exported documents, or include metadata during export. Here too, you can
select the logical or alphabetical order of the metadata fields for export, if you choose to include metadata to be exported
with the documents.

Export Documents ? X

Export Options
Some information about this window

source: (® Selected records

All documents in the current grid

Export Format

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

following:

1. A folder with the exported documents in it.
2. An excel worksheet with the metadata, if you happen to export metadata.
3. A .log file which opens in Notepad to give the list of previously
exported documents that were excluded during export. Here again, you
have to select the option to exclude previously exported documents to
enable this.
4. An ErrorsLog.xml file that includes details of documents that fail to export. To view the exported

file, navigate to the Notifications (page 64).
Exporting Security

This allows you to export all the security accesses for selected records for all documents in
the grid, all documents in the room. The output of the export job is an .xlsx file that can be
accessed from the Notifications. Follow the steps below to export documents security:

1. Click the Security option from the Export dropdown on the top ribbon bar. The Export Metadata
window opens. Refer to the screenshot below:
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Export Security Step? @ O ? X

Export Options
Some information about this window

Source: @ Selected records

All documents in the current grid

All documents in the room

Export Format

2. Select the Source options as required and click Next.
3. In the next step, select the metadata fields you wish to export for the documents. This step
provides the following filters:

a. Select All: Tick this checkbox if you wish to select all metadata fields.

b. Sort By: Select the options as required from this dropdown to view or select the metadata

fields.

4. Also, Notice the two checkboxes below the metadata fields. Select the Save metadata selection
checkbox if you wish to save the selection for the current user and Save selection for everyone if

you wish to save the selection for all users. Refer to the screenshot below:

Export Security

Room Metadata Fields

Select fieelds you want to export

46 Fields Users o selected

bool checkbox 1

Category

Comments

Contact

Previous

Sstep2 O @ ? X

Sortby | FromAtoz

FromAtoZ
Index

FromZto A
Investigative Sit
Logical
it Name
key validation checkbox &

Scroll to security fields

5. Click Export.

Layout

You can change the layout view of the grid by clicking the Layout option from the top
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ribbon bar. Follow the steps below to change the layout of the gird.

1. Navigate to eTMF Documents module.

2. Select the Layout option from the top ribbon bar. The Select Layout popup opens. Refer to the
screenshot below:

Select Layout

= i 3

Tree Grid Tree
Browse Browse with Metadata Review

= i k =

Tree [
Preview Undock Undock (New

Windows/Tabs)

3. Select the required layout and the document grid sets it layout as selected.
Compare
Documents can be compared from in the following ways:

From the top ribbon in the eTMF Documents module.
From the Documents Cart (page 285). To compare documents,

1. From the eTMF Documents module, select the folder from the Index to open the documents in the
grid.

) . M Compare )
2. Select the required documents to compare and click the Compare option from the

top ribbon bar.

3. The documents open in the Compare Documents window with each document side in a separate
window of their own using the viewer chosen by you. You can also expand the metadata fields on
the bottom using the double-caret bar to compare documents metadata conveniently at once.

Bulk Uploading

Besides Importing documents, you can also upload documents in a bulk
to the room. Follow the steps below to bulk upload documents in a room.

1. Navigate to eTMF Documents module.

2. Bulk Upload
2. Click the Bulk Upload = " piga option from the top ribbon bar. The Import Documents

window opens.
3. Following the on-screen instructions, either drag-and-drop files from your computer into the
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upload panel or use the
Browse button on the window to select documents to upload. Refer to the screenshot

below:

Import Documents ?X

File Name Size Upload Status

®

Drop Files and Folders Here
or-
Use Browse button below

Upload Progress 07Total Files 0 bytes

Clear Dun:ec‘:\:-—'c'\.es? m

4. Choose Unpack Zip-archives if you wish to extract files from an attached zip folder.
5. Tick the checkboxes for documents to be uploaded and click Import.
These documents are uploaded to the upload folder. You can later edit the
metadata of these documents from the Metadata Panel (page 262)as
required.

Documents Cart
Perform various functions from here like copying documents to rooms or sites, comparing, merging, or linking

documents besides many more.

Users select documents to add to the Document Cart either from the
Documents Context Menu (page 249) or by selecting documents from
the grid and then clicking the Add to Cart button from the top ribbon
menu.

The Documents Cart " Documents cart v icon is located on the upper

right-hand corner of the document grid and works just like a shopping
cart.

Adding documents to the Documents Cart

1. Locate the document which is to be added to the Document Cart and
select the checkbox next to it. Now the process of addition can be done in
two ways.

a. Click Add to Cart from the upper right-hand corner.
b. Right-click and select Add Selected to the Cart option.
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2. Once a document is added, it will automatically update to reflect the number
of documents available in the cart. Refer to the screenshot below:

Print ¥ email €2] Move to Startup A import v ¥ Export v ? Layout M compare L. Bulk Upload B2 Add to Cart ™ Documents (artv

Document... Title Document... Disable au... Document... Reason fo... Comments Docurff I Metadata Workflow Queries Ve

| E

Removing documents from the Documents Cart

Follow the steps below to remove documents from the Documents Cart:

1. Click the arrow next to the Documents Cart. A popup window opens.

2. Select the checkboxes next to the documents andm:lick Delete button to the right of the
selected documents.

3. If you wish to remove all the documents, click the Remove All button. Refer to the screenshot
below:

=+ Add Q search ' Tiger Woods ¥
¥ Export v ? Layout M compare . Bulk Upload B Add to Cart ™ Documents cart (3)

X
™ 3Documents 2 selected

Select All Remove All

etmf 10.pdf 1 signature 2 0]
Showing Swati 111 Country Special form 1 signature 2 0]
TESTnew 1 signature 2 W

Copying documents to Other Rooms

Trial Interactive allows Cross-Study Copy of Documents through this
functionality. When users select the Copy to Other Rooms option from
the Documents Cart, selected documents as well as their metadata will
be copied to other rooms.

1. Add the required documents (page 282) to the Documents Cart.
2. Click the arrow next to the Documents Cart. A pop-up opens.
3. Select the documents which you wish to copy to other Rooms.
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4. Click Copy and select to other Rooms. Refer to the screenshot below.

[V ¥ Export v ? Layout m Compare .*_ Bulk Upload 2 Add to Cart ™ Documents cart(3)
X
™ 3Documents 2 selected
Select All Remove All
etmf 10.pdf 1 signature 2 T
Showing Swati 111 Country Special form 1 signature 2 T
TESTnew 1 signature 2 0]

P to other Rooms

B to Investigative Sites

5. The Clone Document window will open up and prompts you to specify to
which study rooms documents shall be copied.
6. Click the Select button which opens the Rooms window to allow you to select the rooms to copy
the documents to.
7. If you wish to publish documents to the index as final documents without
going through the workflow, select the checkbox next to publish
documents to the index as final documents.
8. Click Clone. The document type of the destination room will determine the
auto-naming rule for the document. Refer to the screenshot below:

Clone Documents ?X

Following documents will be cloned. Please, select rooms

Rooms

Publish documents to index as final documents

111 Country Special form 1 signature 2 Ty
adddocfromindex y3p g

: : 111 Country Special form 1 signature 2 Ty
Showing Swati

Cancel Clone

Copying documents to Investigative Sites

This option is helpful when Administrator users wish to distribute the same document, such
as training documents, across different investigative sites. To avoid copying these documents
one-by-one, you can simply use this option in Documents Cart.
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Add required documents to the Documents Cart (page 282).

Click the arrow next to the Documents Cart. A pop-up opens.

Select the documents which you wish to clone to other Investigative Sites.
Click Copy and select to Investigative Sites. Refer to the screenshot below.

P wbdpeE

W Export v ? Layout M compare X Bulk Upload B2 Add to Cart ™ Documents cart (3) v

x
™ 3Documents 2 selected

Select All Remove All
etmf 10.pdf 1 signature 2 T}
Showing Swati 111 Country Special form 1 signature 2
TESTnew 1 signature 2 il

P to other Rooms

& to Investigative Sites
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5. The Clone Documents to Investigative Sites window opens up and asks you to select
investigative sites. Click radio button next to your choices.

a. If you choose All Sites, just click Next, to select the folder to which the documents will be
cloned.

b. If you choose Specific Sites, just click Next, and it will give you site choices on the next
section.

c. If you choose By Country, a dropdown with the list of countries gets activated for you to
choose from.
6. Click Next folder selection.

7. Once the folder is selected, click Clone. The documents are copied to
the Investigative Site folder. Refer to the screenshot below:

Clone Documents to Investigative Sites ?X

Select Investigative Sites

igative Si ?
Choose Investigative Sites where Selected Documents will be cloned to: Clone Documents to Investlgatlve Sites ? X

(® Al sites o

Specific Sites Select Folder
By Country
Please, select folder to which documents will be cloned

Cancel “ v Index Root

123

cloning test

cloning test 2
Executed Mutual NDA
final cloning 1

final cloning 2

Previous Clone

Compare Documents

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

1. Add required documents to the Documents Cart. (page 282)A pop-up window opens.
2. Select the documents from the list you wish to compare.

3. Click Actions at the bottom of the window and then select Compare. Refer to the screenshot
below.
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¥ Export v ? Layout M compare 2. Bulk Upload B2 Add to Cart ™ Documents cart(3
X
™ 3 Documents 2 selected
Select All Remove All
etmf 10.pdf 1 signature 2 T}
Showing Swati 111 Country Special form 1 signature 2 ]
TESTnew 1 signature 2
U
@ Compare
# Merge
% Link
I Add to Audit £

Iy Create Audit Profile

b Add to Submission Package
% Mark as Popular

& Download

= Add to existing review

Iy Create new review

4. The documents open in the Compare Documents window with each document side in a separate
window of their own using the Arender view. Refer to the screenshot below:

5. To facilitate easy and seamless comparison of documents:
a. The differences on each page are highlighted showing actual differences in text between the

two documents using different color codes which is useful if you need to maintain different
versions of the document.

b. The documents scroll at once in sync with each other when you drag the scroll bar to
facilitate easier viewing and comparison if you have activated the ‘Synchronize document
scrolling’ from the toolbar.

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

The print and download options for comparison are available to you only if you have Full
Access to the documents.

Merging documents
An Administrator user can merge two or more documents into one document.

Add required documents to the Documents Cart. (page 282)

Select the documents from the cart you want to merge into one, either to
use as a single document in the room or to download and print as a single
document.

3. Click Actions and then select Merge. Refer to the screenshot below.

Linking documents
Administrator users can link documents together with this option.

1. Add required documents to the Documents Cart. (page 282)
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2. Select the documents from the cart.
3. Click Actions and then select Link. Refer to the screenshot below:

¢ Export v ? Layout v D] Compare .!. Bulk Upload "B Add to Cart Documents cart (2) v
p Y p P
x
M@ 2 Documents 2 selected
Select All Remove All
3.New app release download *Upload\Amruta Auditor1 Maddel ||
For new query audit 1 *Upload\Amruta Auditor1 Maddel ||
M Compare
2 Merge

Amruta A...

I}y Add to Audit 3

Iy Create Audit Profile lious 1 |of1 Next >

Iy Add to Submission Package

* Mark as Popular
& Download
= Add to existing review

Iy Create new review

4. The Link Documents window opens. Select 2 or more than 2 documents to link and click Yes.
Refer to the screenshot below:

Link Documents ?X

Do you want to link all selected documents?

*Upload\Amruta Auditor1 Ma... T
3.New app release download

audit 1 *Upload\Amruta Auditor! Ma... T
For new query

o -

5. A pop-up message appears to confirm the documents are successfully linked.

6. Afterward, whenever you right-click on one of the linked documents and click Related
Documents, interrelated documents will all be displayed on the screen.

Adding documents to Audit

Admin can add documents to the cart from the grid and include them in an existing audit by
using the Add to Audit
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option.

1. Add required documents to the Documents Cart (page 282).
2. From the Documents Cart, select a document.
3. Click Actions and then select Add to Audit. Refer to the screenshot below:

+ Export ¥ ? Layout v m Compare X Buk Upload B Add to Cart |E Documents cart(2) v |

™ 2Documents 2 selected x
Select All Remove All

3.New app release download *Upload\Amruta Auditor1 Maddel |

For new query audit 1 *Upload\Amruta Auditor1 Maddel |

0 Compare

Merge
Amruta A... “ 8

% Link

Iy Add to Audit s

Iy Create Audit Profile Vious 1 of1 Next ¥

I Add to Submission Package
% Mark as Popular

< Download

i= Add to existing review

Iy Create new review

4. The Select Audit window opens.
5. Select the Audit to which you wish to add documents to.
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6. Click Select. Refer to the screenshot below:

Select Audit ?X
Some text or instruction
1 Audits Search Q
Name v Status Published only Percentage Access Level Reminder
TWAuUdit Active No 100% Full No

@ Note: The Audits in the Select Window are displayed only when you select Add Documents
to pool on Demand Basis (page 353) option while creating an Audit profile.
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Create Audit Profile

Admins can add documents to the cart from the grid and create audit profiles using the
Create Audit Profile option.
1. Add required documents to the Documents Cart (page 282).

2. From the Documents Cart, select a document.
3. Click Actions and then select Create Audit Profile. Refer to the screenshot below:

¥ Export v ? Layout v M compare 2. Bulk Upload ¥ Add to Cart IE Documents cart (2) v I

'™ 2Documents 2 selected *
Select All Remove All

3.New app release download *Upload\Amruta Auditor1 Maddel Ty

For new query audit 1 *Upload\Amruta Auditor1 Maddel Ty

M Compare

» Merge
Amruta A...

% Link
Iy Add to Audit v

I Create Audit Profile 1 |of1 Nextd

I Add to Submission Package

 Mark as Popular
& Download
£ Add to existing review

I} Create new review

4. The Create Audit Profile popup opens.
5. Follow the instructions on the form to create the audit profile as required.

@ Note: Creating Audit Profiles (page 357) are discussed under the Quality Review

section in detail.

Adding documents to Submission Package

Admin can add documents to the cart from the grid to include them in a start-up submission

package by using this option.

Add required documents to the Documents Cart. (page 282).

Select the documents from the cart.

Click Actions and then select Add to Submission Package. Refer to the screenshot below:
The Select a Submission window opens.

> w DD
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Marking documents as Popular
Administrator users can mark certain documents as popular using this option.

Add required documents to the Documents Cart.

Click Actions and then select Mark as Popular. Refer to the screenshot below.

A pop-up message- Documents successfully marked as popular appears.

The selected documents now appear on the dashboard- Popular Documents dashlet

> w D

Downloading documents

1. Add required documents to the Documents Cart. (page 282)
2. Click Actions and then select Download. Refer to the screenshot below.

Adding documents to existing review

Admin can add documents to the cart from the grid and include them in an existing review
workflow by using the Add to existing review option.

1. Add required documents to the Documents Cart (page 282).
2. Click Actions and then select Add to existing review. Refer to the screenshot below.

3. The Select a Review window opens. Select a review from the list of reviews
and click Select. Refer to the screenshot below:

Select a Review ?X
Select Specific Review
4 Reviews

Title ~ Description Created Date Due Date

For Review 26 Mar 2019

Test 11 May 2018

Test11 20 Nov 2018

User Guide Review 19 Sep 2018

4. Confirmation pop-up opens. Select Yes.
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5. The review was added successfully message appears. The review can be accessed from the
Collaborative Authoring module.

Creating a new review

Admin can also add documents to the cart from the grid to include them in a new review
workflow by using the Create new Review option.

1. Add required documents to the Documents Cart. (page 282)
2. Click Actions and then select Create new review. Refer to the screenshot below:

Create review ?X

Review Data:

Complete general info about review

Review type Co-Review WV
Title
Description
Review Durations (days) 2>
Review Durations (days) 10 3
Review owner v
Participants: v
Documents: v

3. The Create review window opens. Fill in the details under New Review Info, Participants, and
Documents.
4. Click Save. New review was successfully created message appears.

Potential Sites and IRB Integration

This allows you to locate the Unique Sites using the combination of Study Name and

Principal Investigator.

During IRB Integration sites are imported into Trial Interactive. The system uses a combination of the study name and the
Principal Investigator Last Name to locate unique sites. If more than one site is found, it uses the Zip code of the site to
uniquely identify an investigative site. When the investigative site is found, the site along with its IRB details and documents
are imported into Trial Interactive.
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E Note:/f the system finds matching conditions like the site, IRB number and IRB document type in the Study Start- up
Site Profile, the documents for the imported site will be uploaded into the Study Start-Up for the site, else the system will
upload the documents to the eTMF module, the details of which are discussed below.

This section includes the following sections:

1. IRB Integration and Settings
2. Potential Sites and Modules

Chapter 7. Searches

In this section we discuss Document and Advanced Search, Cross Study Search, Search for
Users, Sites, Clinical Data and Room Search

Each of the searches is discussed in separate topics available in the left panel of this help

topic.

Documents Search

We can perform two types of searches on documents:

1 Cross Room Search: When you search for documents across all studies that you have access to,
you are performing across-study search. You can execute this search from the Home Page Search
functionality.

2. Documents Search: When you search for documents from within a room or
study, check the box Limit search to the current room. Refer to the
screenshot below:

The process to execute both the types of searches is the same except for the location of

executing the search:

Navigate to the Home Page or a Trial Interactive room as required.
Click the Search icon from the blue bar located on the top of the dashboard.
The Search popup appears.

Select Documents from the options of Documents, Queries, and Users, Refer to the screenshot
below:

M wDD e

Search

Search Q

(®) Documents Queries Users

4 Import * ~ Export * &= Emai & Print
0-00f 0 (0 selected) Z  Yrilters @ select Columns @ Views ¥

Submitted Name

5. Enter the search criteria in the Search box.
As soon as the text is entered in the Search box, the search process starts.

Documents matching the search criteria are displayed in the Grid below the
Search box else a message No records available is displayed. Refer to the
screenshot below:
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# Training Room 1 ~ Al
eTMF 5 Documents OAdd~ A @
Document ¥ @ Manage Security ] Move to Study Start-Up A importv W Exportv &% Email & print [0 Compare ™ Documents Cart 0 ¥
!| Search * d
Q 1572 X
[ = Custor (® Documents Queries Users Limit search to the current room
P BR0IT
» mo2C 4 Import » W Export v = Emai (=} 1] ™ Documents Cart 0 v [=2] Layout »
)
» BO3R 1-500f958 (0 selected) o Yriters [ Select Columns & Views v " Expand
» moic .
Submitted Name
» BmO4R
LS ¢ 1572
» Bmossi *
> mos P SN 2 Acknowledgement IB Signature Page_pdf-r
» mo7s ,;K Y Certificate of Liability Insurance_pdf-r
» BosC e P Certification _ Accrediation
> BmooTi > Clinical Protocol Synopsis
x e
» Bm10D D Confidentiality Agreement_pdf-r
> Wit = B3 Contact Details_List_pdf-r
» B Trair -
B3 CTA
i Sag Document View K 4 Previous 1 |of20 Nexth M 4 Previous Documel Next Document b
B Rejer
» B8 Takeourmenus-v

8. Notice that the top ribbon bar is also available above the Documents Grid in the Search results
window.

9. Hover the mouse over the Document icon . to get a preview of the documents.
10. Click the document icon. The document Metadata panel opens in the right pane.

11. Similarly, select the User option to perform the user search. When the
results are displayed and the user selects any record, User Details are

Search x
arya X
Decuments Querias
1-10f 1(1 selected) © [MselectColumns @ Views = <" Expand
Last Name « First name Email Phone Mebile Phone Organization MFA Registered User Details e
FirstName  Arya
e Stark
Tifle  Manager of QA
Mobile Number -
H‘ Phone Number -
Address
Zip Cod:
Countr
4 1 | of1 » 4 Pre er b

displayed in the right pane.

If more details are required then double click the record and User popup screen appears in which
more User Details, Group Membership, System Groups, and Activity Log details are available.
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Search
arya X
Documents Queries (&) Users
1-10f 1 (1 selected) £  MSelectColumns @ Views ™ " Expand
Last Name « First name Email Phone Mobile Phone QOrganization MFA Registered User Details

aryasark@i.c.. _— Trial Interactive NFA, - Email  ary:

First Mame  Ary]

B a & sk

L

Ma
User Group Membership System Groups  Activity Log

Emai aryastark@ti.com
First Name Arya Last Mame Stark
Title Manager of QA
Role Administrator -
Expiration Date thx

Searching Users
To search for users, follow the steps as below:

1. From the Home Page, or from within a room as appropriate, click the Search
icon located at the top right corner of the screen.

2. The Search window appears. Select Users from the options given.
Enter the user name in the Search textbox at the top of the window. This
displays the user in the Records section if available. Refer to the screenshot

Search

amruta

Documents Queries | @ Users

1-20f2(1 selected) o

Last Name = First name Email Phone Mobile Phone Organization MFA Registered e

M seleccColumns @ Views = «" Expand

Maddel Amruta amadde|@transperf. Trial Interactive N/A Fi Amruta

Deshpande

J Ba=x 1 |oft Next b 4 Previous Use Next User b

below:
4. Upon selecting a required user from the results grid, details of that user will
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be displayed in the User Details section in the right pane.

Searching Sites

To search for sites, follow the steps as below:

1. From the Home Page, or from within a room as appropriate, click the Search icon located on the
blue bar.

2. The Search popup appears.
From the Documents dropdown, click Sites. Refer to the screenshot below:

Search

Documents |:| Search

B Cocuments Limit search to this (Site, Screen)
Users

bl Save Search Advanced Search

Sites

ks Clinical Data

4. Enter the site name in the Search box next to the dropdown and click Go or press Enter.
5. The sites matching the search criteria are displayed in the Grid below the

Search box else a message No records available is displayed. Refer to

the screenshot below:

Search

Sites New Site x

Limit search to this (Site, Screen)

i Document @ Document Details EC Move to Startup 5] Layout j] Compare

5 Document(s)

Investigative Site Na... Document Id Title Document ... Reason for... Comments
Mew Site Tech Writers I | 2070184 CDA AGRE... Polly Chakr...
MNew Site Tech Writers I | 2113043 Docl Polly Chakr...

Mew Site Tech Writers I | 2237347 rere Tiger Woo..

6. Notice that the top ribbon bar is also available above the Documents Grid in the Search results
window.
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7. Notice that the top ribbon bar is also available above the Grid which
provides the functionalities like Document, Document Details, Move to
Startup, Layout, Compare, and Add to Cart.

Each of these functionalities is discussed in the respective sections.

Room Search

To search for a room, follow the steps as below:

1. The Search textbox is located on the home page to perform the room search. Refer to the
screenshot below:

Trial Interactive ~ 3 B
m Qsearch & @ Arya Stark ~

Home
.

B A8C Research

All11 Favorite2 Recent5 eTMF3  StudysStart-Up2  Collaborated4  TIDocs4
» BB ACTIVE Study Rooms —_

B seTes
= Last Visit Date Room Name Created Date Tota Expired Expiring Open Queries

B TiStrategy
Sort | Descending ¥

8 7110 Demo Roems

Training Room 1 @ 9 Counries a1 PendingSkes (10 AccveSies W86 Tl @Addy
Roomld 206
TI TMF with SSU Master Sandbox

@ 4 Counwriss a1 PendingSes [ 4 AmveStes M 74Tem @Addr O
Room Id 516

TI Content Management Master
sandbox
Room Id 519

M3 Tem  @addr O

Tl Docs Quality Document
Management
Room Id 448

WeoTos  Qagdvr &

Michael Collaborate

W 115 Tou! Qaid> =
Foom id 120

Michael Demo
Roomla 118

@ 8 Counmies 1, 7 PendingSies (3 4 AciveSies 1001 Toml  @addr &

Tl Docs
Room a 335

Ws2Toml Qaddr &

Aa Tl Docs Sandbox
Room Id 410

BoTom  Qaddr &

Engineering Docs

I 21 Tots Qadd> 2
Room|d 440

2. On the home page of the application, all the rooms are displayed and the user
can use this search functionality to easily search for the desired room.

3. Enter the room name in the search textbox and search starts automatically as
and when the text gets entered in it. Refer to the screenshot below:

Trai X

All1 Favorite 1 Recent 1 eTMF 1 Study Start-Up 1

Last Visit Date Room Mame Created Date Tota Expired Expiring

S0rt | Descending ~ L Detailed View

@ 9 Countries ala 11 Pending Sites [ 10 Active Sites [ 836 Tow 0 Add~> =2
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Chapter 8. Importing Documents and Metadata

Following are the various ways to add documents to a study room. Documents can be

added to a room by several means such as:

1. Uploading documents from the Home page
2. Adding a document from the Documents module using:

a. The Document Action dropdown
b. The Context Menu from the document grid

3. Importing documents using:

a. The Import dropdown in the Document module
4. By emailing and faxing documents to a room

Each of these is discussed in a separate topic and can be accessed from the left menu of this

help.

Adding Documents to Index Folder

You can add Single or Multiple documents to an index folder. Each of these is discussed in
the sections below.

Adding Single Document to Index Folder

To add a document directly to an index folder:

1. Navigate to the Documents module.
2. Select the folder from the index pane into which to add documents and right-click on it.
3. From the right-click popup, select Add Single Document. Refer to the screenshot below:

view by Index u
O

I® 13 CRA PSV Materials 0

B 14 Relevant Communications 0

I 15 Language Changes_Pearl Distributed
> Im 16 CN5_Contracts and CDAs 0 (0)
> W 17 PTO03006 US_Site Contracts and Buc__

> B 12 PTD02007 US_Site Contracts and Buc

I 20 admin
* U

Add Multiple Documents

> Em21sBvV ¢

& View secur

> BB 22 export vy
Bm 23testfol & Export index

M 24reado & Export documents
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4. This will open the Document Profile form for you to add the details and
save. This adds documents directly to the selected folder and such an
added document does not appear in the default index folder or Upload
folder.

Adding Multiple Documents to Index Folder

From the Documents Module, select a folder in the index.
From the right-click popup, select Add Multiple Document. Refer to the screenshot below:

View by Index -

see

v & Index

® 1signature2 6

> eSignature 0
> Im 3 Country Management_polly 0 (0)
> B 4PleaseReview replacement 0 (0)
> B 5 Site Management 0 (16)

i 6 Complexcriteriate

B 7 Complex ‘ Add Single Document

8 s Mutual b & Add Multiple Document‘s“

im 9 site Sign & View security

im 105Site Lar

A Export index
M 11 Additio
=& Export documents

@® 12 Protocc

Adding Documents from the Documents Action or Context Menu

1. From the Documents Module, click the Document dropdown.

Training Room 1 ~
eTMF / Documents

5] Document & Manage Security

© Add Document

~
L

N Index name

y == U|.U; ma.Oversight 13

b Bm 01.02Trial Team 0

2. Select Add Document and the New Document window opens. Enter the details as required to
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create a new Document profile. Refer to the screenshot below:
3. Select the appropriate Category from the dropdown list; General, Country, or Investigative Site.
Depending upon the category selected, the document’s Submitted Name field would appear or

disappear. Enter the Submitted Name as required.

Select the Document Type, and Document Date. Type in the date if that is configured for you.

5. Add pertinent Comments, if necessary. The Index position will populate
automatically, based on the folder you selected from the index.

6. Click the Browse button next to the Attachment field to attach a document.

7. Complete other fields as necessary and click Next to take you to the
Document Security popup. Here you can add group(s) and/or users(s) who
would access the documents into the security grid and set the desired levels
of access. Adetailed description of each security access is given in Manage
Security (page 270).

8. Click Finish for the new document to take its place in the default index
folder or the Upload folder as set in the room settings.

= Note: You can also add/import documents by dragging and dropping them from the
Windows Explorer to their relevant index folders. Upon dragging and dropping the document, the
Document Profile window opens for you to code the document. The Title, Document type, and
Category fields are automatically coded for you. The dragged document can be found in the
Attachment/URL field of the Document Profile.

Importing Documents

Follow the steps below to import documents metadata to a room:

Navigate to the eTMF Documents module and select Documents from Import dropdown.
2. The Import Documents window opens. Refer to the screenshot below:
Following the on-screen instructions, either drag-and-drop files from your own computer into the
upload panel or use the
Browse button on the window to select documents to upload.

4, After selecting documents to be uploaded, you can select the Documents
Metadata checkbox on the right pane of the window to quickly code select
metadata for these documents while the system is carrying out bulk-uploading.
Therefore, if you are importing documents that are from the same investigative
sites, are related to a particular contact person, or belong to the same
document type, you can assign those at one go. This is also Mass Coding while
importing documents.

5. While the documents are uploading, the user can monitor the Upload Status
column in the display panel and view the progress of the upload in the progress
bar at the bottom of the window. When the upload is complete, each document
will display an Upload Status and the progress bar at the bottom of the window
will read Done.

6. If you have specified the Documents metadata then click Import and Apply coding, and Close
button placed on the bottom right corner. A confirm Mass Coding message will pop-up.
Click Yes to confirm.

7. If you have not specified anything on Documents Metadata, then after the upload is finished,
simply click the Import
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for the process to begin.

Import Documents ?2X

®

Drop Files and Folders Here

of
Use Browse button below

‘ =R o ? [ import |
8. The Import functionality will not allow the import of erroneous files. During the import of several
files, the files that were uploaded successfully will be removed from the list of files in the Import
Document dialog box, but some
documents will remain in the grid due to some errors while uploading. The user can try
to import the left out documents again. This will not re-import the already uploaded
documents but will try to import the documents remaining in the grid only.
9. Once importing documents is over, click the Close button in the bottom right corner of the Import
Documents window. The uploaded documents can then be found in the user’s Upload folder in the
folder index or the default index folder as specified in your room settings.

Importing Metadata

To import document metadata:

Select Metadata from the Import dropdown. The Documents Import popup opens.

Upload the .xlsx file containing data of sites and contacts by clicking the search icon. It is also
possible to import multiple documents using just metadata. The wizard offers a link to the sample
worksheet so the user can download it and fill it with actual data. Click Next. Refer to the

Documents Import S0 @ O OO x

Upload File

You can import multiple documents using just metadata. Imported documents will be created
with no content. Your Excel spreadsheet should contain one worksheet with your list of
documents.

Metadata File (format: sd=g*:  C\fakepath\Book1.xlsx @

See the sample worksheet template

Cancel Previous
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screenshot below:

3. Setup the mapping between metadata fields and uploaded file columns. It is
possible to skip sheet selection in case you do not want to import investigative
sites but only contacts. You can also specify the date format that should be
used during import. Click Next. Refer to the screenshot below:

Documents Import Sep2 O @ O O x
Setup metadata fields mapping
Spreadsheet Column Metadata field
Amendment ltem Number
Donation
Load file type @ New data
ncremental data
Data overlay
Unique ID fields*
Date format* MM/dd/yyyy -

4. You may choose incremental data or data overlay options for the import of metadata. Here, you
will need to mention the Unique ID fields for incremental import or data overlay.

Click Next.

5. Observe the settings that were done during previous steps and probably return back and correct
something. Click Next to confirm.

6. This will begin the actual import process. Upon completion, the user will
get a short report on the issues that were occurred during import.

Uploading Videos

Trial Interactive supports the following types of video files as attachments to documents in

the below mentioned browsers:

Browser Name File Type
Internet Explorer .mp4
Chrome .mp4, .webm, .ogg
Firefox .mp4, .webm, .ogg
Safari .mp4
Opera .mp4 (from Opera 25), .webm, .0ogg

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



=T R | A L Editor User Guide v10.1 Vel

MGl NTERACTIVE Page 189 of 358

To play a video file, select the document in the grid and click the
Document tab at the bottom of the grid, or simply double- click it. The
document opens in the viewer with the PlayVideo button on it. Refer to
the screenshot below:

& Open in New Window 9« Start Redaction €7 Start Page Manipulations Q@ Translate Document

Annj Thesw Ay Dastiusrde

Sweeinder Ereek Terrplate

IEE Yy IPFF I snmn —o

No Reminders

[erT—
Doizasrrid

It is possible to start/pause the video, control the sound, seek through the timeline, and switch to full-screen mode or back.
Unsupported video files open in the viewer with the message Media format is not supported. Click here to download the
file.

Chapter 9. Deleted and Expired Documents

This explains the places where
deleted and expired documents are
stored. This section includes the
following:

1. Deleting and Viewing Deleted Documents
2. Expired Documents

3. Deleting Queried Documents
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The above is discussed in separate topics accessible from the left panel of this help.

Deleting Documents and Viewing Deleted Documents

Deleting Documents
To delete a document:

1. Navigate to the Documents module.
2. Select the document(s) from the documents grid.
3. From the right-click menu, select Delete. Refer to the screenshot below:

B Document ~ & Manage Security ] Move to Study Start-Up 4 Import ¥ ¥ Export ¥ & Email & Print M Compare
R
1-3of 3 (1 selected) ©  Yriters  [MSelectColumns @ Default View ¥
. o wmw - Document Type « Docum...  Index Document id
- iz 75 [T -
= 4 5 © Add Document
Editor 103 1
or F) Copy Link Upload\Steve Clark 577879
B Editor 104 86 I X Delete l Upload\Steve Clark 737986
8 Editor 105 2 8 VieR_ocument security
i Editor 106 4 % Replace Attachment / URL
I Editor 108 2
B Add to Cart

s Katang Park 4 % Add to Favorites
I Polly Chakraborty 2 - o . _

B8 Roger Stear 9

-onve 0 DF t DF
B Snehal Khandkar 8 ‘
nenel fhanciar ‘ [# Send for E-Signature

I Steve Clark 3 O Ask a question

B Stevenli 6 P Related documents
I stevenli1953@gmail.com 1

I Swatitest Pawartest 2

2= i i 1

**Please note, as an Editor you will only be able to delete documents which you submitted and which have not yet made it
through the workflow.**

Expired Documents

As an Administrator, you might want to specify the time by which a document will expire and require a
new version. You can set up the settings of expired documents from the Main Navigation -> Settings -
> Documents -> Documents Module.

You can view the expired documents from the Expired and Expiring Documents (page 210) dashlet.
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Chapter 10. CRA Reconciliation

This section helps you find the details about the CRA Reconciliation
Reports that allows CRA to take decisions regarding further site visits.

Trial Interactive 10.1 helps the CRA to reconcile documents
during their site visits through the Site Report. You can reach
this page from Main Navigation -.CRA Reconciliation. Refer
to the screenshot below: The module has the following
sections:

1. Documents: This module allows the CRA to mark the documents as verified,
missing in eTMF, missing in ISF, or add the placeholder for an expected
document as a part of the reconciliation process.

2. Reports: This module allows the CRA to create CRA Report which will include
all the documents reviewed by the CRA since the last report created by him/her.

Each of the above modules is discussed in separate topics and can be accessed from the

left pane of this help.

Documents Reconciliation

For performing Site Visits, 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 of this information from the Site Report so that they can
verify the outstanding documents during their next site visit.

E Note: Only Pending and Active sites are available for the reconciliation process

. ! “ Important:

Missing documents cannot be marked as reviewed.
Only CRAs can perform this step. Admin users will not be able to mark documents as Reviewed.
The CRA needs to have CRA Reconciliation Action enabled under the user profile.
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Follow the steps below to reconcile documents:

1. Navigate to Main Navigation —CRA Reconciliation Refer to the screenshot below:
2. The Document View opens as shown in the screenshot below:

Michael Demo ~
CRA Reconciliation / Documents
[3 Placeholder ¥ « Reconcile ¥ Exportv & Print
View by eTMF Completeness 24 1-39 of 39 (1 selected) £ Yrilters [0 Select Colul
Submitted Name Generated Name Required By Document Type Language Visit Status

All Sites Completed CRF
All Sites Completed CRF
All Sites CLIA Certificate
All Sites CLIA Certificate
All Sites CAP Certificate

3. Notice if you receive warning as shown in the screenshot below:

Warning x

Filter by My CRA/SAS Sites is applied. There is no content to display suiting filter criteria. Try to
change the criteria using filter button in the view.

4. If the warning is displayed, click the Filter icon below the view and uncheck My CRA/SAS Sites or
My favorite sites
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from the filter. Refer to the screenshot below:

View Documents By S

=

DOCUMENTS

eTMF Completeness
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By My Sites

My CRA/SUS Sites
My Favorite Sites

By Visit Status
Missing in eTMF
Missing in ISF
Verified
Not Specified

Make default
Make default for all rooms

Click Apply.
The list of folders appears in the view.

Click the appropriate folder to display the list of sites.
Select the appropriate site from the selected folder to get the list of missing,
collected, and placeholder documents in the grid.

9. while reconciliation, each document will fall into one of the three scenarios as below:

N o o

a. If the document is in the ISF but not showing in the eTMF:

a. Click Add Placeholder (or if applicable, upload/email the document to the eTMF).

b. Complete the known required fields and click Finish (metadata can
be added/edited once the document is collected).

c¢. Once all the actions are done, click the Reconcile button and proceed to step 11.

b. If adocument is in the eTMF not present in the ISF:

a. Click the document(s) and click the Reconcile button.

¢. When the document is in both eTMF and the ISF
a. Click the document and then click the Reconcile button.

10. Click the Reconcile button from the top ribbon bar to change the status of
the document. The Change Status pop-up opens. Refer to the screenshot
below:
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CRA Reconciliation / Documents

[3 Placeholder ~ V¥ Export> & Print 0 Compare
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11. Choose the required status and click Select. @ Note:

¢« Missing in ISF: Select this status to indicate the document is missing
in the site binder (ISF) but present in the eTMF.

* Verified: Select this status to indicate the document is in both the eTMF & ISF.
« Not specified Select this status to clear a previously assigned status.

12. Once the Reconcile process is complete, you can see the status of the
document with the date. Refer to the screenshot below:

13. This site is then available for the creation of the CRA TMF Reconciliation Report in the Report
view.

Creating and 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. You can access this page from Main Navigation - CRA
Reconciliation - Reports View. 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.
You also have the option to Create edit, or delete a CRA Reconciliation TMF Report from the

Create, Edit, or Delete icons located on the top ribbon. Refer to the screenshot below:

Training Room 1 -
CRA Reconciliation / Reports

| © Create # Edit |

~u
L=

B Editor 102
B Editor 103
B Michael schrader

B Poorva Kumar

B Beadar 101

Creating CRA TMF Reconciliation Report

1. Once the Reconciliation process is complete, you can create the CRA TMF Reconciliation report
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from the
Reconcilia
tion
Report
module.

2. Select the appropriate filter from the Current View. The Previous reports will populate in the grid.
3. Select the appropriate site and click Create from the top ribbon bar to run a new report.

4. The Create CRA TMF Reconciliationwindow populates with documents from
the latest reconciliation. Complete the required fields.

E Note: The Visit Type will be populated in the dropdown only if it is created from
Settings —» Investigative Sites - CRA Visit Types. (page 140) Refer to the screenshot
below:

Fill in the appropriate details and click Create.

6. You will receive a notification that the Site Report is created successfully and displayed in the
grid.

Editing CRA TMF Reconciliation Report

1. Select the required site from the Reports module and click the Edit button on the top ribbon bar.
2. The Modify CRA TMF Reconciliation popup opens.
3. Edit the required details and click Save when finished.

Deleting CRA TMF Reconciliation Report

1. Select the required site from the Current View and click the Delete button on the top menu bar.
2. Click Yes on the confirmation popup that appears if you wish to delete the report from the list.

Chapter 11. Quality Control

This section involves the quality check of the submitted documents in a room by Quality
Reviewers who are the members of the Quality Control group.

Quality Control Process
This section gives the complete process of the Quality Control Workflow.

Activating My Reviews
If you are part of the reviewers group which you assigned to the workflow, the Reviews view

in the eTMF Documents module is automatically activated for you. You can have the same
view as in My Reviews from the Quality Control Review application as well.

Depending upon your workflow settings, documents added to the room are automatically
added to the workflow. You can view the documents added to the workflow from the
Reviews view or the Quality Control module in the folder with unclaimed documents under

the workflow configured by you. Refer to the screenshot below:
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v = TechWritersWorkflow

I.Availablefor review 144 ]

BB Overdue 0

BB review approved 0

BB review approved with issues 0
BB review claimed 0

BB review clarification 0

BB review declined 0

B review in progress 0

Claiming a Document

To claim a document for review, click folder holding unclaimed documents under Reviews or the
By Document Status view from within your eTMF room. This will list the documents on the right
pane.

Select the document you want to claim for review and navigate to the right panel.

If Workflows have been activated in your trial room and you are a member

154 documents (1 selected) £ More v
L] Document..  Title Document..  Disableau..  Document.  Reasonfo.. Comments Document..  Category <l [A Metadata Workflow Queries Versions History ¢
2072157 Important ... True Polly Chak... 20 Apr 2018
Document Metadata -
2] 2072158 Copy of C... True Polly Chak... 20 Apr 2018
Document Id
2] 2072804 TEST audit1_10 True Amruta A... 25 Apr 2018 1
2076498 arabic_c2d... Polly Chak... 26 Apr 2018
Title * @
2076499 arabic_e7... True Polly Chak... 26 Apr 2018 tranch:
2076501 german_c... True Tiger Woo... 26 Apr 2018
2076502 german_d... True Polly Chak... 26 Apr 2018 Disable auto Document Name
2076503 nicksep27i... audit 1_10 True Polly Chak... 26 Apr 2018 1 Document Name last updated by
2076504 nicksep27i... True Amruta A... 26 Apr 2018 =

of a Reviewers or Approvers Group, you will see a padlock icon at the top
of the metadata panel.

Click the padlock icon to claim the document for workflow review.
Then click Save.

3. Click the Next Document link at the bottom of the right panel to move to
the next document in the current data grid. The process can be repeated
as long as there are more documents available to be claimed. You may also
select documents in bulk in the Documents Grid and claim them altogether.

4. All the claimed documents move to the folder for holding documents claimed
for review in the Index Pane. Click the folder to view the claimed documents in
the Documents Grid.
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E Note: Once you claim a document for review, the padlock icon appears to be
unlocked and changes its text to Release which allows you to release the claimed
document.

5. Select the document from the grid and navigate to the Workflow panel to the
right. From the Workflow panel, you can add the appropriate workflow status
to the document.

Auto-Claiming a Document

In certain business scenarios, there can be only one reviewer assigned to a
Quality Control stage. Under such circumstances, documents will be auto-
claimed by the system and assigned to the lone reviewer for review. To
enable auto-claiming of a document, the Administrator will need to enable
the configuration from the Main Navigation ->Settings -> Workflows ->
Common Settings -> Auto claim configuration. (page 753)

E Note: If documents are present in the same stage of more than one Quality Review, and
the Reviews have only one reviewer assigned to them, the documents will not be auto-claimed.

Assigning Quality Control Status

If you have been assigned to a Quality Review role, additional fields are available to you in
the Metadata panel for documents in the Quality Control. Part of your assignment is to
assign each document a Workflow Status.

1. Click Documents from the left menu.

2. Select Reviews or Status view from the views. Alternatively, you can also
navigate to the Quality Control module from the Main Navigation.

= =l A B8

eTMF QC Review Start-Up  Quality Review
DAl 7 e
Communication Tasks Authoring Q&A
e\ =
® ¥ © Ié

FAQ Reports SWS Home

review declined [0]

review in progress (0]

BERE|

review unclaimed [26]

3. Open the folder holding document claimed for the review by clicking the
folder icon next to the folder name. A list of your claimed documents will
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populate the document grid.
4. Select a document.

5. View the document’s contents by clicking the document’s icon in the grid or
by clicking the Document View button at the bottom of the grid.

Inspect the document.
From the Metadata panel, code the document as required.
8. Navigate to the Workflow panel. Refer to the screenshot below:

' Release £+ More ~
7 Metadata Workflow Queries Versions History €%
TechWritersWorkflow: Approval stage 1 -

Status
review in progress A
Index
1 signature 2 B
X
Comments

9. Click the dropdown arrow to the right of the Status field to reveal the available Status selections.
10. Select the appropriate status based on your review of the document’s contents.

11. Select the issue from the Issues field and select the Index Position for the document.
12. Add comments to the Comments field if appropriate.

E Note: When you select the Review Clarification or Review Declined status, the
Create Query button appears along with the Send Issue button as shown in the
screenshot below.
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' Release £ More v
] Metadata Workflow Queries Versions History &%
TechWritersWorkflow: Approval stage 1 -

Status
review clarification ~
Issues
Index
1 signature 2 B
X
Comments
Send Issue I Create Query

13. Click the Save button at the bottom of the Workflow panel to save the
workflow status you have assigned to the document, or click the Save
and Next to continue reviewing the next document in the claimed
documents queue.

14. Depending upon the status selected, the document moves to a corresponding folder under the
Index Pane. For example, approved documents will move to the folder for holding documents
approved in the workflow, rejected documents will move to the folder for holding declined
documents, documents in progress will move to the folder for holding documents in progress, and
SO on.

15. You can also view the review history in the Workflow History section in the Workflow panel.

Releasing Claimed Documents Back

As a user with the Administrator role, you might find that you have claimed more
documents for Quality Review than you can handle. If such a situation arises, you can release
some or all of your claimed documents back into the Quality Review.

1. Click Documents from the left menu of the screen.
2. From the views, select Reviews or By Status, or navigate to Quality Control module.
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1 documents (1 selected)

All of the folders related to the Workflows in which you are an active reviewer populate
the Current view index structure of the eTMF/Documents Reviews view.

3. Click the folder holding claimed documents from
which you want to release documents. The list of

documents in that folder populates the document grid.

4, Click the checkbox above the list to select all of the items in the folder, or
select individual documents by clicking the checkboxes for those individual
documents.

5. Click the Release button from the Right Panel. Refer to the screenshot below:

view by Reviews| . 1 documents (1 selected)
Title

%
v B TechWritersworkflow =

etmf 10.pdf

6. A window opens asking for document release confirmation.
7. Click Release if you are sure you want to release the document or documents.
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8. Alternatively, you can also release the document by cligkiderMoredropdown at
the top right corner of the Right Panel. From the dropdown options, click the
Release from Workflow option to release the document. Refer to the screenshot
below:

& Add to Cart ™ Documents cart ~

k] Metadata Workflow C @y Reassign Reviewer

Document Metadata ¢ Change Stage

Document Id @ Exclude from Workflow

o’ Release from Review I

Title = @
etmf 10.pdf

Document Name

Disable auto Document Mame

That document or those documents return to the folder designated to
hold review unclaimed documents. The documents are now available
for other reviewers to claim.

Quality Control Query

The Workflow Query Resolution module must be enabled by a user who
has Super Administrator access in Trial Interactive. When Query
Resolution module is enabled, Query Reminder configuration is present in
Notification Preferences and Notification Columns portlets in Email
settings.

Quality Control Query involves the following processes:

Quality Control Query Initiation by a Reviewer
Quality Control Response by a Responder
Quality Review Query Resolution by Reviewer for Query Response without attachment

Quality Review Query Resolution by Reviewer for Query Response with attachment
Tracking Quality Control Queries

Excluding Documents from a Quality Review
Each of these processes are discussed in seperate topics. Click the topic from the left pane to

© gk wDdh P

view it.

Quality Control Query Initiation by a Reviewer

1. As a user with Quality Control Reviewer assignment, go to the Documents module.

2. Select the Reviews view in the index panel on the left side of the screen, or navigate to Quality
Control module.
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3. Select an active Workflow main folder.The related subfolders open in the index view.
Select a document from the folder having unclaimed documents.

5. Claim the document by clicking the Claim button located at the top of the right panel. The
document moves to the
folder containing claimed documents.

6. Navigate to the folder that contains documents claimed for workflow and select a document from
the grid.

7. Navigate to the Workflow panel in the right.

8. Select either Rejected or Clarification as the workflow status.

9. Select one or more Issue from the Issue field.

10. Click the Create Query below the Comments field. Refer to the screenshot below:

o' Release £+ More v
E Metadata Workflow Queries Versions History €9
TechWritersWorkflow: Approval stage 1 _

Status

review clarification v
Issues

| Clarification > |

Index

1 signature 2

Comments

An email window opens. Click Yes to the question Are you sending a Query? (add image)

11. 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. Only room participants can be added to the ‘To’ and ‘CC’ fields. Other
email addresses cannot be added.

The sender can include the associated workflow query document as an attachment or as a
link.

12. Once all appropriate selections are made, click Send Query.
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The email message will go out to all recipients indicated in the fields at the top. Recipients

receive an email message like this:

TechWritersDemoRoom@trialinteractive.com
(##QUERYID:1340-175##) TechWritersDemoRoom - - Important links
Irmpoetant links.bdt

1KE

PLEASE DO NOT CHANGE THE EMAIL SUBJECT

The following issues were found in the document, please attach a revised document in your reply to this email
TechWritersWorkflow: Approval stage 1

+  Clanification

Clasification
Site name TechWritersDemoRoom

Email pchakraborty @itransperfect com

Phone

Do Name Imponant links

Dac Type

WF Name TechWritersWorkflow

WF Stage Approval stage 1

Issues TechWratersWorkflow: Approval stage 1
*  Clanification

Reviewer Comments Clanfication

Each Query is assigned a unique Query ID number for easy tracking.

E Note: 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
1340-175, 1340 is the Room ID and 175 is the Query ID.

13. Click Save.
14. The Reviewer can also view the queries sent under two other views:

a. In the folder designated to hold documents sent for clarification
under My Review view or Quality Control Reviews module where
the document acquires a question mark to indicate that it is in query.
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My Reviews v = |O ] Title Documen...

-] @ TechWritersWorkflow L,;%’ ] arabic_e7... doc clarifi...
\J

Available for review [66]

Overdue [1]

Document is in the query

review approved [3]

review approved with issues [0]
review claimed [0]

review clarification [1]

review declined [1]

ERRERERERR

review in progress [0]

b. In the Pending folder under Query By Sender view from the eTMF/Documents module.

B Print OO E-Ma Y\ Manage Security 4 import v $Export v §° Mass Coding

B Document ~

Quer.. QueryDate  Title

[ /] 1340 09 May 2018  arablc_c2db%9dal4ad4bdS.

B Folly Chakrab

orty [3}
B Recolved [2
B Amruta Maddel [4

Quality Control Response by a Responder

The Quality Control Responder can do the following to respond to the query email received

in his/her email inbox:

1. The responder can view the query email in the By Recipient view under the Pending folder.
2. The responder replies to the email query with/without attachments or links after examining the
query closely.
3. Once the Responder replies to the query email, the query
automatically moves to the Responded folder in the responder’s room
under the By Recipient view.
4. The Responder may also choose to resolve the query by clicking the
Resolve button in the Queries panel in the Pending folder. Under such
circumstances, the document moves to the Resolved folder of the By
Recipient view of the responder and in the By Sender view of the
reviewer.

Quality Control Query Resolution by Reviewer for Query Responses without Attachments

Once the responder replies to the query email, the reviewer can view the
responded message in the room in By Sender view under the In Progress
folder.

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

1. From the In Progress folder, click the document and select the Query Panel from the right of the
page.

2. At the bottom of the Query panel, two buttons are visible - Respond to
Query and Resolve Query. Refer to the screenshot below:
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W TechWritersDemoRoom VY

Q search
1340
B Document v 8@ Manage Security B Print = Email 2] Move to Startup Dimport v WEpoty 2 Layout M compare 2. Bulk Upload -
= sent w0 Am)
View by Sender -l = Document Id Title Document ... Reason for . Comments Document ... Category Category
@* Site name
Phone
> WAl 38
Doc Name
a > I Tiger Woods 2
Doc Type
. > BB Polly Chakraborty 23 g
- WF Name 1
~ BB Amruta Auditorl Maddel 13 3
WF Stage A
s BB Pending 2 9
Issues Tech
BB In Progress 2 w
stage 1
B Resolved 9
esolve i
Reviewer
clarification
M el ’ Reviewer N
< Previous 1 ofl Next>
Working Area Working Area/Staging
Thank You.
o re
8 19 nick folder 1 118 i
> I “Inbox 0 (1)
> BB *Upload 0 (49) w
Reminder Se
Respons|
Auditor’
~— < I &

3. Click the Resolve Query button.

4. On clicking the Resolve Query button from the Query panel, the Query
window opens to allow the reviewer to resolve the query. The reviewer will see
the following window to resolve queries without attachments:

Resolve a query ? X

Please choose query resolution

®

Cancel
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@ Note:

* 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 OQut 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 if the reviewer 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 reviewer
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 By Sender view for the reviewer and in the
Resolved folder under the By Recipient view of the responder. The user can
see the Query History in the History Panel to the right of the page.
6. On clicking the Resolve and create new document button and entering the Comments, the
reviewer clicks the Next
button to arrive at the Document Profile form. Refer to the screenshot below: (add

image)

7. Enter the document metadata details and provide the attachment.
Click the Resolve and create document button.

9. The document moves to the folder for documents available for review and is
also available in the Responded folder in the By Sender/By Recipient view.

Quality Control Query Resolution by Reviewer for Query Responses with Attachments

Once the responder replies to the query email, the reviewer can view the
responded message in the room in By Sender view under the In Progress
folder.

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

1. From the In Progress folder, click the document and select the Query Panel from the right of the
page.

2. At the bottom of the Query panel, two buttons are visible - Respond to
Query and Resolve Query. Refer to the screenshot below:

TechWritersDemoRoom v
= * b =+ Add Q search

B oocument v 8 Manage Security B print = email €8] Move to Startup D import v WepotYy 2 Layout M compare 2. Bulk Upload -

= sent o Am|
@ Lvewby Sender = Document Id Title Document ... Reason for .. Comments Document Category Category
> Al 38
a

Site name

Email amad

Phone
Doc Name
> BB Tiger Woods 2

Doc Type
> I Polly Chakraborty 23 =

WF Name T
+ BB Amruta Auditorl Maddel 13

Th

WF Stage A

Issues Tech|
stage 1

CO B In Progress 2

=
B Pending 2 “”
fo B Resolved 9 |

Clar|

Reviewer (]
clarificatio]

Reviewer
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3. Click the Resolve Query button.

On clicking the Resolve Query button from the Query panel, the Query
window opens to allow the reviewer to resolve the query. The reviewer will see
Query [1340-198] x
Please choose query resolution

Resolve e 11

¢ Resolve and replace using selected {1 K helic
attachment ("Domain_Level s
Description.tif”)

Resolve and create new document

Comment: *

Resolve and replace attachment m

the following window to resolve queries with attachments:

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 reviewer and in
the Resolved folder under the Recipient view for the responder. The user
can view the Query History in the Query Panel from the right panel. It also
moves back to the folder holding documents available for review and needs
to follow the review process again. The following options are available for
sending response with attachment:

Resolve and replace using selected attachment
On clicking Resolve and replace using selected attachment option:

1. The reviwer can choose from the right pane, the document as deemed fit. Two attachments are
displayed at the bottom of the window - (1) that was sent as an attachment by responder to allow
the reviewer to resolve the query and (2) the document that is in the review process.

2. 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.

3. 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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4. The document moves to the folder for documents available for review and is
also available in the Responded folder in the By Sender/By Recipient view.

5. The original document is still seen in the grid but the attachment from the query resolution can be
seen under the Query History window.

Resolve and create new document

1. Can choose whether to Use selected attachment below the option by ticking
the checkbox next to it and also use Copy the metadata from the original
document to create a new document, or
2. Untick both the above checkboxes and proceed to ignore the attachment and create a new
document by providing another attachment.
3. Either ways, the reviewer clicks the Next button to arrive at the Document Profile form.
4. If the reviewer proceeds with option Use selected attachment , then he/she
enters the metadata and clicks Resolve and create document button.

1. If the reviewer proceeds with no option selected, then he/she enters the metadata, provides the
attachment and clicks
Resolve and create document button.

2. The document moves to the folder for documents available for review and is
also available in the Responded folder in the By Sender/By Recipient view.

3. The original document is still seen in the grid but the attachment from the query resolution can be
seen under the
History panel.

Tracking Quality Control Queries

Users with Administrator access in a trial room can check the status of Quality Query

Queries.

1. Navigate to the Documents module.(add image)

2. Click the Choose View button and select By Sender or By Recipient view
from the list. The Index panel populates with folders that contain the
Quality Control Queries at their various stages of progress.

Select a specific folder and the contents of the folder populates the document grid.

3. Select a specific query from the grid and open the Right panel. The history of the selected query is
available by clicking the Query panel. The stages of the query history populate the metadata panel.

4. Click the arrows to the left of stage description to see the details of each query stage.

If the user decides it is appropriate to create a new document in order to resolve the
guery, the user is required to complete the document profile, including uploading a new
attached document.
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Chapter 12. Quality Review

This section helps you understand the Quality Review/Audit application in
Trial Interactive that allows creating Quality Review profile, recording
auditor’s review and comments on various documents added for audit in a
trial.

As a Trial Interactive user, you can access the Quality Review Application from the Main Navigation:

Training Room 1 =
Quality Review / Quality Review

.THIAL

Users
Management

FAQ

Balatad B

From here we discuss the following:

Performing Quality Review

Performing Quality Review Response
Responding to Quality Review Queries
Resolving Queries Raised during Quality Review

P wbdPE

Performing Audits

If you are assigned the Auditor or Audit Manager action in your trial room,
the audit feature is available to you when you click the Quality Review
module in the toggling menu bar.

The Quality Review module has the following views:

* Audit: This allows you to perform audits
« Documents: This allows you to assign documents for audits
¢ Settings: This allows you to

configure settings for Quality
Review Follow the steps below to

perform audits:

1. As a user with Auditor duties, log in to a room and click the Quality Review icon
from the Main Navigation. The user can access Audits, Audit Documents, and
Audit Settings through the panel on the left.
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2. Click the Audit view from the left panel. The Audit view opens.

3. Click three dots from the left pane. The Choose View By popup appears as shown in the
© Add & Edic x W Export

View by Query By Sender l No records available.

> @Al 21 Choose View By ?
> Q Tiger Woods 1

audit query test 1 v

o: > @ Nick Editor 10
> @ NickReader 6

> @ Nick Akulich 4

)

Documents Querles Others
Index Query By Sender By Audit Findings

By Document Type Query By Recipient By Investigative Site

By Country

screenshot below:
4. Click the Quality Review dropdown to select an active audit from the list.

5. The user can also choose to view the available audit documents By Document
Type, By Country, and By Investigative Site, Audit Findings, Query By Sender, and
Query By Recipient. Select views to be displayed.

6. The 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 to filter the audit documents.

1. Once the Audit is chosen, click the Document Status dropdown.
2. Select Pending from the list.
3. Select the auditor from the By Auditor dropdown.

4. Click the Select button. Index folder containing documents Pending Audit
populate in the Index View. Refer to the screenshot below:

5. Open folders to locate documents published and assigned for audit.
6. Notice the Quality Review Information icon next to the document icon in the document grid.

7. Click the icon to open the Audit Panel in the Metadata Panel. Also, notice that the Quality Review
Information popup
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displaying the audit status of the selected document. Refer to the screenshot below:

© Add # Edit X Dele ¥ Export
View by Index ’ Title

B = & Reviewer Status
B A Site Signed NDA 366
o e T T = e NewTestUiUser_2@blabla..  Pending
> 8 C Country Management 0(2) B 4 NewTestUiUser_2@blabla..  Pending
@8 D Additional PSV Package Documents 3 g 8 NewTestUiUser_1477@bl... Pending
> 8 E Site Management 0(1759) B & 2 NewTestUiUser_3@blabla. Pending
@8 F Protocol Draft Protocol Synopsis 3 6 B 2 NewTestUiUser_3@blabla... Excluded

8 G CRAPSY Materials 3 NewTestUiUser_193@bla..  Pending

8 H Relevant Communications 24
Auditing Round 3 testeditor@ti.com Pending

B | Mutual Nondisclosure Agreement Forms and Procest
Brief Audit NewTestUiUser_1000@bl... Pending

@8 | Language Changes_Pear| Distributed 26
quwer NewTestUiUser_2@blabla..  Pending

> BB KCNS_Contracts and CDAs 10(11)

rbriygbtbt NewTestUiUser_1675@bl... Pending

> B LPT003006 US_Site Contracts and Budgets 2(459)
> BB M PT003007 US_Site Contracts and Budgets 0/(353) Simple_audit editor@m.com Pending

W N nick folder 1 12 m ks the best NewTestUiUser_1002@bl... Pending

W OSBY 32 W & fufvivf NewTestUiUser_2@blabla... Pending

> B8P exportiest 0(12)

B8 Qrestfolder 1 ® & Calhoun_William_UnivTxMedBranch
8 R DEFAULT FOLDER 173 B =& Sciurba_Frank_University of Pittsburgh/UPMC Emphysema/COPDResearchCenter_MUTUAL TEMPLATE
> B Tredaction 15(36) 3 & Barbers_Richard_HealthResAssoc_CDA

8. Open the document in the viewing panel.

9. Examine the document and its metadata to determine if it meets the established audit criteria.
10. From the Metadata panel to the right, click the dropdown

arrow at the right end of the Status field. The status options

appeatr.

11. 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.

E Note: To enable the Contains PHI? field, you will need to enable the feature when
setting up the Audit under Document Audit Settings (page 347)

On ticking this, the document automatically acquires a failed status
and displays a warning regarding the removal of the attachment from
the document.

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.

12. Insert comments as appropriate.
13. Click the Save button, or the Save and select next button in the lower toolbar of the window.
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E Note: Add a comment to all documents with which you find issue. Comments can also
be added to documents that have passed your Audit Criteria

14. To view audited documents, filter the documents by Audited from the panel on the left.

15. The audited documents appear in the grid with their respective statuses.
Documents failed due to the content of PHI appear in the grid without the
attachment and acquire a failed status.

Exporting Audits

An Auditor or Audit Manager can export a report of the following directly
related to the documents assigned to any particular audit:

1. Metadata

2. Documents
3. Security

4. Audit By View
5. All Audits

To export an audit report:

From the Quality Review module, click Audit from the left menu bar.
. Select the audit on which you would like to run the audit report from the list of active audits.
3. Select the documents from the list and click Export on the top ribbon bar.

Training Room 1 ~ Q 54
Quality Review / Quality Review i

B Document~ & Email ¥ Export B Absign To B Addto (]

B Metadata
. Documents
I Security Submitted Name Index

L Audit By View @ % % | protocol 02 Central Trial Documents\02.01 Product ...
X All Audit:
= & % % | StudyProtocol 02 Central Trial Documents\02.01 Product ...

2 (2 selected) C  Yriters  [MSelect Columns @ Views ¥

¥ I 01.03 Trial Committee 2

B8 01.03.02 Committee Mem... 1

B 01.03.05 Committee Mem... 1

4. From the Export Dropdown, click the required option to generate an audit report.
. Click the Export button. A Background Jobs window opens with the initial export results.
6. As instructed on the screen, click to get the export results. A zipped file downloads to your
computer.
7. Follow the on-screen instructions to open the XLSX file.

Each option in the Export dropdown is discussed as below:

Metadata
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This is the same as discussed in Exporting Metadata in chapter Exporting Metadata (page 275).
Documents

This is the same as discussed in Exporting Documents in chapter Exporting Documents (page 277).
Security

This is the same as discussed in Exporting Security in chapter Exporting Security (page 278).
Audit by View

Select Audit by View from the Export dropdown menu. The Audit Data Export window opens.

Audit Data Export X
Source:
@ All documents in the current grid
Metadata: * Category, Investigative Site Name, Counti ¥

Y| Save metadata selection

Save selection for everyone

Follow the on-screen instructions to generate the audit report.

All Audits

Select All Audits from the dropdown menu. The Audit Data Export window opens.

Audit Data Export x
Audit’s Source All Audits
® Selected Audits
Audits;* Document Audit v

Auditor's Source: '® All Auditors

Selected Auditors

Auditors:
Status:* In Progress, Passed, Failed, Issues Resolve v l
Metadata: Contact Name, Country, Date of Visit, D¢ v }

¥ Save metadata selection

Save selection for everyone

Follow the on-screen instructions to generate the audit report.

Performing Audit Response
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To perform an audit response, you must be logged in the room as an Audit Responder.

Navigate to the eTMF/Documents module or the Quality Review/ Audit module.

If you are in the eTMF Documents module, select Documents from the menu icons at the top of
the screen.

3. From either of the modules, select Audit Findings view.

View Documents By 2
8 ] 0 O
eTMF My List Workflow Documents Other
Index Submission Status Missing Documents Security
Document Type Reviews Reviewer Placeholders Group
Site Audit Findings Workflow Collected Documents Posted Date
Country Sender eSignature Deleted Docs
Tag Recipient Processed Docs
Make Default

The active audits to which you are assigned that have audits with findings populate the
Index panel.

4. Click the folder for one of the audits. The documents with audit findings
populate the document grid. Documents in the list that are available for Audit
Response show a padlock icon that is unlocked.

. Select the document by clicking the checkbox.

6. Open the metadata panel for the document by clicking the Metadata button at the bottom of the
document grid.

7. At the bottom of the Metadata panel, click the Audit button.

Training Room 1 » A
! o Search ©Addv A Q Admin 106 »
Quality Review / Quality Review Q N
B Documenty & Email ¥ Export ¥ Assign To ¥ Add to Cart @ Documents Cart 0 ¥ P Layout ¥
1-10f1 (1 selected) S Vrites [MSelectColumns @ Default View < Expand & More
Metadata Audit Queries Versions
Generated Name index DocumentSt...  Current Work... —_—
. o
4 +Al 4 Grading/Finding
A4 Edior 103 3
ponsible Pas
Responder @
Excluded udit
[ sendissue | iitate query ]
Audit Historv =LY
< N This record is not editable
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8. From the available options, click Claim document for Audit Correction.
9. Click Document at the bottom of the document grid to open the contents of the document for

inspection.

10. From the Audit History panel, click View Full History button to view the comments included by
the Auditor.

11. Appropriate actions on the part of an Audit Responder are based on the nature of the failure of the
audit.

12. If the cause of the document’s audit failure can be remedied by the Audit Responder, that action
can be carried out.

13. In such cases, the Audit Responder then goes to the Audit button at the bottom of the metadata
panel again and selects
Mark document as corrected.

14. If the cause of the document’s audit failure cannot be remedied by the Audit Responder, the Audit
Responder clicks
Email from the top ribbon bar or Initiate Query from the bottom of the Metadata panel.

Excluded from Audit

e quey

15. The Email popup window opens. Click Yes to the question Are you sending a query?

16. Click To and select the appropriate party or parties from the room’s users to
notify about the discrepancy discovered in the audit.

| Email x |
Subject®  Training Room 1 - Form FDA1572 - FDA-1572_LMcNeil A
R Add Attachment
Open Sans v 12 v (8| B I US % M BEv Ev =Ev
Auditor's comments:

New version required

Thank You.

Files as Links = Files as Attachments (¢) None

17. Include something in the Subject line and enter the text of message to alert

the recipients as to what action they need to take.

18. Select Files as Links at the bottom of the Email window to send the document
along with the email message. Documents can also be sent as attachments.

Click Send.

The selected users will receive the email message regarding the Query raised.
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19. Click Audit sub-module from the left menu bar. The queries raised during
audit can be viewed from the Query By Sender current viewing the left index
pane if you have sent queries to be resolved during audit. Refer to the

B Oocument ~ @8 E-M, & Export ~ ™ Docume at Q D ISB50P4SE8a080... ¥ |
Q. Query.. Tite Query Ques
1 - 10 J0Apr. fremch e7cac3d85¢.. For Query Resokution Madded / 30 Apt
™ Tige Wox
8 Resoived (1] 20 Agr 2
H
<

screenshot below:
Resolving Queries Raised during Audit

The user who receives the email responds back with an attachment to
resolve the query. You can view the responded query in the Responded
folder of Query By Recipient view under the selected audit. Refer to the
screenshot below:

tectwritersacdit B Oocument ~ | B E-Ma & Expont ~

Que. Query Da. Title Query

B 134.. 30May2. ACM_userguide_en-US . Please find the new attachment to resolve the query. ~| Response from Amruta Moddel / 30 May 2018 18:51:57

Body

Preas

d the new attachment to rescive the query

v | Query from Polly Chalzabarty / 30 May 2018 1331:28

To resolve queries raised during audit:

1. Navigate to the Query By Recipient view.
2. Select a query from the grid on the right.
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3. Click the Metadata button from the bottom of the grid. This will open the Document Data Panel.
4. Click the Resolve button from the bottom of the Document Data Panel. If the
resolution is not acceptable, you can click the Return to Pendingbutton from
the bottom of the metadata panel. The document returns back to the Pending
folder and can be resent for query again.
5. This will open the Query window to comment and resolve the query.
6. Enter the comments and click the Resolve button or Resolve and replace
attachment button on the window as per your selection. Refer to the

Query [1340-188] X

Please choose query resolution

Resolve ® T1 W English links.docx

d
@ Resolve and replace using selected O

attachment (“English links.docx”) *9' Click to compare file with existing
document

Comment: *

Resolve and replace attachment

screenshot below:

a. Resolve: This option will just mark the query as resolved without any additional actions.
b. Resolve and replace using selected attachment: This option allows you

to replace the existing attachment with the one which is received as a

part of the query response. Select the document from the right pane and

click the Compare icon to compare the attachment received with the

document in audit.

If you are satisfied with the response received, enter your
comments and click Resolve and replace attachment button.

7. This will resolve the query and the query will now move automatically to
the Resolved folder under the name of the auditor.

8. Click the Resolved folder from the Index Pane to view the resolved query. Refer to the screenshot
below:

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



I A L Editor User Guide v10.1 REE
l'd INTERACTIVE

Page 218 of 358

o Cat *  Docurnent Dats: sdobe?

[Query [1340-187] (Resobved)

[ 134 Ape 2018 e 85094 A Quary Resolved by Ameuta Maddel / 30 May 2018 141326
Enghen Links e
[ 134( Ace 2016 adck
~ it Rapiaced by Amuta Maddel / 30 May 2018
Be 340 04 s 1414326

Fie Name
mwmmrw'n:nmwum - Aeatory M o o
Mwuwm fectiom  adebeld

vE 8 1340 0Mayr 200 adcbed

A Quary from Polly Chakraborty / 30 May 2018 13:14:48
Body

PLEASE DO NOT CHANGE THE EMARL SUBECT

9. You can click the Query History icon at the bottom of the Document Data Pane
for a query to view the Query History in a window that pops up.

Query History

Activity Description

Query from Polly Chakraborty
New Document Created By Polly Chakraborty PLEASEDO.NOTCHANGE THE FAIL SUBJECE

Query resolved by Polly Chakraborty

The following issues were found in the document,
please attach a revised document in your reply to
this email:

TechWritersWorkflow: Approval stage 1

Clarification

site name TechWritersDemoRoom

< i

@ Note: To know how to view a deleted queried document, proceed to section Deleted
Queried Documents.
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Chapter 13. Sites, Required Documents, Countries and
Contacts

In this section, we discuss the Sites, Required Documents that are
required for site activation, Country Documents, and Contacts.

Sites

You can access the Sites module by clicking Sites icon on the left menu bar in the
eTMF/Documents module. 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
investigation sites available in a room By Status, By CRA, By Country.

You can perform various other activities associated with a site, such as:

Retrieving Site Details

Adding, Editing, and Deleting sites
Importing, and Exporting Sites
Mass Coding metadata for sites
Managing Security.

ok~ wdh e

Each of the above is discussed in the separate topics and can be accessed from the left

pane of this help.

Site Views

This section discusses about the various views of the Sites module.

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

screenshot below:

¥r Training Room 1 =
eTMF / Sites

© Add X Delete 4 import % Export  §

| By Status |

My CRA/Start-Up Spedalist
Sites
My Favorite Sites

By CRA

By Country

Make default m
Make default for all rooms

cancel

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.

By CRA

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

o A

—— = -
View by By Status -
#x

By Status

My CRA/Start-Up Specialist
Sites

My Favorite 5ites

By Country

Make default H‘
Make default for all rooms
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screenshot below:

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.

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

© Add % Delete 4 Import W

S x

By 5tatus

By CRA

L_oom ]

My CRA/Start-Up Spedialist Sites
My Favorite Sites

Make default
Make default for all rooms

populate the site details associated with that particular country in the
right pane. Refer to the screenshot below.

Make a view default

To make any site view default and default for all rooms check one of the
two options available in the index dropdown. Refer to the screenshot
below.
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By Status

My CRA/Start-Up Spedialist
Sites
My Favorite Sites

By CRA

By Country

Make default %
Make default for all rooms|

Site Profile
Select a site from the grid and the Site Profile is displayed at the

m Training Room 1 =

Tseke koo Qsearch  OAdd~ 4 @ Arya Stark ~
© Add 4 Import ¥ Export & Mass Coding @, Manage Security v & Layout »
1-10610(1 selecced) ©  DsdecCoumns  ® DefaukView >
SteN.. Princpalinvestigator  Instution Name Swws | PiFrstNa. | PllastName  CRA IRB/EC Name Main Contacs  Reg.Packs.. Progress %
[Bacve 0 ] SteshanieSvoboda  Disney Acive  Swephanie | Svoboda 275864 Dafty Duck

i Hosi Partidpating -3 1011 Minnie Mouse Disney Express Medical  Active  Minnie Mouse Reader 102:R.. 279862 Minnie Mouse 10
i Pending 11

T [ ]

ber 530

Chame * | Royal Brompton Hospital i

Address -
Security -

More -

bottom of the grid. This will allow you to fill all the metadata related
to the selected sites. Refer to the screenshot below:

The Site Profile window provides the following:

General Info tab

Contacts tab

Specific Requirements tab
Institutions

el N S
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Each of the tabs is discussed in the separate topics.

Site Profile - General Info

This tab displays the general information of the site.
After selecting a site, click the General Info tab to edit the general details of the site. Click the

arrow next to the required section of the General Info to update. Refer to the screenshot

Generalinfo  Contacts Site Specific Requirements  Institutions
Info = Edit History -—
nstitution Name Aquafina

— D View Edit History
CRA [ & Reader 103 x | & View Cantacts History

_ _ S a ™ view Milestones History
Start-Up Specialist itor J

RB/EC Name Royal Brompton Hospital -

Address -
Security -
More -

SECENER,
When you click the arrow, the section fields get enabled and the arrow turns to - sign as

shown in the screenshot below. Similarly, you can update the fields in the other sections of

your choice.

Site Profile - Contacts

This section displays the list of contacts that are added to a site. From here, you can add, edit,
delete, deactivate contacts and also change the contact to another level. Refer to the

screenshot below:

1-100f 10{1 selected) £ [ Select Columns ® Default View ¥
Site...  Principal Investi... Institution Name PI First ... Pl Last .. IRB/EC Name Main Con... Reg. Pa... Progress %
111 Stephanie Svob. Disney Acti_ | Stepha..  Svoboda 273864 Daffy Duck
1011 Minnie Mouse Disney Express ... Acti..  Minnie Maouse Reader 10... 279862 Minnie M... 100
107 Break Glass Disney World Ca...  Acti.. Break Glass Michael 5... 279864 Break Gla... 100 e
< >
4 Previous 1 of1 Ne »
— —_—
«* Expand
General Info Site Specific Requirements Institutions
© Add # Edit W Delete &x Deactivate & Convert to Use
) ; right
Last Name First Name Email Contact Type
_ lced,
103 Reader TIReader103@ti.com Sponsor Contact -
any
103 Editor ti_editor103@ti.com Site Activation Specialist -
duct
&  Hydration Cald DrHydration@aquafinahospital org Principal Investigator -
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Double click the user to open the Contact Profile to the right of the
contacts tab. This allows you to edit the contact details of the user. Once
all the details are updated, click Save to save the changes. Refer to the

screenshot below:

— —
" Expand
Generallnfo  Contacts Site Specific Requirements  Institutions
© Add # Edit @ Delete &x Deactivate & Convert to Use!
Last Name First Name Email Contact Type Comtact Promie -
mail
Editor ti_editor103@ti.com Site Activation Specii ¥
&  Hydration Ccold Drt Principal igato
v e pal . Prefix
& Swar Water Drwaterstar Sub gator ¥
First Name
|
4 Previous Site Next Site b |

Adding a Contact

1. Click Add from the menu bar of the Contacts tab.
2. The Add Contact window opens.
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3. Fill in the required details and click Finish. Refer to the screenshot below

Add Contact % |

Create New Add Existing

-]

Email

(]

nedstark@ti.com B 13

[

Prefix

=

8 First Name
| Ned |
Last Name
Stark
Suffix
el Phone Number
|
I Mobile Number a
|
|
Contact Type ;51
| Co-Investigator v t

Same as investigative site address

Cancel

Editing a Contact

Select an added contact and click Edit in the Contacts tab to edit the contact information

entered as above. Refer to the screenshot below.

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



=T R | A L Editor User Guide v10.1 Vel

MGl NTERACTIVE Page 226 of 358

Edit Contact x

Email

First Name

Reader
Last Name

103

Suffix

Phone Number

Mobile Number

L
ERN BN |

Contact Type

Same as investigative site address

Address

Cancel

Deleting a Contact

Select an added contact and click Delete in the Contacts tab to delete a contact

information.

Deactivating a Contact

Select an added contact and click Deactivate in the Contacts tab to deactivate the contact.

Convert to User(s)

You can assign a site contact the role of editor or reader and assign actions as appropriate
from the Convert to User(s)

utility in the Contacts tab.
Site Profile - Site Specific Requirements

This section displays the list of all the Site Specific Required documents. From here, you can
Add required documents to a site, delete the documents, Assign Milestones to the
documents, and view the Change Log History of the selected documents.
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Adding Required Documents

To add required documents to a site click the add button that opens
Add Required Document Types popup. Fill up all the required
information and click Save button to add required documents to a site.
Refer to the screenshot below:

Add Required Document Types x

Il Documents ta be submitted by selected investigative site I

Required For

eTMF

To be submitted [1T contact * |
by

Languages [English % || French x |

Select All Subfolder Contents

B - & Investigative Site 12
- 01 Trial Management 2
i - Trial Oversight 4
po - Recruitment Plan 1
Recruitment Plan

» Debarment Statement 2

» Audit Certificate 1
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Deleting a site-specific requirement

Delete a site-specific requirement that can be performed with the
Pending and Non Participating sites only. To delete a site- specific

t Export  EMassCoding % Manage Security * e Layout
1-110f 11 (1 selected) 2  [DSelectColumns @ Default View ¥
Site..  Principal Investi..  Institution Name ~ Sta..  PIFirst..  Pllast.. IRB/EC Name Main Con..  Reg.Pa.. Progress%
[ T == P S e BT
205 Paorva Kumar Boston Medical Pe.. Poorva Kumar 279866 Poorva K. 10 Jul 2...
251 John A. Sample Central Park Car..  Pe..  JohnA. Sample 279861 Poorva K.. 01 May... 0
201 Momenta PI Central Park Car..  Pe.. Momen.. Pl 279866 10 Jul 2... 38
< >
4 Previous | 1 |of 1 Mext
— _
«" Expand
General Info  Contacts Site Specific Requirements  Institutions
H © Add ™ Assign Milestone B Change Log
Document Type Category Languages Contact o Required For
I N e e S T S [ PR
02 Central Trial Documents Investigative Site (Not Set) Clinical Research Program Manager eTMF

requirement, tick the checkbox to activate the Delete button. Refer to
the screenshot below.

@ Note: Site-specific requirements in the Active Sites can not be deleted.

Adding , Editing and Deleting Sites

"= Important: The following description is for adding Investigative Sites in an eTMF:

* Sites are added to the Study Start Up module by a slightly different
method. If SSU has been enabled for the study, the user first clicks the
Study Start Up icon at the top, then selects the Sites tab. The rest of the
process of adding Investigative Sites is the same as the process
described below.

« Sites added from the eTMF/Sites module also appear in the Study Start-Up, if that is enabled for
you.
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Adding a Site
. © Add .
1. Click the Add button from the top ribbon bar. The New
Investigative Site window opens. Refer to the screenshot below:
E New Investigative Site x
General Info Contacts
J |
| Institution Name n
| CRA u
1 Start-Up Specialist u i
| Site Number
| |

2. Either type the Institution Name in the available field or click the search
icon to view the list of Available Investigative Sites. Investigative site
information is stored in Trial Interactive’s database. If a client has used an
investigative site in a previous study, the site’s information will be stored
and easily accessed through this option.

3. Create or Add existing contacts from the Contacts panel in the window.
This information will be supplied by the client and can be created under
Contact Types in Investigative Site Settings. You can also add the Contact
Type by clicking the contact type field which will then reveal the dropdown
list to select your choice. Refer to the screenshot below:
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New Investigative Site Add Contact
General Info CresiteNew
| #Edic @ Deleg [W
Last Name
1-120f 703 (1 selected) z
" FullName Email 2
&  AnnaBravo 123@test.com
&  jonsnow 1234@test.com
&  FelixSchwartz 123Test@testing.com
&  Stephanie Svoboda 1adfaa24-2b73-4f39-9112-5...
&  Nashat Gabrail 1b096659-d79-2b01-842-...
&  Person McPersonface 1dcbch29-bb11-4b49-bTac-...
&  David Vesole 1f9abeB2-2ccc-4897-b09f-1...
&  Edward Libby 3041abd9-0d36-4694-85827...
&  LiloStitch 3bagccTa-8302-49cd-a4f1 ..
&  3Deditori@ticom 3Deditor1 @ti.com v
< >
4 Previo 1 of 59 Next b

To make the Sponsor Contact ID a Required field proceed to Settings -> Form Settings ->
Investigative Site Profile. Select the Sponsor Site ID Field title from the list of System Fields
and tick the checkboxes under the Coding and Required column.

E Note: The Sponsor Contact ID is used by the system as the unique identifier of sites
used by third parties to enable their integration with Trial Interactive. Hence, the Sponsor
Contact ID will need to be a Required field sothat it can be passed to Trial Interactive.
Similarly, to detect duplicate entries of site contacts, the email-id field is now case-
insensitive.

4. Select an added contact and click Edit in the Contacts panel to edit the
contact information entered above, or Delete to delete a contact information.
You can also edit a contact by double-clicking the contact in the Contacts
panel.
5. Click Activate or Deactivate to activate or deactivate a contact. This will either check or uncheck
the Active Contact
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checkbox in the Edit contact window. Refer to the screenshot below.

New Investigative Site

General Info Contacts

© add # Edit O Delete - & Convert to User
LastName  First Na - Pl Contact Ty. ‘o
&  Marel m 04a1d591... I .
i

6. You can assign a site contact the role of editor or reader and assign actions as
appropriate from the Convert to User(s) utility (page 386) in the Contacts
panel.

7. Click Address to reveal the fields to enter the site location details. Based
on the address entered the system shall calculate the Geo Code of the
site and populate it in the new field Geo Code.

Click More to open another array of data fields. Enter the investigative
site information provided by the client. Refer to the screenshot below:

@ Note: The Geo Code needs to be enabled from the Settings ~ Form Settings  Investigative Site Profile
Geo Code. This is an important field for myTI mobile app to deteet site location ~ =

8. Click Create at the bottom of the window.
9. Repeat this process until all investigative sites have been created for the room.

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



=T R | A L Editor User Guide v10.1 Vel

MGl NTERACTIVE Page 232 of 358

Editing a Site

Similarly, you can Edit a site by first selecting the site from the right
pane and then clicking the Edit button from the top ribbon bar. You
can also edit a site from the Site Profile window also. This is discussed
under the Site Profile.

Deleting a Site

Select a site first and then click the Delete button from the top ribbon bar to delete a site.

Importing Sites

The metadata and contact information for an investigative site can be imported by using the
Import icon located on the top ribbon bar. It runs the metadata import wizard where the
user can upload a .xIsx spreadsheet, set up columns and metadata fields mapping, perform

actual import, and observe the result.

1. Upload the .xlsx file containing data of sites and contacts by clicking the search icon. It is also
possible to import just contacts so they will be mapped to existing investigative sites. The wizard
offers a link to the sample worksheet so the user can download it and fill it with actual data. Click
Next. Refer to the screenshot below:

Investigative Sites Import Step1 ® 0 Q0 O O O x

Upload File

This wizard supports the import of multiple 5ites at once using metadata.
I The Excel spreadsheet should contain two separate worksheets: I

Worksheet one should contain the list of institution names and addresses
Worksheet two should contain the list of contacts including the Principal Investigator

Metadata File (format xlzg*  Ch\fakepath\SitesimportTemplate xlsx Select

See the sample worksheet template

Cancel Previous m i

2. Setup the mapping between metadata fields and uploaded file columns for Investigative Sites. It is
possible to skip sheet selection in case you do not want to import investigative sites but only
contacts. You can also specify the date format that should be used during import. Click Next.

3. Setup the Contacts related metadata. Click Next.

Observe the settings that were done during previous steps and probably return

back and correct something. Click Next to confirm.
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5. This will begin the actual import process. Upon completion, the user will
get a short report on the issues that were occurred during import.

6. It is also possible to download the full report as a text file. The import operation can be aborted at
any time.

Manage Security for Sites
There are two site-level securities available for sites:

1. Editor

2. Reader
Administrators can use Manage Security to include users to any one of these groups:

Select the sites from the grid and click Manage Security dropdown from the top ribbon bar.

Select the type of users to add to the security groups. You can add either
Editors or Readers. Refer to the screenshot below:

Editors E

& Readers

Principal Investi 0=t
3. This will open either the Security - Editors or Security - Readers window as per your choice.
Select the users in the Users tab to add to the security group, or/and click the

Groups tab to select a group of users to be added to the security group. Click

OK. An example of adding editors is shown below. The readers too would be
| |

Security - Editors x

Groups  Users Selected members

h Name Email

at
All v

Name

Auditors

Cats

CRA-EU

CRA Recon- Toal
CRAs-US

CRO - Asia

Doc Editors v

cance'

added in a similar manner.
Mass Coding for Sites

Administrators are sometimes called upon to fill in or update the
metadata of a number of sites in a room at once. When the metadata
changes are consistent across a group of sites, the Mass Coding option
saves a lot of time and keystrokes.

1. Select the sites to be coded in your grid.
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2. Click the Mass Coding tool from the top ribbon bar. The Mass Coding window opens.
Fill in the details by double-clicking the fields, and click Save to proceed with
mass update of the sites’ metadata. You can select multiple CRAs and Start-
Up Specialists if required. Refer to the screenshot below.

£ Mass Coding Mass Coding *
bf 11 (1 selected)
1 selected sites will be processed
Site.. Pl P
Country
205 P K
CRA
=1 | s (2 Ashley Parik x | u :
00 N 2
1 Start-Up Specialist |
(2 Admin 101 % B
- Reg. Pack Sent Date
nd 02 Mar 2020 &

T Expected Submission Date

I 31 Mar 2020 8

RB/EC Submit Date

25 Mar 2020 &
Institution Name *
RB/EC Approval Date
CRA 26 Mar 2020 &
Start-Up Specialist Site Initiation Visit
01 Mar 2020 ]

Site Number

Site

F Cancel Reset

Exporting Sites

You can also export site metadata through the Export window that appears on clicking the
Export icon on the ribbon. 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:

You can export the additional fields in either alphabetical or logical order of selection.
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Similarly, to export site contact data, you need to select Contact Metadata fields as shown

, Export Sites Srep2 O @ X |
N 1
Document Metadata Fields
Select fields you want to export |
| site Number % || Address = || City % || Country % |[ Geo Code % || Phone x || Site x || State x || Zip Code % || Investigative Site Name % |[ SiteNumber x I
"y
| Active Contact * || Contact Type * || User Name * || First Name % || Last Name X% || Address * || City X || State % || Country * || ZipCode * |
| Mobile Number % || Phone Number % | i
23 Fields 23 Selected I
Select All Sortby  FromAtoZ
-~
Geo Code Site Number
Phone State
it]
Country Site Zip Code
Additional Fields
[
eFeasibility Status Pl Last Mame Projected Site Activation Date
Fax Principal Investigator site Email Domains ~
Scroll to Additional Fields
scroll to Contact Metadata Fields
scroll to Contact Additional Fields
. Export Sites St=p2 O @K |
0
Document Metadata Fields

Select fields you want to export

| Site Number x || Address x || City x || Country x || Geo Code x || Phone x || Site x || State x || Zip Code x || Investigative Site Name x || SiteNumber x
[(Active Contact % |[ Contact Type % |[User Name | First Name * |[ Last Name % |[Address % |[City % |[State % |[Country * |[ZipCode * |
| Mobile Number * || Phone Number X |

i I

23 Fields 23 Selected I
Select All Sortby  From AtoZ
Contact Metadata Fields -~
>
itel
Address o State
Ciry Last Name User Mame
Contact Type Mobile Number ZipCode o
Country Phone Mumber

P i
Scroll to Additional Fields
Scroll to Contact Metadata Fields

Scroll to Contact Additional Fields

The export result is also populated in the Notifications. Click GetJob Result to view the excel file.
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L}
Q Search @ Add~ .g.o' @Afyasmrkv

prit Exporting Investigative Sites
Room: Training Room 1

Finished
Operation was successfully completed!

m Get Job Result 27 Mar 17:13

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 the Contacts icon 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. From this section you can do the following:

View Contacts

Mass Coding for Contacts
Convert to Users

Contact Data

M w DD

Each of the above topics are discussed in seperate topics and can be accessed from the

left menu of this help.

View Contacts

This section gives you an overview of the different types of contacts:

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.

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.
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By Country

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

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.

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

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.

Clicking a contact will list the contact details associated with a particular site in the right pane
of the dashboard.

Mass Coding for Contacts

Administrators are sometimes called upon to fill in or update the

metadata of a number of contacts in a room at once. When the metadata

changes are consistent across a group of sites, the Mass Coding option

saves a lot of time and keystrokes.

. . E Mass Coding .

1. Click the Mass Coding tool from the top ribbon bar. The
Contacts Mass Coding window opens. Refer to the screenshot below:

Contacts Mass Coding X
(s) AllRecords in Set Clear «
Field Value
Main Contact
Provide Documents
save

2. You can choose to mass code for all the records in the grid, or a selected set of records.

Either way, double-click and select yes/no from the dropdown in the Value
field for the required metadata to be mass coded.

4. Click Save.

5. Confirm the message to proceed with mass coding. You will receive a
confirmation about the job result which can also be retrieved from the
Notifications.
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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 the details of

the contact here. Refer to the screenshot below.

E° Mass Coding A Convert to user(s) Search

Contact Type

a

Name Phone Main Co... Provide...

Clinical Researc. ..

Anna Bravo
A Dana Marvel Backup Study C No No

A jon snow Principal Investi No No

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:

IMain Contact

123@test.com

Anna

Bravo

Clinical Research Program Manag
111 Eastman Drive

Kansas City

MO

27555

United States

E Note: Contacts can be added through the Sites Dashboard. They can also be added from the Documents Panel.

Countries

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

navigate to:

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

2. Select the Settings option from Main Navigation.

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

options:

a. Countries

b. Template Folders
c. Common Settings

All of the above options are discussed in separate topics accessible from the left panel of

this help.
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Chapter 14. e-Signature

This section discuss the various ways of e-Signature used to sign the documents.

Trial Interactive (TI) 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.

e-Signature

The client can choose the required e-Signature vendor from Main Navigation - Settings - e-Signature - Vendors.

Vendors

The e-Signature vendor available to you depends on the vendor
chosen by your organization. This section discusses the following
three e-Signature options:

1. DocuSign
2. Adobe Sign
3. Tl e-Signature

Follow the steps below to select the e-Signature vendor:

1. Navigate to Main Navigation-> Settings-> E-Signature-> Vendors.
2. Click the Use E-Signature dropdown to select the vendor. Refer to the screenshot below:

E About |'f E-Signature | I E-Signature vendors

Vendors ~

Use E-Signature: * |T1 E-Signature

[ Change Log

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

3. An Administrator can choose to enable or disable the use of an e-signature for users in a room by
selecting the None
option from the dropdown.

4. Click Save if you make any changes here.
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E Note: If the E-signature is enabled, the e-Signature Action is automatically added
in the Actions pane as discussed in Edit User (page 72). To see the addition, refresh the
room in the browser.

Reasons

While e-signing a document, the e-signers need to specify the reasons for approving or
declining a document. Administrators can configure reasons for e-signature from here.

1. Navigate to Main Navigation-> Settings-> E-Signature-> Reasons. Refer to the screenshot below:

Training Room 1 ~
Settings

ed the changes

Create Reason X

Required fields are marked with an asterisk

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

Purpose of the e-signature
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Purpose of the e-Signature is an additional text to display on the top of
the send to e-signature form. Refer to the screenshot below:

Training Room 1 =

- Settings
|Search Q) [« | | About B Purpose of the signature [ Reasons
¢ General Integration e Adal - 12pt - B I YU A-A- F R EEE E = 3F

b D= Test - eSignalure purpose
» % Document Types
» B Required Documents
» @ Countries
b (8 Investigative Sites
@ IRBIEC
b & Email
i= Document Templates
b B Audit
p & Workflows
b W Security
e # E-Signature
B Vendors
B Reasons

B Purpose of the signature

b [E Tasks

1. Navigate to Main Navigation-> Settings-> E-Signature-> Purpose of the signature.
2. In the Right Panel, you can write the Purpose of the e-signature.
3. Click Save.

Assigning Users to prepare an e-Signature Envelope

1. Click the desired room in your Tl session. Click Settings from the Main Navigation to populate the
room settings.
2. Navigate to Settings -> Security-> Users. A panel listing all users will be
displayed in the right pane. Alternatively, you may arrive on the same page
from the Main Navigation -> Users management.
3. Click the Invite dropdown located on the top left corner of the user list pane.
Select the invite option from the list. A User Invitation form will be populated.

Fill in the fields marked with an asterisk (*), at minimum, to invite the desired user.
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From the User Profile tab click the Actions dropdown menu to select the eSignature option and
click Create to assign your user to prepare the eSignature package. Refer to the screenshot
below:

User invitation X
User Profile Groups

4 froldd marked wit
Required s are ked wi

Email: - n

First name:

Last name:

Role ~

Expiration Date: @ x = =
I Actions: :

Organization: .

Mobile number: |12 Study Startup by

Document Collaboration Reviewer
Phone number

Document Collaboration Administrator
Address: pm
Page Manipulations

City: | nt

State: Communications i
Zip code Publish to eTMF P24
Country: Milestones !
lnwite later Assign Tasks «
Ovafne: €3 =<1

4. For existing users, select the user from the user list by clicking the checkbox
adjacent to the list populated in the right pane.

5. Click the dropdown next to the dots and click Edit option. An Edit User
form will populate. Refer to the screenshot below:
Users

X’ Invite ~ # Change Access @5 Resend Invitation m

Last name « First i
¥ A’ Delete

Y\ Reset password

£} Update Preference

SR

¥ ExportUsers

6. Click the Actions dropdown menu and select the eSignature option by ticking the checkbox.
7. Click Save to prepare the existing user for the e Signature package.

The user added will receive an email from Trial Interactive asking them to register in order to

comply with e Signature feature.
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Adding Groups with the eSignature Actions

Add Groups and activate the eSignature Action for the specified groups.

Navigate to Settings -> Security -> Groups. The Groups Panel opens.
From the Groups tab, click Add. The Create New Group window opens.
Name the group by typing its title into the Name field.

Add a Description.

>N

The user making these additions or changes can choose to clone the
security parameters already defined for another user group that has
been established in the room. This cloning designation is not required.

5. Click the Actions dropdown. Refer to the screenshot below:

ssx * + Regression Testing_Yugand v Q ~
otz Settings :

Create New Group x
Name: eSignature Group

Description Users who eSign documents

Clone security from an existing group.

Actions: |E’

Study Startup

Document Collaboration Reviewer
Document Collaboration Administrator
- Page Manipulations

e
Communications
Publish to eTMF
e Milestones

Assign Tasks

6. Click the checkbox for eSignature and click Create.

The new user group displays in the list of Groups in the panel on the left.

Tl eSignature

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) to sign the documents.

This section includes the following sections:

1. Assigning signers to the documents (page 475)
2. Signing the documents in Tl -eSignature if you are a signer (page 417)
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Tl eSignature - Assigning signers to the documents

1. Visit the desired room in Trial Interactive. Click the Documents tab. Open
the appropriate folder from the index to display the documents in the
documents grid.

2. Right-click the desired document and click Send for e-signature. Refer to the screenshot below:

10 documents (1 selected)

u Document... Title Document... Disable au... Document...
) 2069982 DMS TEST Polly Chak...
v * p True Polly Chak...
. © Add Document --

(2] 2 [“D Copy Link True Amruta A...
= 2. % Delete True Polly Chak...

(>} 2 & Manage Security Amruta A...

? @ Open Profile AMEES A

20 (& Eedit Profile Amruta A...

2] 2 Y Replace Attachment audit1_10 True Tiger Woo...

2 Amruta A...

B Add to Cart

2 Add to favorite True Polly Chak...

Convert Non PDF to PDF

(& send for E-Signature L
n A
&2 Add to Review
¢ Ask a question

P Related documents

Alternatively, you can also send the document for eSignature from the eSignature Panel
(page 268) to the right.

3. The Send for eSignature dialog box opens.

4. Select the eSignature Type and assign the users for the document
eSignature by clicking the Add button. Refer to the screenshot below:
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=)
X

Send for eSignature

eSignature Settings

Please certify the document is identical.

eSignature Type @ Paralle

Serial

Users

Please certify the document is identical.

User Name

No records available.

Cancel

Signing the documents in Tl - eSignature
If you are assigned to electronically sign a document, you can sign the documents in the

following ways:

« From the Documents to be signed dashlet
* From the eTMF/Documents view

Each of the ways is discussed in the sections below:

Signing Documents from the Documents to be Signed Dashlet

1. When you are assigned a document for eSignature, navigate to the room
Dashboard and scroll to find the Documents to be signed (page 215) dashlet.

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. Refer to
the screenshot below:
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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.

® v I create new review & emal & Print Payot~y [T ¥ Add to Cart ™ Docun
View by eSignature - 5 documents (1 selected) é
= eSignature
B Canceled
——
Note:

« Completed signatures cannot be canceled.
«  Administrators can cancel e-signature initiated by any user but editors
can cancel only those that were initiated by themselves only.

¢ Once a document is canceled from e-signature, no one can sign the document until it is resent
again.

Signing Documents from the eTMF/Documents view

1. Navigate to the eSignature view and click the Waiting for Signature
folder to locate the document to be signed as shown in the screenshot
above section.

2. Select a document and open the eSignature Panel to the right. The Waiting
for eSignature status appears next to your name.
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3. Click the username to expand the details. Refer to the screenshot below:

[F] Metadata Queries eSignature 2
eSignature
eSignature Type Parallel

eSignature Status &

@ Amruta Maddel Waiting for signers

Purpose of the signature:

Approval Needed

Reasons:
Approval Signature
Comments

Approval Signature

Sign Document

4. Enter all the required details and click Sign Document button.
5. A window opens asking you for Authenticating your credentials opens.
6. Click OK to authenticate your credentials. Refer to the screenshot below:
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Authentication X User authentication X
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LOG IN

Benutzername

amazakovdev@agmail.com

Kennwort

Haben Sie Ihr Passwort
Anmeldeinformationen auf vergessen?
diesem Computer

speichern

| am an INC Research Employee
or

= Log In with SAML Auth =

7. Once you are authenticated, you are directed to the confirmation dialog box asking for signing.
8. Click OK.
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9. The Sign Document window opens which allows you to sign the document. Refer to the

Sign Document X

! Adobe Sign

Options v [DEMO USE ONLY] sample - Copy (37) @ eted @

Click to change

Adobe Sign Test Document

Not for commercial use

screenshot below:
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10. Click the Blue button at the bottom right corner of the window to sign the document.

11. 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

® v Dcrestenewreview BBEmal @Print P layout v B Addtocat W Documents cart v
View by eSignature - 5 documents (1 selected) & Claim © More v
W Canceled ] Document. Title Jocument sable a Document Reason f Comment Document. stegory S % _)

Parallel

i e A esignature

Q swati 8 Waiting for signers

O Amruta Maddel Waiting for signers.

Cancel E-Signature

the signers have finished signing. Refer to the screenshot below:

12. Open the signed document to find that a page with the signer’'s name and
contact details, date of e-signing the document is appended as the last page to
the document. In the case of multiple e-signers, a page for every signer is
appended.

@ Note: Signature Page will be added to PDF documents only after all signers have
finished signing the document.

13. Once all the signers have finished signing, the document will automatically
move to the Completed folder under e- Signature Documents view. You
can see the status of the eSignature as Completed in the eSignature Panel.

Adobe eSignature
This sections includes the following sections:

1. Assigning signers to the documents
2. Signing the documents in Adobe Sign if you are a signer

Adobe eSignature - Assigning signers to the documents

1. Visit the desired room in Trial Interactive. Click the Documents tab. Open
the appropriate folder from the index to display the documents in the
documents grid.
2. Right-click the desired document and click Send for e-signature. Refer to the screenshot below:
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10 documents (1 selected)

| | Document... Title Document... Disable au... Document...
2069982 DMS TEST Polly Chak...
True Polly Chak...
-l © Add Document --
0 Copy Link True Amruta A...
& 2 R Delete True Polly Chak...
© 2 & Manage Security Amruta A...
2 @ open Profile Amruta A...
20 (& edit Profile Amruta A...
2 2§ Replace Attachment audit1_10 True Tiger Woo...
2 B Add to Cart Amruta A...
2 4 Add to favorite True Polly Chak...

Workflow

[ Share Document

€ OCR

Convert Non PDF to PDF

(& send for E-Signature %
A W
&2 Add to Review

¢ Ask a question

P Related documents

Alternatively, you can also send the document for eSignature from the eSignature Panel

(page 268) to the right.

3. The Send for eSignature dialog box opens.

4. Select the eSignature Type and assign the users for the document eSignature
by clicking the Add button. You may add one or more signers to the
document. Refer to the screenshot below:
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Send for eSignature

eSignature Settings

Please certify the document is identical.

eSignature Type @ Paralle

Serial

Users

Please certify the document is identical.

User Name

No records available.

Cancel

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 OK button after adding the desired signers.
Recipient window with the list of email ids of signers enlisted opens.
Tick the Preview & Add Signature Fields checkbox located at the end of
the page to determine the placement of signatures on the document.
8. Click Next. Refer to the screenshot below:

[Send Documerts for e-Signature

Recipients
compiteimorder ()

chak polly@gmail.com 8- en

Message
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9. From the Recipients field select the signer and, drag and drop the fields on
your document from the right menu option that you wish to include in the
sighature.

10. Repeat the above step for every e-signer.

Send Documents for e-Signature

o 1t, navigst  the Current

S Select the Review type us ‘Co-Review’

6. Cick +AGd in the participants panel 1o 33d feviewers
7. Uplasd 8 document from the Documents panel
& Ok Sove.

)

® s | @ ® x

11. 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.

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.

Signing the documents in Adobe Sign

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 navigate to the Documents to be signed dashlet.

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.

You can also proceed to the eTMF/Documents 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 view in the
Index pane. Either way, 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. Refer to the screenshot below:
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Login as Admin.

~

. Navigate to Authoring module from the Navigation Grid.

E * * ATTestRoom1
Authorng
B 4 B &
- E - <2
¥ "

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.
. Selact the Review type as ‘Co-Review’

. Click +Add in the participants panel to add reviewers

I I R IS

. Upload a document from the Documents panel

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.

4. After validation, you will now be lead to the Adobe Sign interface called
embedded signing, for you to review and sign the document. Refer to the

W roee e C
D ]
gt 5 e Co R edr i the et
{v)
Adobe Sign Test Document
= e
—
=
=
= ]
® mleed x

screenshot below:

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. Refer to the screenshot below:
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Adobe Sign Test Document
Not for ¢ roial

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

DocuSign eSignature

This section includes the following sections:

1. Assigning signers to the documents
2. Signing the documents in Adobe Sign if you are a signer

DocuSign - Assigning Signers to the Documents

1. Visit the desired room in Trial Interactive. Click the Documents tab. Open
the appropriate folder from the index to display the documents in the
documents grid.

2. Right-click the desired document and click Send for e-signature. Refer to the screenshot below:
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10 documents (1 selected)

| | Document... Title Document... Disable au... Document...
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¥ Remove from favorite
© Initiate Workflow

[ Share Document

€ OCR

Convert Non PDF to PDF

(& send for E-Signature %
A W
&2 Add to Review
¢ Ask a question

P Related documents

Alternatively, you can also send the document for eSignature from the eSignature Panel
(page 268) to the right.

3. The Send for eSignature dialog box opens.

Select the eSignature Type and assign the users for the document eSignature
by clicking the Add button. You may add one or more signers to the
document. Refer to the screenshot below:
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X

Send for eSignature

eSignature Settings

Please certify the document is identical.

eSignature Type @ Paralle

Serial

Users

Please certify the document is identical.

User Name

No records available.

Cancel

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

5. Click the OK button after adding the desired signers.
6. A document preview window to determine the placement of the signatures
with the designated recipient list on the left will display.
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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. Repeat the above step for
every e-signer. Refer to the screenshot below:

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

Send Documents for e-Signature x
< Trial Interactive E-Signature Request HELP OTHER ACTIONS v
new Contact v b | 3] 124% v
Standard Fields - i () Date Signed
P/ seatue———" ¢ Formatiing X
0s tm:-n_\\ e Data Label v
ntiat -
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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.

Signing the Documents in DocuSign

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 room.
Alternatively, click the Dashboard tab in the eTMF module and scroll down to find the Documents
to be signed dashlet.

2. Click the document listed in the Documents to be signed dashlet. A new window to review and
act on the document will display.

3. You can also proceed to the eTMF/Documents 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
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Documents view in the Index pane. Either way, click Sign Document

oo et

Please Review & Act on These Documents

DeaiSipm L -

to begin the review and signing process. Refer to the screenshot
below:

Click Continue. If you are assigned to sign using the Serial signature, a place where you are
supposed to sign will be highlighted in the document. Click the sign icon. You will be
prompted to choose your style for the signature (font, size, etc.). Refer to the screenshot
below:

m OTHER ACTIONS ¥

Transperfect Deall ¢ Traperfect Trangperfect
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Transperfost Deall Tramsperfect Deall Transperfect
Transperfost Deal Transperfect Transperfoct Dl
Transperfst Transperfect Transperfost
Iy Transperfost Deal Transperfet Transperfoct
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Click Finish to complete the eSignature process.
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Chapter 15. Tasks

This section explains the tasks application that allow users to manage their Trial Interactive

tasks for their rooms.

They are given an option to add, edit, delete, and export tasks. Additionally,
administrators can adjust the number of days before a task’s deadline for a
user 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.

As a Trial Interactive administrator, you can access Tasks as mentioned below:

1. Enter the room for which you want to create tasks from the Home page
2. Click the Main Navigation - >App switcher.
3. The popup with all the applications appear
4. Click Tasks icon.
5. You are taken to the Tasks page. Refer to the screenshot below:
s=n Training Room 1 =
- Tasks

b |2
) -~ CRA
Start-Up QC Review Reconciliation

e

Reports

The Task Module is explained in detail in separate section.

Tasks

The Administrator would need to set up certain configurations for tasks in a room from Main Navigation - Room Settings
—Tasks. These configurations are listed below:

1. Tasks
2. Tasks Category

Each of the options above is discussed in separate topics which can be accessed from the

left panel of this help.
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Tasks

1. Navigate to Main Navigation->Settings->Tasks->Tasks

2. Define a number of days from IRB/EC submission reminder task [field] day(s) option. Refer to
the screenshot below:

Training Room 1 =
Tasks

] 2
_ : CRA
QC Review Reconciliation

a

Start-Up

&

Quality
Review

i

Reports

FAQ

3. This defines the number of days before the due date that the user will receive a
reminder email regarding any task related to the IRB/EC.

Task Category

Task categories need to be specified while creating a task. These task
categories need to be created so that the user may select the appropriate
category from the dropdown of the Task Creation window.

Tasks can be created, edited, or deleted through the buttons on the Task Category dashlet.

Refer to the screenshot below:

E About E Tasks Bk Task Category *

© Add
Category =

Client specific

Internal team
Misc

Training

Click Add to add a task and press Enter.

2. Double-click a task, or select an existing task and hit the Edit button to edit a task. Press Enter
after editing.

3. Select a task and hit the Delete button to delete it.
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Chapter 16. Communications

This section explains the Communications module that automatize the
manual process of managing emails and thereby reduce unnecessary
workload.

The Communications module was introduced to cater to issues related to managing of
emails in the Outlook mailbox that required teams with dedicated people to sift through the
mailbox, pick out relevant mails, download them, convert them to PDF and then file them to
the TMF. It incorporates the features of both the /nbox and the Outbox and comes with two
views - Outbox and Inbox. You will have access to this module if it is activated for you.

You can access the Communications Dashboard from the Main Navigation by clicking the
Communications icon. Refer to screenshot below:

Training Room 1 »
Communication / Outbox

(]

QC Review Communication

b

2 &

CRA 3 A
Reconciliation Quality Review

o )
Users .
Management Q&A Settings

Click the links below for more details on each topic:

The Communications Dashboard
The Communications Inbox

The Communications Outbox
Exporting Mails

el A\
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Communications Dashboard

Once you enter the Communications Dashboard, you will have access to
both the Inbox and the Outbox views from the left menu. Refer to the
screenshot below:

Training Room 1 =
Communication / Inbox

Communication Inbox

From this section, you can perform the following:

The Inbox Settings
The Inbox Process

Each of the above topics is discussed in the separate topic and can be accessed from the

left menu of this help.

Communication Inbox Process

Below is the process for communication inbox:

1. After enabling the feature from the Inbox Settings (page 93), all the
emails sent to the Communications Inbox are deposited here whereas
emails sent to the eTMF inbox will be deposited to inbox.

2. Depending on the settings of the Communications Inbox, the email
processing service converts the email into a PDF file; the Subject and date of
the email are used to form the Submitted Name of the file.

E Note: The settings that need to be activated to convert an email to PDF is Convert email body.

3. If there are any attachments to the email. They are also converted into
PDF files (based on room settings) and automatically linked to the
email PDF.

E Note: The Settings that need to be activated to link attachments to the email PDF is Merge attachments.

4. Any attachment that cannot be rendered into PDF is left in its original format.
5. The email PDF file, along with its attachment(s), if any, are stored in the Communications Inbox
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folder.
6. In the Communications Inbox, the email document is stored in the Pending sub-folder from where
the editor can mark them as Relevant or Non-Relevant. Refer to the screenshot below:

A | 1108101 selected) =

Sent Date Sender Name Sender Address  Status Comments

7. The documents that are marked as Relevant are coded by the editor in the
Document Profile form with data such as category, document type, site,
and other relevant data based on the document type selection.

8. Once the editor codes the document and saves it, the document will move to the Relevant folder
in the Inbox View. The Metadata fields are now non-editable. Refer to the screenshot below:
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& pending

A Relevant

& Non-relevant

9. Based on the room settings, the document will be published as final or will go to the default folder
and the Quality Review Workflow where the reviewers will claim the documents, approve them,
and file them to the eTMF.

10. The documents that are marked as Non-Relevant are moved to the Non-Relevant folder of the
Communications Inbox module and can be deleted by the Administrators, if required.
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Communication Outbox

Documents or messages emailed from a Trial Interactive room are stored in the Communication
Outbox. Details on how to email is discussed in detail in section Email (page 143)

The Communication Outbox is the holding area of messages or emails that are sent out from
a Trial Interactive room. The left pane of the Outbox module gives the views of the emails
By Date and By Type.

Besides, you can also export communication emials.

Communication Outbox Email Message Window

Double click a message in the grid, or check the checkbox to display the Email Message
window at the extreme right of the dashboard. This window gives the complete metadata of
a message including its body, sender, receiver, subject, sent date, and attachments. Refer to
the screenshot below:

You can also change the layout of the email message window by clicking

&P Layout v

Training Room 1: Reg. Pack

To 'dhamilton@medical.org’

Your response to questionnaires and additional
communication indicate your site meets the requirement

nes

y for this important study. DIA is pleased to extend

months ahes

not reply to this but fo!

4 Pre sE Next Email b

the layout buttons at the top right corner of the message window.

Communications Outbox Views
You can sort the emails in the following ways:

1. By Date
2. By Type
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Each of these is
discussed in the
sections below:

By Date
This section provides the segregation of mails by the period of:

Today

Last 7 days
This month, and
All mails.

ol

&3 v Esvpate
& Today
a Last 7 davs
a This month
& Al

> BBy Type

Click a period to view the communications for that period in the right pane of the dashboard.

The screenshot below shows all the communication for the current month.

¥ Export

& v B svpate Sent Date From = «

e Today 11 Feb 2019 pchakraborty@transpe... amaddel@transperfect....
a Lastzdars :
07 Feb 2019 pchakraborty@transpe... amaddel@transperfect....

9 All 07 Feb 2019 pchakraborty@transpe... swatipawar.pune@gma...

> BB By Tvpe

Subject

Site Correspondence

TechWritersDemoRoo...

Test Email

The link icon %1 with a number next to the Sent Date shows the number
of attachments in the mail. Hover the mouse on the icon to view the
attachment name.

By Type
This section provides the segregation of mails by their types:

1. General Communication
2. Regulatory Packet
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3. QC Issues
Current View

£ General Communication

Regulatory Packet

fad

QC Issues

ot

Export Communication Emails

You can export mails by clicking the Export icon on the top ribbon bar.
This will open the Export messages window. You can export all

1-8of 8 (1 selected)

[+
[+]

L Sent Date From To cC Subject

F [ By Date
v B By Type %2 10Feb 2020 Tladmin103@ti.com dhamilton@medical.... Training Room 1 :Re...
% General Communication %2 02 May 2018 pkumar@transperfec..  pkumar@transperfe.. Training Room 1: Re...
%2 02May2018 pkumar@transperfec.. | pkumar@transperfe.. Training Room 1: Re...
Export messages x

Export Options

Source (®) Selected messages

All messages in the current grid

messages in the current grid, or only selected messages. Refer to the
screenshot below:

The confirmation of the export job is displayed in a popup at the top of the grid.

You can GetJob Result from the Notifications. (page 64) The export job result is saved as
a .xlIsx file. Refer to the screenshot below.
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A
Q searcn © Add * A @ Arya Stark =
B English ~ & My Profile Settings 9 Help & cuide @ Sign out

i About This Room Show

]
m
=1}
b

Motifications 1

All Background Jobs Queries 2

Ex:)or'ting messages x
m: Training Room
Finished
Operation was successfully completed!
23 23:5

Chapter 17. Collaborative Workspace

Collaborative Workspace is repository for the project management related documents, some
of the documents in this room will be moved to eTMF room. Collaborative workspace have a

reference to a study room.

The Trial Interactive Collaborate solution, also known as Shared Workspace, is a Clinical
Collaborative Workspace Solution for clinical teams to provide Sponsors, CROs, and Sites a
place to share and author documentation to be used in the Clinical Trial and ultimately
archived in the eTMF.

An integral part of Tl Collaborate, Tl Collaborative Authoring will provide end-users the
capability of directly editing MS Word, Excel, and Powerpoint documents in the browser, and
allowing multiple authors to simultaneously work on a document, or components of a
document, at the same time, much like Google Docs. Reviewers can annotate the document
with responses and comment threads as well as integrated online chat. No local software
installation is necessary. Using Edit Online, authors also have the ability to instantly open MS
Office documents within their native editors and save them seamlessly back to the Shared
Workspace.

There are two types of rooms associated with Collaborative Workspace

Tl Docs
Tl Collaborate

Tl Docs and Tl Collaborate both have the ability to edit the documents online. Tl Collaborate
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acts as Content management tool that is linked to the TMF . Tl Collaboarate asks 'ls this a
TMF document?’ while publishing the documents. With Tl Collanorate the users can also
publish the documents to any other room that is not associated to Collaborative Workspace.
While Tl Docs doesn’t have any link to TMF, nor it can publish the same to any other room.

However, the documents can be copied to other rooms.

! Important: To enable Collaborative Workspace room, contact the Helpdesk.

Content Editing and Versioning

Content editing and versioning helps the users with the the capability of directly editing MS
Word, Excel, and Powerpoint documents in the browser, and allowing multiple authors to
simultaneously work on a document, or components of a document, at the same time, much
like Google Docs. Reviewers can annotate the document with responses and comment
threads as well as integrated online chat. No local software installation is necessary. Using
Edit Online, authors also have the ability to instantly open MS Office documents within their
native editors and save them seamlessly back to the Shared Workspace.

The content editing is performed with check-in and check-out with the documents available

in a collaborative room. The detailed process is explained in the subsequent topics.
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Check Out
The editing of a document initiates with the check out process. To check out a document, go

to the collaborative room and open the document index. Click the gear icon available in the

document grid.This will open a dropdown as shown in the screenshot below.

Training Team Collaborate Room ~

Sy Collaborative Workspace / Documents Library
I Document ~ & Manage Security 4 Import ~ ¥ Export = = Email = Print
1-10f 1(1 selected) Z Y Filters M Select Columng
“ Document Id Title

- L —
I
v B Index © Add Document
[T © Copy nk
X Delete

b B8 Internal 9

& View document security
P B External 0

*Inb
B8 *Inbox 0 = Add to Cart
P BB *Upload 11 % Add to Favorites
< OCR

(&' send for E-Signature
¢ Ask a question

P Related documents

Clicking the Check out option will populate a checkout window as shown in the screenshot

below.

r Check Out x

Select the Edit mode (® My Edit Collaborative Edit

How do you want to edit the document? (® Using built-in online editor

/ local office application

content offline

From here, you can initiate My Edit and Collaborative Edit choosing the
editor options like Using built in editor, using local office application, and
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editing content offline. The edit mode 'My Edit’ is explained in the
subsequent topics.

My Edit

My Edit is performed under Check out. Click My Edit Rdio button and
choose Using built-in online editor as shown in the screenshot below

r Check Out x

Select the Edit mode (® My Edit Collaborative Edit

How do you want to edit the document?  (® Using built-in onli
Us

ontent offline

Editc

Cancel

Clicking the check ou button with using built-in online editor will open
the document editor as shown in the screenshot below.

Training Team Collaborate Room ~
Collaborative Workspace / Documents Library

z
Qsearch  ©Add~ A 0 Admin

106 ~

BiDocument~ @ ManageSecurity 4 Import~ W Exportv & Email & Print D = Documents Cart 0 ~ o Layout ~

P Open in New Window $¢ Start Redaction 2] Start Page Manipulations @ Translate Document ) Check In Pve . expand
Test_9e3a933aac40430aa8058a14593e5a31.pdi Metadata Queries Versions History

Test

% More ~

=
= Q
= Is this a TMF document? -
£ 3
‘:ﬂ I ) No
= Document Metadata =
%) TRIAL INTERACTIVE 10.0 READER HELP Title
Test
Document Name
le aut ent N
i Jame last undated by
Cancel
Page 10f 116 B O zomton @ m
1 |of1 >
Ba (i

Version 1

Page 271 of 358

The document can be edited by clicking Checkin button available in the ribbon bar.

L

This allows you to edit the document online with the things like comments and track changes.

Once you make the cdits, the system will poulate a Check in window as shown in the

screenshot below.
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Check In x

What kind of version would you like to check in?

{(®) Minor No Changes

Comments -
' Need |mpr0vement|

Cancel

— .= = |

The edited document gets its version up in the metadata.The versioning can be seen in under

the Vesrions button in the Metadata pane.

@ Note: Editing a document offline is explained in the subsequent topic.

Offline Edit
To edit a document offline,the system prompts you to download the document.

Select the edit mode to My Edit and check the 'Edit Content Online'button as shown in the

screenshot below

Check Qut x

Select the Edit mode (®) My Edit Collaborative Edit

How do you want to edit the document?  Using built-in online editor
Using my local office application
|-ZE:' Edit content offline |

Clicking the Check out button will download the document to your machine. Make the edits in

the document and click Check in from the gear icon dropdown from the documents grid as

shown in the screenshot below.
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Document Id Title

R e——

Add Document

[0 Copy Link
X Delete

View document secyrity

Cogrean

2 Add to Cart

# Add to Favorites

< OCR

[#" send for E-Signature
¢ Ask a question

¥ Related documents

The check in button opens up a Check In pop up that prompts you to
attach the edited document. Make your comment in the comment box

Check In x

What kind of version would you like to check in?

(® Minor No Changes

o ents .
commen Attached edit

®

to save the edit. The edit will be vesrioned up same as the online edit.
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Collaborative edit is performed within a team of editors. The edit initiator can include the

editors from this operation. The users can also set the due date to complete the collaborative

edit. To initiate a collaborative edit, click the gear icon available in the document grid and

click check out. The check-out po up has the selection option 'Collaborative edit’. Enter the

due date and collaborative edit title to proceed. Refer the screenshots below for the steps to

initiate a collaborative edit.

Check Out Stepl @ O
Select the Edit mode My Edit | (®) Collaborative Edit |
Due date to complete the collaborative edit | 31 Aug 2020 B x

Collaborative profile title

L

|Test Review 1 |

Once you click the Next button, the system takes you to the Step 2
window. This allows you to select the collaborators. To select a
collaborator click the 'plus’ icon available near the name of the

Check Out

=

I Select Collaborators

Full Name

Editor 106
Editor 107
Editor 108
Editor 109
Editor 100

Eddie 101

T3 Search [+]|
Step2 O @ X

Full Name
Editor Training

Editor 104

1 of3 Mext b

Previous E

collaborator. The selected collaborators will be displayed in the right

side of the window. Also a green tick is seen in the list available at the

left side.
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Once you select all the collaborators, click Check out. The system will prompt you for a
confirmation with a question 'A Collaboration Review has been created. Would you like to
open the collaboration review profile now?' Select the appropriate option to proceed
further.

The initiated collaborative edit is seen under my reviews folder under the subfolder

'Pending’. Refer the screenshot below

Training Team Collaborate Room ~
Collaborative Workspace / Collaborate

—~ 1-2of 2 (1 selected)
L=
| & My Reviews m Title g
B Pending 2 Trial Interactiv... .
B InProgress 0 5 Test Review 1

B Completed 0

B Review Closed 0

b BB By Status

The collaborators can be added to the review via add button under the

profile tab of metadata pane.refer the screenshots below.

Clicking the Add button will open the Add Collaborators popup. Here you can select
collaborators available from the list. Refer the screenshot below.

e Layout
1-2of 2(1 selected) o <" Expand
Profile Collaborate Status Versi
Title Description Created D... Last Updat... g oflahor tatu rsions
Source Ti Document
Test Revie... 19 Aug 2020 19 Aug 2020

Title Trial Interactive Global Learn v2.0.1 Patch Re

& Admin 106 v

& Tladmin106@ti.com

8/24/2020

i
x

Collaborators Editor Training x Add
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Add Collaborators x |

3]
Select users by clicking the checkbox

26 Users 1 Selected

Last Name First Name Email Phone Organization |
-_— |
Admin Tladmin102@ti.com ti.com af
103 Admin Tladmin103@ti.com ti.com |

104 Admin Tladmin104@ti.com ti.com |

105 Admin Tladmin105@ti.com TransPerfect Trial Int... I

106 Admin Tladmin106@ti.com ti.com E

4 Previous | 1 | ofd4 Next B

Cancel %

A collaborator can add status by clicking the button available under Collaborate Status tab in

O T

the metadata pane. Clicking Add Status button will open the add status window. Here the
collaborate can choose the status as Pending/In Progress/ Completed and put in the

comments to update and save the collaorate status. Refer the screenshot below.

? Expand

Profile Collaborate Status  Versions

@ Aug 19, 2020

UserMame

Admin 106

Statu

1A

In Progress hd

Comments

Will be completed by Friday

Cancel Update and“ Save

A notification will be available for the executed update
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Q Search O Add ~ A @ Admin 106 ~
bttings © Help & Guide (= Sign out
i About This Room Show Zoom = 80% +

Notifications 1 Clear All

All Background Jobs Actions Queries

Collaborate Status 3

Collaborate Status was successfully updated

b

Close Review Session and Check In

Once you are done with the check-out process with all the collaborators updates and edits,
you can close the review and check in the collaborative edit. To close the review session and
check in. click the button available under the Collaborate status tab in the metadata pane.
Clicking the Close Review Session and Check In button will open the following popup

window.
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Choose the kind of version from the options (Major/Minor/ No changes) and insert your
comments to save the review. The closed review notification will be seen in the notifications.
The collaborate status will be updated with the closed status in the metadata pane as shown

in the screenshot below.

Close Review Session and Check In x

What kind of version would you like to check in?

{(®) Major Minor No Changes

Comments
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Chapter 24. Reports

This section helps you know about getting the Reports for the room activities.

Room Administrators have the option to turn on Reports and make them
available to other users. If Reports are activated, you will see an icon in the
Navigation Grid.

Reports Dashboard

As an Administrator user, you have an option to turn on Reports for other level users to

access and view.

You can reach this page by clicking the Reports application from the Main Navigation. Refer

to the screenshot below:

— Training Room 1 =
Reports

A =) k =

Start-Up QC Review Communication

2 &

CRA ) )
Reconciliation Quality Review

Users
Management

Settings

#

Home

The Reports Dashboard consists of the various dashlets which gives a summary of the reports

of the room. Refer to the screenshot below:
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Training Room 1 ~ - @A

Search Add ~ 06~
Reports Q (+] A Admin 106
Reports (@ Search Reports ] 2

m Main Reports 13 Audit Reports 4 KPI Reports § Missing and Inventory Reports 12

No Favorite reports

To add report to favorites list press

AdHoc Reports (@ Search Reports: ] ?&

Audit Template Document Template Workflow Template
Thu Dec 26 2019 Thu Jul 23 2020 Mon Feb 17 2020
Template for Audit Template for Document Template for Workdflow
Q Creste Q Creste Q Create

From the Reports Dashboard you can do the following:

Generate Reports from the Reports List.
Export the Reports.

Design a new dashboard

Update Results

Eal A

Each of these is discussed in the separate topics in this help.

Viewing Reports from the Report List

From the Reports Dashboard, click the reports category marked in red in
below screenshot. The below list of the reports is from the Main Reports
category.

Training Room 1 ~ = e 5 ]
Reports Q search  © Add A @ Admin 10t

Reports (@ Search Reports ]

| e0 Main Reports 13 4 KPI Re 5 entory Rep 12

All Expiring Documents 4 Q Document Not Reviewed By Users Document Submission By Status D Document Submission By Submitter

e documents, with their ‘Status’ of the

uments, that has been uploaded
nown in their ‘Submitter

h their ‘Status’ of the
stom field

ocuments, 30 or 60 or 90 days To display the documents,
fate mentioned in the Expiration Date document - Not Reviewed

ent, also displaying their ‘Submitter Name b
custom field Name' custom fiel

Favorite Q) Run Favorite Q) Run Favorite © Run Favorite Q) Run

Document Submission Inventory - Documents Requiring Clarification == eTMF- Inventory by Sites Expired Documents In 60 days
Workflow o —
uments, with their ‘Status' of the

Clarification' and other essential

To display the documents has crossed the date
w status mentioned in the Expiration Date’ custom field

f submitted documents with

Select any report and click on Run button to view the desired report.

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



=T R | A L Editor User Guide v10.1 Vel
NG

INTERACTIVE Page 281 of 358

Document Submission By Status

Te display the documents, with their "Status’ of the
document, also displaying their “Submitter Name'

custom field
Fal" o -

Typically, report builds are based on specific sponsor requests.

E Note: For further assistance on other features of reports, please get in touch with the
Support team of Trial Interactive.

Generating Reports

Reports are categorized by their types at the top and users can choose the
category to view the list of reports available in that category. Below
screenshot shows an example of Main Reports. From the Reports List page,
choose the report to be run and click on the Run button to open it.

Any report can also be made favorite by clicking on the Favorite button.

Training Room 1 ~ g

2 Search QAdd~ A Arya Stark »
Reports Q o Y
Reports rs
Favorite 0 Main Reports 13 Audit Reports 4 KPI Reports § Missing and Inventory Reports 12

All Expiring Documents ‘ Document Not Reviewed By Users Document Submission By Status D Document Submission By Submitter

To display the documents, 30 or 60 or 90 days To display the documents, with their ‘Status’ of the To display the documents, with their ‘Status’ of the To display the documents, that has been uploaded

before the date mentioned in the Expiration Date' document - 'Not Reviewed custom field document, also displaying their ‘Submitter Name' by every ‘Submitter’ shown in their ‘Submitter

custom field custom field Name' custom field

Document Submission Inventory - Documents Requiring Clarification == eTMF - Inventory by Sites Expired Documents In 60 days

Workflow © —

T y the list of submitted documents with the documents, with their ‘Status' of the To display the eTMF essential documents To display the documents ha:

workflow related details laying " Clarification’ and other essential (Required documents) and their Workflow status mentioned in the Expiration Date

Favorite 0 Run

For a particular report, you can do the following:

Apply Filters

Adding and deleting fields in a report
Print Reports

Download Reports

el M .

Each of these is discussed in the sections below.
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Applying Filters

You can apply filters for a report if you wish to view and generate the
report with only specific information. You can apply filters for a report by
clicking the Show Filters button in the menu bar. This enables the Filter
Field, Operator, and Value(s), Blank fields to allow you to select the filters
for a report.

Select the single or multiple filter fields for which you want to get the

1 Options
* Status B. = + [100% [~ search report - a» Page [1 o3 B W
Availsble:9 Sescted Training Room 1
Q
Document Submission By Status
Investigative Site FDAForm 1572 us Roger Stear 268pr2018 Final
Investigative Site Indemnity R [ LT Us Roger Stear Finel
(iass\05.02 Ste Setup
umentation\05.02.13
ndemnty
Investigative Site PiCuricuum Vicge | 107-Clasa PICV. lass.B s Roger Stear Finel
Investigative Site PiMedicalLicense | Glass_PiMdealic_Glass.8 us Roger Stear Final
Investigative Site 104 FaEa o Pl ca Roger Stear Final
Investigatie Site Clinical Trial Agreement ‘“L‘j'tz"ﬁ%“""‘“ Mm&;ssm o us Roger Stear Final
Juiano\05.02 Site Set-
up Documentation\05.
02.12 Climcsl T
Agreement
investgatve Ste | Clinical Tral Agreement | 1© H Roger Stear Finel
Investigative Site o (132K e DAL s Roger Stear Final
i ]| Reset S

réborts. An example below shows a filter applied for generating a report
for the open queries of a particular Status and Submitter:

You can also apply multiple filters as well by using the operator conditions to view the

required results.

Exporting Reports
You can export the reports in the following formats:

CSsv
Microsoft Excel

Microsoft Word
XML

Open Office Document

o rw DN
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6. Rich Text Format (RTF)

All Expiring Documents  Data refreshed Mar 22, 2020 at 10:36:27 (GMT +0000) €2

[‘E%; = 4+ [100% |~ search report Qi

NPOF Training Room 1

s Excel (Paginated)
sE

All Expiring Documents

s CSV

A
A
A
A
As DOCX
A
A
A

nt Type Document Title Index Folder Location Country Site#/ P Docu|
08 Central and Local Testing\08.01 Facility
s RTF hicate. 201RLCLIA20200324 Documentation\08.01.01 Certification or 20T
s XLSX (Paginated) Accreditation
< XLSK rtificate Canada_112_Libby_CLIA_20200325 Staging 112 Libby
08 Central and Local Testing\08.01 Facility

849043 CLIA Certificate 1040_Jackson_CLIA_20200331 Documentation\08.01.01 Certification or 1040 Jackson
| | Accreditation

Chapter 25. Study Start Up

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

The Study Start Up Process in Trial Interactive

The Study Start Up Process in Trial Interactive

The sequence of steps enlisted below gives you a glimpse of the study start-up process

followed within Trial Interactive:

. Creating/Editing/Viewing/Deleting Sites

N -

. Adding contacts to sites. This includes adding:

. Principal Investigator and other contacts

o o

. Start-Up Specialists

. Regulatory Approvers

. Site Activation Specialists

. Sending Regulatory Packets and Submission Packages submit to IEC

. Collecting Essential/Required documents for sites, countries, and IRB/ECs

c

d

3

4

5. Review of documents by a Start-up Specialist

6. Review of documents by Regulatory Approver

7. Site Activation and publishing documents to the eTMF
8. Adding essential/required documents after site
activation through amendments Each of the

processes mentioned above are discussed in detail

in subsequent sections.

Study Start-Up Contacts

This section describes in detail the various user roles available in SSU module:
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¢ Clinical Research Associate (CRA)
¢ Start-Up Specialist

* Regulatory Approver
¢ Site Activation Member

¢ Other Site Contacts
+ Site Activation Member

After site information is entered in Tl, the regulatory packet is subsequently
sent out to the site members. If you are added to the Site Activation Member
group, you are able to submit Essential/Required Documents to the SSU
module for the Start-Up Specialist and Regulatory Reviewer

to review. As a Site Activation Member, you can see and track the
progress of Essential/Required Documents collection, and activate the site
when required.

Clinical Research Associate (CRA)

A CRA is responsible to conduct a clinical trial, and oversee various important site related
functions like initiation, compliance with protocols, site visits, adherence to good clinical
practices, integrity of the data collected, and protection and safety of the human subjects of
the study. A CRA adds documents to a site as a part of site visits. A CRA needs to be an
editor in the room to be added as a CRA in a site.

Start-Up Specialist

The Start-Up Specialist is a part of the Site Activation Member group and is the first
reviewer of the SSU documents. Documents can be mailed into the specific SSU email
address, imported, or attached individually in Trial Interactive. The Start-Up Specialist will
review and approve, or reject the document(s) and push them to the Regulatory Reviewer
for final review. The Start-Up Specialist will also activate the site after the Regulatory

Reviewer approves all Essential/Required Documents at each site. A Start-Up Specialist can
be an Editor, or Admin in the room.

Regulatory Approver

The Regulatory Approver is the second and last reviewer of the SSU documents. (Email
notifications can be set up to notify the Regulatory Approver that there are documents
pending for review). The Regulatory Approver will review and approve or reject the
document(s) in the Regulatory Review section in the SSU module.

Other Site Contacts

Besides the ones mentioned above, there are various other site contacts that can be added
to a site. Some of them are mentioned below:

1. Principal Investigator

2. Sub-Investigator

3. Pharmacy Contact

4. Laboratory Contact

5. Contracts Contact

6. Finance/Budget Contacts
7. Co-Investigator
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8. Research Specialist

@ Note: A Principal Investigator is the most important contact for a
site as sites cannot be created without aPrincipal Investigator.

E Note: A SSU specialist cannot be a site contact and a SSU specialist at the same time.
Except for the CRA, all the contacts discussed in this section can be viewed from the Contacts
module. You can view sites in the By CRA view from the Sites module.

The Study Start Up Module
Once you set up the basic configurations and contacts for Study Start Up,

you can now move forward to operate the module. The Study Start Up
Module comprises of the following topics.

Accessing the Study Start Up Module
The SSU Interface
Sites
Countries
IRB/EC
Regulatory Packets
Collecting Essential and non-Essential Documents
Documents
Regulatory Review
. Communication
. Contacts
. Steps to Site Activation
. Amendments
. Overview Dashboard
15. Reports

Each of these topics with their subtopics is described in details in the subsequent.

=

© LN WD

L o
A W N P O

Accessing the Study Start-Up Module
To access the Start-Up Module (SSU), click the Navigation Grid and then

Training Team eTMF Room »
Start-Up / Dashboard

TF'IIAL

= |2

o CRA
Communication Reconciliation

Users
Management

of ®
Settings Home
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the Start-Up icon. This will lead you to the Study Start-Up dashboard.
Refer to the screenshot below:

The SSU User Interface

The SSU Module is a platform in Trial Interactive (TI) which allows users
to Create, Monitor and Activate sites required for Clinical Trial purposes.
Through this interface users can add, upload, and keep track of the
progress of the documents collected for site activation, besides
reviewing them.

Log in to the Trial Interactive and select the Study Startup room. You’ll be
taken directly to the Start-Up Overview. This room dashboard has a
toggling menu bar on the left with access to various modules and the
dashlets on the right. It also has a title bar on the top. Refer to the
screenshot below for further insight into functionalities allowed from
within the SSU:

Training Team eTMF Room ~ i o R
Start-Up / Dashboard Q searc © Add 6 QGDD amd
@ # Edit Dashboard & Edit Defauit Dashboard ¥ # Das|
Common ra
About thisRoom  Bulletin Board  ProjectLinks My Courses My Tasks
&0
Welcome Yogesh Inamdar,
Welcome to the Training Team eTMF Room. This Trial Interacti access the documents accor o the participation privileges assigned to you
You will need Adobe’s Acrobat Reader software version 7.0 or later to view many of the documents in Trial Interactive. ere to ge
If you require technical assistance accessing a site, please email admin@ti.com
Welcome to Admin 104's room
Users s q
Users
All Organizations ~  AllRoles o IS o
The table below describes each numbered section in the screenshot:
Sr. | Part Description
No.
01 Sites Here the users can create sites and contacts; view them based on status, country, start-up specialist, IRB/EC, CRA. It also

allows to export, import, delete, and edit sites, Mass code metadata for sites, add documents, send regulatory packets, and
manage security for the contacts in the sites.

02 Countries Here the users can view and edit the country profile, collecting and reviewing documents for countries.
03 IRB/EC Here the users can view and edit the IRB/ECs profile, collecting and reviewing documents for IRB/ECs.
04 Documents Here the users can view, add and keep the track of all the documents collected in the SSU site.

05 Contacts Here the users can view the contact details based on the User access level in the site.

06 Communication | Here the users can view, add, delete and edit the communication log based on SSU User Access level in the site.
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07 Dashboard Here the users can view variuos dashlets.

08 Regulatory Allows the users with an aceess as a regulatory reviewer to review the documents assigned to them.
Review

09 Add From this tab the users can add Documents/ Users/Task/ Sites.

10 Username The users can manage user settings, language, can redirect to the guide and so on.
Dropdown

11 Notifications The users can view the notifications here.

12 Edit Dashboard | The users can manage and edit the dashboard by this button.

Sites

The Sites tab comprises of the following functionalities in Study Start Up

1. Create Sites and adding contacts to them
2. Viewing sites

3. Editing site profile and deleting sites

4. Adding additional IRB/ECs

5. Exporting Site Metadata

6. Mass Coding for sites

7. Managing Security
Clicking the Sites tab from the toggling menu bar leads you to the Sites section. This is where

the Start-up Specialists will perform their functions and the users of the sites are allowed to
submit and approve documents specific to sites.

The Sites section consists of the Current view on the left and the Grid pane on the right.
Besides these, it also allows you to perform various functionalities from the menu bar on the
top of the grid pane, and the buttons on the Current View window. Clicking a folder in the
current view opens a list of sites in the grid pane. Refer to the screenshot below.

Besides the above, you can also add essential documents, or regulatory approvers specific
only to a particular site, and add room users to sites by providing them appropriate security

accesses. These will be discussed in subsequent sections.

Training Team eTMF Room ~

Start-Up / Sites e e o e o e e Qsearch ©aAdd> A
site Activation o ©Add ~Edit @Delete | 4#Import & Expot = ®°Mass Coding | @ SendReg Packet | ¥\ Manage Security ~ Search
By Status vy ] Site Nu... Principal Investigator Institution Name « Status Site IRB/EC Name Progress %
v Al Edward Ollivander Hagrid's Animal Hospital i ite - 1777 Ollivander Edward Hickory Hollow IRB

123456 Mary Anderson St Joe's University Hospital ~ Active Site - 123456 Anderson Mary Chesapeake IRB 100%

@ Non Participating [1] 1 Delores Umbridge Test Site #1 Active Site - 1 Umbridge Delores SCHULMAN Associates IRB 100%

@ Pending [10] Harry Potter Test Site #2 Active Site - Potter Harry 100%

Doby The House EIf Test Site #3 Active  Site - The House EIf Doby 100%
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Sr No | Part Description
01 Site Activation Here the user can choose the current view.
02 Add Allows to add New Investigative Site and Contacts one at a time.
03 Edit Allows to edit the sites.
04 Delete Allows to delete the Investigative Site.
05 Import Allows to import multiple Sites and Contacts at once in the room.
06 Export Allows to export the sites in the room.
07 Mass Coding Allows to add Metadata to the multiple selected sites.
08 Sending Regulatory Packet | Allows to send the regulatory packets to the specific sites.
09 Manage Security Allows to provide security roles to users in the site.

Creating Sites and Adding Contacts
You can create sites by either of the methods:

1. Importing Sites and Site Contacts

2. Adding each site and its contacts individually

1 Importing Sites and Site Contacts

This feature is especially helpful if you want to create many sites at once. This is done by
entering the site details in an excel worksheet and uploading them during the import
process. A sample worksheet is provided by the system on clicking the Import button. The
worksheet consists of two sheets - Investigative Sites, and Contacts. You can download the
worksheet, fill it with the site metadata and upload it. Once the worksheet is uploaded, the
system will map the metadata of sites and its contacts, and create the sites. The sites thus
created appear in the grid for you to view.

@ Note: For sites to be imported, the following rules should be adhered to:

1. The Investigative Sites sheet cannot be left blank.

2. While importing sites, it is compulsory to specify the Principal Investigator without which sites will
not be imported.

3. Start-Up Specialists and CRA cannot be imported. You will need to add these later and can use
Mass Coding for the same.

4. Sites with same names cannot be imported.

5. Fields such as First Name and Last Name in the Contacts sheet cannot
be left blank, as the system will verify the email id of the user with the
user’s credentials from the database. If they do not match an error will be
thrown.

6. Main contact/s should be specified as they are the ones to receive the email when the regulatory
packets are sent.

7. If you want a contact to be an Active Contact, Main Contact, or Provide Documents, enter
numerical 1" in the Contacts sheet for the fields. The system will automatically map the data and set
the actions allowed for the user. On editing the contact from the site profile, you will find the
checkboxes for these actions ticked (find more on this in the next section).

8. If ‘Active Contact’ field is left blank, the contact will be deactivated by the system. You may
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choose to activate the contact later if, required.

9. If a site and its contacts are already imported, then more contacts can be added to the site only
manually or through the API.

10. Data that was not imported can be mass coded for multiple sites later (follow on to Mass Coding
of Sites for further details).

Given below, is an example of the worksheet as guidelines to the import process:

= 2 : SitesimportTest - Excel 27 @ - 0O X
HOME INSERT PAGE LAYOUT FORMULAS DATA REVIEW VIEW Yogesh Inamdar ~
Ly ¥ 50 s 1| M Dy =2h Y AutoSum v A,
- = = == - |= = " [He em = ul

0 o [coten 11 7| A A = - SeWapTet General e 2 2 g =X i . oy i
Paste o B I U- H- B-A- === &3 EMerge&Center - § - % » G £ Conditional Formatas Cell  nsent Delete Format | Sort & Find &

- Formatting~ Table~ Styles - - £ Filter - Select -
Clipboard Font E Alignment nw Number ] Styles Cells Editing ~
17 . F v

A B C D E F G H | J K L M A
1 |Investigative Site Name Site Number Address City Phone State Website ZipCode Expiration Date Country
2 |TestSitel 1234 Test Pune 989898 MH 333333 India
3 |TestSite 2 5678 Test Mumbai 878787 MH 555555 India
4 |TestSite3 10122 Test Chennai 767676 TN 444444 India
5 |TestSite4 14566 Test Kolkata 656565 WB 222222 India
6 |TestSite5 19010 Test Delhi 545454 DL 111111 India
7] :
8

1. Click Import from the menu bar. The Sites and Contacts import window opens.

Sites and Contacts Import x

This wizard helps to import metadata from the XL 5X-file
Step 1 of 32 upload the Excel spreadsheet (.xlsx) file containing sites and contacts
information

File: * Select metadata file B
t should be a xlsx file
Exzcal spreadshest should contain two separate worksheets:

- Worksheet 1 with the list of institution name and address
- Worksheet 2 with the list of contacts including the Principal Investigator

Ses the sample workshest template

2. Upload the .xIsx file containing data of sites and contacts by clicking the search icon.

a. The excel document should contain two separate worksheets - Worksheet1 with the list
of institution name and address, and Worksheet 2 with the list of contacts including the
Principal Investigator.

3. Click Next.
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Sites and Contacts Import x

This wizard helps to import metadata from the XL 5X-file

Step 1 of 5: upload the Excel spreadsheet ( xsx) file containing sites and contacts
information

File: * C\fakepath\SiteslmporiTest xlsx

t should be 3 .xilsx file

Excel spreadshest should contain two separate worksheets:

- Worksheet 1 with the list of institubon name and address
- Worksheet 2 with the list of contacts including the Principal Investigator

See the sample wordsheet template

[Tho ][_cancel |

4, Setup the mapping between metadata fields for Investigative Sites and uploaded file columns. It
is possible to skip sheet selection in case you do not want to import investigative sites but only
contacts. You can also specify the date format that should be used during import. Click Next.

Sites and Contacts Import x

This wizard helps to import metadata from the XL5X-file
Step 2 of 5: setup metadata fields mapping

Select the workshest containing Investigative Sites:| |Investigative Sites [" i

Spreadsheet Column Metadata field

Investigative Site Mame Investigative Site Mame

Site Number Site Mumber

Address Address

City City

Fhone Phone v
Date format = | |MM!/ ¥
Unigue 1D For sites, site number should be unique. Site can be imported
fields without the site number.

[ <Provious || Next> || Cancel |

5. As in the above step, setup the mapping between metadata fields for Contacts and uploaded file
columns. Click

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



=T R | A L Editor User Guide v10.1 Vel
NG

INTERACTIVE Page 291 of 358
Next.
Sites and Contacts Import x
This wizard helps to import metadata from the XL5X-file
Step 3 of 5: setup metadata fields mapping
Select the worksheet containing Contacts: * Wi
Spreadsheet Column Metadata field
Investigative Site Name Investigative Site Name
User Name User Name
Contact Type Contact Type
Active Contact Active Contact
Main Contact Main Contact v
Date format * ¥
Unique ID For sites, site number should be unigue. Site can be imporied
fislds without the site number.
[ Provious | Next> | Cancal |

6. Observe the settings that were done during previous steps and probably return back and correct
something. Click
Next to confirm.

7. This will begin the actual import process. Upon completion, the
Administrator will get a short report on the issues that were occurred during
import.

2. Adding each site and its contacts individually

Sites can be created afresh, or added from a list of previously created sites in other rooms
related to the same sponsor in a domain. This is especially helpful if the sites are located in
multiple locations. So you might want to create sites with the same name but different
metadata like contacts, address, IRB/EC, and other details. It can also happen that a site is
conducting different types of clinical trials, hence you might want to keep the same name but
the rest of the data can differ. Metadata such as the country, and IRB/EC will be added to the
new site only if the room has them configured and available.

To create sites follow the procedure below:
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— Training Team eTMF Room -
- Start-Up / Sites

Import Export Mana

te Activation
y Stalus : Site Nu. Principal Investigato Institution Name Status Site
All

§ Active [5] New investigative site =
i Active [5]
& Mon Participating [1] Required fields are marked with an asterisk (%)
. - B a
@ Pending [10] Institution Name:
CRA: w
Start-Up Specialist: —
| Contacts

© Create  © Add existing

Last Name = First Name E-mail Contact Type
v| Address
~|More...

2. Either type the Institution Name in the available field or activate the ‘Available
Investigative sites’ window by clicking the magnifying lens at the right end of
the field.

Investigative site information is stored in Trial Interactive’s database. If a client has used an
investigative site in a previous study, the site’s information will be stored and easily
accessed through this window. If you choose from an existing list of sites, the ‘Create’
button in the ‘New investigative site’ window is replaced by the ‘Add site to room’ button.
Refer to the screenshot below:
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New investigative site x
Required fields are marked with an asterisk *)
Institution Name test 1 Q
CRA: bl
Start-Lp Specialist bl
| Contacts

O Create € Add existir E sleie ste

1 Last Name - First Mame E-rnail Contact Type

| Address
Address:
Clty:

State:

Country: United Eingdom bl

3. Select the CRA from the field’s dropdown menu.
4. Select the Start-Up Specialist from the field’s dropdown menu.

5. From the Contact panel of the Site Profile window, the administrator can either create, or add
existing contacts, edit/delete contacts, activate/deactivate them, or convert them to room users:

a. Click Create in the Contacts panel to add a new contact to the site. This information, too, is supplied
by the client. At minimum, a site must have a contact designated as the Principal Investigator and one
of the contacts must be designated as the Main Contact by selecting the Main contact checkbox for
the site. If a contact would be responsible to add documents to the site then tick the ‘Provide
Documents’ checkbox. Refer to the screenshot below:
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New contact x

Email: * -

Prefix

First Name:*
Last Name:*
Suffic:

Phone number

Mobile number:

Contact type: *
Former Principal Investigator
IT Contact

Address:
Laboratory Contact

City:

Pharmacy Contact
State Principal Invzstigator
ZipCode Study Coorbator

Sub-Investigater

Country

Clinical Trial
Experience:

Provide
Documents:

Active Confact

) [N

Main Contact:
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b. Click the Add existing button to add contacts from a list of existing contacts. Tick the checkboxes
next to the contact names to add them to the site. Refer to the screenshot below:

Mew investigative site

Choose Existing Contacts x
Search Q
Contac | E-mail First Name Last Name
Add existing B 123@h.com
2707e260-4b7c-4094-a69. ..
B 560783e7-62c2-4f1c-a89. ..

B abora@iransperfect.com

B batman@ti.com

batwomani@ti.com Waynetta Batwoman

-

Page 1|ef1 o Displaying contacts 1 - 99 of 90

oK [ cancel |

¢. You might want to deactivate a contact, if a contact is unavailable for a

considerable period of time and assign the role to another user, or would be

of use at a later time. You can activate or deactivate a user by clicking the

Activate /

Deactivate icon in the Contacts panel after selecting the user. This icon toggles from
Activate to deactivate state and vice versa depending upon its state.

d. You can edit the profile of a contact by clicking the Edit icon on the Contacts panel.

e. Similarly, you can also delete a contact by clicking the Delete icon on the Contacts panel. A reason of
deleting a contact could be that the user is no longer attached to the organization.

If a contact who has added documents, is later deleted, the contact name will be appended
with ‘(undefined)’ in the metadata of the documents added by the contact.

f. Contacts can also be converted to Editors or Readers by clicking the Convert to user(s) icon on the
Contacts panel. This functionality is available from the Contacts section and is discussed in detail there.

6. Click Address to open the array of data fields for entering the address where
the site is located. Here, you can specify the Country which is important when
filtering for a site.

7. Click More to open another array of data fields. Here you enter important site information like the
site expiration date, status of the site, its email domains, preferred communication mode, and the
eFeasibility Status.

a. Besides the above, you also specify the IRB/EC details here. Select the IRB/EC Type from the
dropdown. The IRB/EC type could be Any, Local, or Central.

b. Select the IRB/EC Name from the dropdown. This dropdown will list the IRB/ECs that have been
added to the room, or domain.

If the required IRB/EC does not appear in the dropdown, you can create/add an IRB/EC on
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the fly by clicking the plus sign at the right end of the field.

¢. You may enter the Expected Submission Date, and IRB/EC Submit Date
for the submission of essential/required documents of the IRB/EC.

8. Click Create or Add site to room at the bottom of the window as per the process.

9. Repeat until all investigative sites have been created for the room.
Viewing Sites

Sites can be viewed from the list of sites appearing in the grid pane. The user can choose to
filter the sites appearing in the grid by selecting the filters from the current view dropdown
as shown below.

The Sites Current View

By Couniry

By Starl-Up Specialist
By IRB/EC
By CRA

W T Ty [T

The Current View Dropdown offers five views:

« By Status: The Site status could be Not Specified, Active, Pending, Rejected. When an
investigative site is added to a data room, it has Pending status. After all documents for the
Investigative site are collected, and appropriate country
and IRB documents are approved by the start-up specialist and by regulatory approvers,
the site can be activated and it moves to Active status. If the site is rejected during
activation process, it is assigned Rejected status.

* By Country: This view reveals a list of countries, and when you select a particular country from the
list, you see all investigative sites related to this country. Not Specified status indicates that a
country is not specified in investigative site’s profile.

* By Start-Up Specialist: This view displays a list of data room users with Start-Up Specialist
designation. When you select a particular user from this list, you will see all sites where this user is
set as start-up specialist. If you select Not Specified status you will see the list of investigative sites
that have no start-up specialist specified in their profiles.

+ By IRB/EC: IRBs can be of two types: Central or Local. Central type will show
you all investigative sites with a central IRB specified in their profiles. Local
type will show you all investigative sites with local IRB specified in their
profiles.

« By CRA: This view displays a list of data room users with CRA designation. When you select a
particular user from this list, you will see all sites where this user is set as CRA. If you select Not
Specified status you will see the list of investigative sites that have no CRA specified in their
profiles.

Buttons on the Current View

Some studies require that a data room house hundreds of sites. The user can toggle the
display between the sites where the user is a CRA or a Start-Up Specialist, or All Sites.

The user can refresh the current view by clicking the Refresh Current View button. Through
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the Configure Grid button, the room administrator can decide the columns that team
members need to display in the grid on the right, or choose the default sorting column.
Users can show or hide columns in the grid, but only room administrator can make
additional columns available for viewing.

1. Toggle Display Button.
By Status il
Toggle display of all sites ¥
sites only

All Sites I

2. Refresh Current View Button.

3. Configure Grid.

Modif‘y’(;rid Conng ) ‘ ) T B x
Grid Config Columns List
Column Title Column Na... Wi... Hidd... Column Title
Site Number SiteNumber 40 [:] Expiration Date
Principal Investigator SSPrincipall 100 @) Pl First Name
Institution Name TopicName 100 ] Pl Last Name
Status Statusld 40 O CRA
Site SAutoSiteN... 150 O Start-Up Specialist
IRB/EC Name SSIRBNam... 150 O Main Contact
Progress % SSEssential... 120 [ Main Contact Phone
Reg. Pack Sent Date
Expected Submission Date
IRB/EC Submit Date
Default Sorting Column ¥ 10 see note IRB/EC Approval Date -

Viewing or Editing Site Profiles
After selecting the required view as shown above, the user can edit a site profile as follows:

1. Select a site from the grid.
2. Click Edit in the menu ribbon to open Site Profile of the site selected. The site profile opens, or

Double-click a site from the grid to open its Site Profile window.
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Training Team eTMF Room ~
= Start-Up / Sites Qsearch  ©QAdd~ A ° Yogesh Inamd
Site Activation Hagrid's Animal Hospital || Essential Documents || All Documents | Communication Log | Instituions
By Status vy =4 with an asterisk Essential Documents Progress
- Al ; Hagrid's Animal Hospital Investigative Site Hagrid's Anima
Hospital
& Active [5] c Reader 103« Editor 104 » Editor 105 » Editor 100 Eddie 101 » Editor 102 | | E——
& Non Participating [1] StarkUp Specialis! ¥| | site Activation Date

A Contacts 7 Apr 2021
@ Pending [10] 07 Apr 2020

OCreate ©Addexisting / Edit @ Delete © Deactivate A Convert to user(s)

Last Name « First Name E-mail Contact Type
] Ollivander Edward owandmaker@ollivander.com Principal Investigator
v Address
v/ More...
Edit History ditor 104 on
pdated by Admin 104 on 8/1

@ Close Site M Save © Cancel B Requirements | W Security v A Regulatory Approvers: 1
Grid ste1/5] » M
o e T oo

Besides these, based on the Projected IRB/EC Approval Date and Start-
Up Processing time (specified in the Study Start-Up Settings), the system
will also display the Projected Site Activation Date on the right panel.
Refer to the screenshot below:

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



Version 1
INTERACTIVE Page 299 of 358
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e

country test 2 Essential Documents All Documents Communication Log Institutions
Required fields are marked with an asterisk (*) Essential Documents Progress
=3 Last Name & FIrst Name E-man Lontact 1ype % | Investigative Site country test 2
1 & Chakraborty Polly pchakraborty@transperfect....  Principal Investigator 9
0%
User New nwuser2017@gmail.com Study Coordinator IRB/EC Karthick Test
Country India
v| Address Y.
IRB/EC .
# | More... P s Reg. Pack Sent Date:
09 Oct 2017
Expiration Date: IRB/EC Name: SCHULMAN Associates IRB x|E .
ST . Expected Submission Date:
Iype: Central
Status: Address: 4445 Lake Forest Drive, Suite 300 18 Jan 2018
Site Email Domains: example: mail-1.. " Crnat IRB/EC Submit Date:
State: OH
Zip Code: 45242 22 Jan 2018
Country:* @ United States . "
Reason for not using auto...: * test o o, = B E’P rojected IRB/EC Approval Date:
Approval Cycle: = ek v / = | 22Feb2018 |
Buffer Time: 3 week ¥ Projected Site Activation Date:
Preferred C ication Mode: eeting Freque Every 2ay from 10 0ct 2015 ¢ v
referred Communication Mode: Meeting Frequency: [ sciect ] 24 Feb 2018
Submission Deadine: O scicc: | BT
IRB/EC Type: Local occurrence: 1106 ¥i
IRB/EC Name: Karthick Test B About B Study Start lfSettings * v|+
Reg. Pack Sent Date: 09 Oct 2017 Do not publish the iments on eTMF when the site X l—_:-_
Publish to eTMF ' 2
Expected Submission Date: 18 Jan 2018 @ Publish to Index\ =]
| IRB/EC Submit Date: 22 Jan 201 plorcsental documents: il x| =
) & Two pass workflc b
Investigative Site Name1: 9l Do not allow addition of new documents for a sitedfte
eFeasibility Status: ¥ Allow paper documents @ ==
e ors: m 1 user(s) se
Site Name: % ESE) |
M save © Cancel [ Requirements | T\ Security A Regulatory Approvers:0 = @ E{ ™

But if there are no IRB/EC Submit Date and Expected Submission

Date specified in the site profile, the system will not display them in

the right panel. Instead it will project the Next Pre-Submission

Deadline Date based on the meeting

schedule specified in the IRB/EC profile. To display the Projected IRB/EC
Approval Date, the system will use the Next Pre- Submission Deadline
Date. The process to project the Projected Site Activation Date remains
the same as mentioned above. The projected Next Pre-Submission
Deadline Dates can be viewed by clicking the last calendar icon next to
the Expected Submission Date field.

6. Make necessary additions or changes to the data fields in the profile. Refer to
Adding sites and sites contacts in case of clarifications.

7. Click Save at the bottom of the panel.

Exporting Sites
Here the users can export

* Selected Records
* All Sites in the current grid
¢ All Sites in the data room

1. To Export a single site or a specific set of selected sites, select the site or sites
by clicking the check box or boxes at the left side of the grid.
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2. Click Export in the menu ribbon above the site grid. The Export window opens.

3. Choose the Source from the radio buttons. The export Format is preselected as Excel and cannot be
altered.

Export x

Source (®) Selected Records
() All Sites in the current grid
() All Sites in the room

Metadata: * Site Number, Site, Principal Investig|~
Contact Investigative Site Name, SiteMumbe ¥
Metadata: *

4. Activate the Metadata dropdown menu to the right of the metadata field.

5. Select which metadata fields you want to include in the export. By not
activating the dropdown, you will leave all metadata fields active and the

Export !-_ T
Source: (®) Selected Records e
() All Sites in the current grid darry
(O) Al Sites in the room )
se EIf Dot

Format: *
Metadata: * |Site Mumber, Site, Principal Investig|*’
q Investigative Site Data -
L [ Site Mumber [5] Principal Investigator

g Site

Additional Fields | Field Sort Order:lhlphabetical | Logical |

[[] Closed st= [[] Men Participating Site

D CRA D P! First Mame

[[] eFezsimility Status [C] PrLastMame

D Expected Submission Date D Progress %

[[] Expirstion Date [C] Reg Pack Sent Date

D IRBVEC Approval Date D Site Activation Date

[[] IR=VEC Name [ site Email Domains

D IRBVEC Submit Date D Start-Up Specialist

[[] Main Contact [ status

D Main Contact Phone

export will include all fields.

6. By the same method, select which contact metadata fields you would like to include in the data
export.
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Export x T
Source: () Selected Records eieE
() Al Sites in the current grid dam
() Al Sites in the room )
e EIf Dot
Format: *
Metadata: * Site Number, Site, Principal Investig|~
C_l:urjtalct. |Investigati'.re Site Name, Sit&Nul‘Tltlfl"
" Contact Metadata :]
[\ Investigative Site Mame [ Address
|;€ SiteMumber @ City
[ Active Contact [ state
@ Contact Type @ Country
[ UzerName [ ZipCede
@ First Mams @ Mobile Mumbsr
[ LestHame (4 Phone Mumber -

7. Once you have made the appropriate selections, click Export. When the export
is complete, you are notified about the Get Job Result in a popup.

8. To view the exported file, navigate to the Notifications .

Mass Coding for Sites

During the initial room configuration, the metadata fields that are
available for mass coding are marked in the room’s Form Settings (page

93)by the room’s administrators. Once that process is done, it is possible
to use mass coding for metadata fields of Investigative sites.

To mass code sites:

1. Select the investigative sites from the list in the grid that have common metadata fields that need to
be coded by clicking the check boxes to the left of the Investigative sites grid.

2. Click the Mass Coding button in the menu ribbon. The Mass Coding window opens.

Maszs Coding x
(®) Selected Records Clear =
Y
Country India
CRA Editer Training
Start-Up Specialist Admin 102
Reg. Pack Sent Date 01 Sep 2020
Expected Submission Date 30 Sep 2020
IRB/EC Submit Date 15 Sep 2020
IRB/EC Approval Date 21 Sep 2020
-
k

3. Double-click the fields in the Value column that you intend to code for all of the selected sites. The
field becomes active.
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4. Fill in the data that is common to all of the selected sites. Some of the fields
are associated with calendar selections and some with dropdown menus.

5. When you have completed entering the common metadata, click Save at the bottom of the window.
A Confirm? Window opens.

Confirm? x

9 Are you sure you want to proceed with Mass Updats?

[ ves ] No ]

6. The coding changes will be added to the site profiles. Note that if the requested coding additions or
changes conflict with existing Investigative site profile metadata, the user will see a warning message.

In such cases, the coding requests will not be completed. The previously existing metadata
will remain as part of the site profile. To make such changes to the site profile, the user must
use the Edit function described earlier in this guide.

Searching for Sites

To search for sites from the grid pane, enter the search pattern in the Search textbox in the
top ribbon bar and click the magnifying lens icon or hit Enter. Sites matching the search
pattern will be displayed. The system will not only select sites that match the pattern from
the columns in the Grid Pane, it will also display sites that have matching searches from the

Training Team eTMF Room ~ A
m Srartrcl;/ STite‘s Efao Qsearch  ©Add~ A ° Yogesh Inamdar =
Site Activation ©Add 4 Import & Export
By Status vig site Nu... Principal Investigator Institution Name Status site IRB/EC Name Progress %
° v_ 123456 Mary Anderson St Joe's University Hospital  Active  Site - 123456 Anderson Mary Chesapeake IRB B m—
™ Active [5]

& Non Participating [1]

& Pending [10)

site profiles. For example, if a site has a contact that matches the search pattern, it will be
displayed.

Deleting Sites

1. Select a site from the list.

2. Click Delete in the menu ribbon. A window pops up, asking for confirmation that you want to delete
the site. It also prompts you to enter the reason for deletion.

Confirmation needed x

Delete investigative site Becky Sife?
Please enter the deletion reason:*

3. Enter the reason and click Delete.

4. Sites cannot be deleted if they have already collected documents and you will
receive a message warning you about the same in a popup.
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Warning [

Some iszues occurred during delefion:

Site Issue
Cauldron Cake 14110 - There are documents assccialed to the site.
University Hospital 14111 - There are documents associated fo the site folders

14114 - It is used in audit profile configuration

@ Note: To delete a site, its documents must first be deleted.

Setting up Site Specific Required Documents

The required / essential documents specific only for a particular site can
be set up through the Requirements button located at the bottom of the
Sites Profile dashboard. This is discussed as below:

1. Double-click the site from the Grid Pane to open the Sites Profile window.

2. Click the Requirements button located in the lower toolbar of the Sites
Profile window. This opens the Required Documents window.

3. Click Add from the menu bar in the window.
4. Select the document types as required from the collapsible tree.
5. Tick the checkbox for ‘Site Activation’ and select the contacts from ‘To be submitted by’ dropdown.

6. Click Save to add the required document type and continue adding, else click Save & Close to add
and exit the window.

Institutions or Additional IRB/ECs

Although clinical trial organizations today adhere to protocols from a
central IRB/EC, at times it might be required to adhere to protocols of
more than one IRB/EC. For example, an organization may have one central
IRB/EC, and one or more local IRB/ECs.

In the Site profile, you will be able to specify only one IRB/EC of any type. In case you need
to provide additional IRB/ECs, proceed with the steps as below:

1. From the Grid Pane, double-click the site for which you want to specify additional IRB/ECs

2. The Site Profile window opens.

3. Click the Institutions tab.

4. Click Add from the top menu bar.
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5. The rest of the procedure is the same as specified in sections Adding or
Creating New IRB/ECs (page 572) and Adding Existing IRB/ECs to Data Rooms
(page 513)

6. The procedure to add from existing IRB/ECs is also the same, with the only
difference that from within a site, the Add Existing functionality will only display
the IRB/ECs available in the data room.

Viewing History
From a site profile window, you can also view histories related to site edit, contact activities,

and milestone.

Site Edit History

1. Double-click a site name from the Grid Pane to open the site profile.

2. Click the Show Edit History icon located on the toolbar at the bottom.

£ Reguirements Y\ Security » X Regulatory Approvers: 1 oy 11 ™
Shnhj‘l history

3. This opens the Investigative Site Edit History window which contains information on the site creator
and also the last updated by user.

Investigative Site Edit History #| [
Date Updated By Activity Description
04 Sep 2020 2... Yogesh Inamdar (yinam... Invesfigative site was updated

03 Sep 2020 1... Admin 103 (Tladmin103... Access Topic
03 Sep 2020 1... Admin 103 (Tladmin103... Access Topic
03 5ep 2020 1... Admin 103 (Tladmin103... Access Topic
14 Aug 2020 1.0 Admin 104 (Tladmin104... Invesfigative site was updated
14 Aug 2020 1. Admin 104 (Tladmin104... Access Topic
14 Aug 2020 1... Admin 104 (Tladmin104... Access Topic
10 Jul 2020 02... Admin 103 (Tladmin103... Access Topic

10 Jul 2020 02... Admin 103 (Tladmin103... Access Topic i

4. The information here cannot be edited. Click Close when you are done with viewing.
Site Contact Activities History
1. Double-click a site name from the Grid Pane to open the site profile.

2. Click the Show contacts history icon located on the toolbar at the bottom.

£ Reguirements Y\ Security + A Regulatory Approvers: 1
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3. This opens the Contact Activities window which contains information on the site contacts and also
their activities.

4. Select All contacts, or a specific contact from the dropdown to retrieve the details of only that

contact.
Contact Activities IS
" Jall contacts il
All contacts ontact Type Updated By Activity Description
Eddie 101
Admin 104 {Tlad... Invesiigative Site Secu... Replace
Editor 100
Editar 102 RA Admin 104 (Tlad... User added as contact... Sponsor Confact
[itor 104 RA Admin 102 {Tlad... User added as contact... Sponsor Confact
Editor 105
Edward Ollivander RA Admin 102 {Tlad... User added as contact... Sponsor Confact
Header 102 RA Admin 102 {Tlad... User added as contact... Sponsor Confact
Reader 103
Qeader 104 RA lahu gonde {lgon... User removed from inv... Sponsor Confact
30 Apr 20... Editor 105 CRA lahu gonde {(lgon...  User added as contact. .. Sponsor Confact
28 Apr 20... Editor 102 CRA Karthick Arul {(kar... User added as contact... Sponsor Confact -

5. The information here cannot be edited. Click Close when you are done with viewing.
Managing Security

We have already seen in section Accessible functionalities for SSU Users (page 520) the
types of security privileges provided by Trial Interactive system to the users and contacts of
investigative sites. The security privileges can be provided for all sites in a data room, as well
as from within the Study Start-Up Sites section.

Access to users for all sites can be provided by adding the site users to
Default editors/readers group, or by making them Default access
members of sites.

From within the SSU Sites section, the administrator can view and provide security
privileges to users for site/s from two locations:

E Note: The administrator has to be site members like a SSU Specialist, or Co-
Investigator, or Site Activation Member to be able to manage security of sites from within
the SSU Sites section.

1. The Manage Security dropdown on menu bar above the Grid Pane:
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From the Grid Pane the administrator can assign Editor and Reader accesses to users/group
of users, thereby making them contacts of multiple sites. By selecting the checkboxes next
to the site names in the grid the administrator can make the selected users/groups member
to multiple sites at one time. This is helpful if contacts will have same privileges in multiple

© Add © Delete 4 Import & Export | ®° Mass Coding @8 Send Reg. Packet Y\ Manage Security

Principal Investigator Institution Name « Status Site %
i A& Reader

8 * 1777 Edward Ollivander Hagrid"s Animal Hospital

B & 123456 Mary Anderson 5t Joe's University Hospital i Site - 123456 Anderson Mary

B *x 1 Delores Umbridge Test Site #1 i Site - 1 Umbridge Delores

Harry Potter Test Site #2 Active Site - Potter Harry
Doby The House EIf Test Site #3 Active Site - The House EIf Doby
sites.
.. W\ Security ~ s . . .
2. The Security dropdown from within a site profile window:

From within a Site Profile, the administrator can assign Editor, and
Reader accesses to users/group of users for only the particular site
whose profile he/she is accessing at the moment.

Security - Readers x
Users * Search Q|  Selected Users
J Last ... First... Email Ph... Mo... Orga... | Name Email

8 Test121... ti.com A Delores Umbridge umbridge@ti.com

L testedito... ti.com A Reader 102 TIR=ader102@@t. com

F s testread... ti.com

i1 jtrouble... Hog...

L 100 Raader TIReade... ti.com

L 100 Editor  ti_editor... ti.com

L 101 Reader TIReade... ti.com

-
Fage 1|of1 ) Displaying usars 1- 41 5f 4 | Selact the uzars by double cficking o drag the enfries to this pane.

Besides these, the administrator can also view the contacts who are
assigned Editor, and Reader privileges in the site/s, from the right pane of
the Security dialog box. Refer to the screenshot above.

@ Note: The procedure to add users to default editors/readers
groups is described in details in the User Management (page
67)section .
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Countries

Since studies can be conducted in multiple countries across the globe, it is important for the
administrator to add the countries where the clinical trial is taking, and the investigative sites
located in the country during its initial setup and configuration.

The following section discusses:

1. Viewing and editing country profiles
2. Viewing documents

@ Note: Adding countries, and essential/required documents to countries are discussed
in sections Adding Countries to Data Rooms (page 571), and Setting up Required
Documents for Countries (page 574) respectively

The Start-Up Countries tab accessed from the toggling menu bar
on the left, allows you to set up documents for countries associated
with sites. The Countries dashboard consists of the Current view on the
left and the Grid pane on the right.

Viewing Countries

Countries in which the sites are located can be viewed from the list of
countries appearing in the grid pane. The list of countries appearing in
the grid and current view pane depends on the filter selected by the
user in the current view panel. Refer to the screenshot below.

& STte Activation Country Name Language Progres
Current View

India Hindi, English 0%
& India

North Macedonia Macedonian 0%

& HNorth Macedonia

Site Activation

Agency Submission

The Current View of the Countries associated with sites is based on:

1. Site Activation
2. Agency Submission (this section is used for Submission Packages)

Site Activation
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Choose Site Activation as your Current View. This view reveals a list of
countries for which specific documents need to be submitted and

Site Activation

Current View O
-
E India

B Morth Macedonia

approved. Refer to the screenshot below.

A country name will be visible in the Current View listing only if the
essential documents required for site activation for that country have
been set up.

The Countries Grid Pane

The Grid Pane on the right provides a list of countries for which
documents are required along with the Progress % bar to the extreme
right showing the percentage of the essential documents submission

Country Name Language Progress %
India Hindi, English [ — EET?
North Macedonia Macedonian 15.1 Hippo T6 0%

progress. Hover the mouse pointer over the Progress % bar to get a
popup with a list of Missing Documents. Refer to the screenshot below.

Viewing or Editing Country Profiles
1. Click the country name in the Current View panel, or double-click the name
of the country in the display grid in the middle of the screen.

2. The editable fields of the country profile become available in the center of the
screen. The Essential Documents Progress graph also appears on the right side of

Site Activation India || Essential Documents | All Documents || Communication Log

Current View Country * India Essential Documents Progress
uniry
- A Counry India
s Expected Approval Date: |30 Sep 2020 x| || c

opee | St [Complots .

=

B Morth Macedonia Approved Dale

Comments:

Foom Contact #

the screen for that single country.
3. Click the data fields in the profile to add or edit profile information.

4. Click the Members dropdown at the bottom right corner of the Profile window.
From here you can select users who will have Full Access, or Read Only access to
the sites under the specified country.
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A Full Access Members
4 Read Only Members

5. Click one of the options from the Members dropdown. This will either open
the Full Access Members window, or the Read Only Members window for you
to select the members. Click Ok after you are done.

6. Select Users/Groups from the dropdown.

7. You can select the users/groups by double-clicking them from the left panel to

transfer them to the right pane, or dragging a user/group from the left pane to the

right pane.

8. Click Save at the bottom of the panel to save your changes, or click Cancel to reset the changes you
have made.

Submission Packages

It is common practice to associate health agencies with sites and send submission packages
to them for their approval. Sites can’t be activated for the clinical study unless the agency
approval is received. A study may have multiple health agencies located in various countries.
These agencies may have more comprehensive site activation submission packages
involving hundreds of documents and that need to be reviewed and approved. Since the
agencies are related to countries, submission profiles and packages for them are accessed
from the Countries Section.

This module allows you to prepare submission profiles where the user can provide the details
such as agency name, country, status of submission, documents to be included in the
submission profile, date when the package was submitted, and also the status of the
submission package.

A submission package can contain documents from the eTMF, SSU, Site, Country, and IRB,
or any document from the disk. For instance, the IB and protocol are already filed in the
eTMF but are required for the submission package. The clinical trial organization downloads
the submission package to perform QC Review as in other documents and then forwards it
for regulatory review. All the actions from creating, and editing submission profiles to
downloading submission packages for health agencies can be performed by an admin or
editor.

Through the Agency Submission section in Trial Interactive, the
organization can track multiple submission packages for the same
country in case one submission package is rejected. Once a site is
activated, these documents are not transferred to the eTMF and are left in
the submission package.

Defining Health Agencies

Before adding submission profiles and downloading packages, it is
essential to define health agencies to be associated with sites. Health
agencies need to be defined at domain level.

E Note: Contact the helpdesk to create Health Agencies, if they are not already created.
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Agency Submission

Select Countries from the toggling menu bar. Choose Agency Submission as your Current
View. This view reveals a list of countries where health agencies are available with their details.
Refer to the screenshot below, which shows the view of the left pane.

Agency Submission %

Current View

-
E Argentina

The Grid pane on the right reveals the country-wise submission profiles that are submitted
to the agencies. Through this pane you can Add, Edit, Delete submission profiles, add
packages to the profiles, and download them for further processing. Refer to the screenshot
below:

© Add Search Q
) Title = Country Agency

Test India Indian Drug Agency

Adding or Creating Submission Profiles
To create a submission profile, follow the steps below:

1. Select Agency Submission as your Current View.
2. Select the Country where you want to add submission profiles.

3. Click +Add from the menu bar located on top of the Grid Pane. The Create
Submission Profile window opens. Refer to the screenshot below:

Create Submission Profile x

Required fizlds are marked with an astensk

Agency Name: * | |

Country:-* Argentina w
Agency:* |HC[S|:EEifEtI |v
Submission Date: ol
Submission Status: Pending v
Comments

Attachments O Add

Document Name

4. Enter the Agency Name, Country of its location, and other details as asked in the form.

5. Click +Add , to upload documents as a part of the submission package of the
profile you are creating. Kindly note that the Submission Status has to be
Pending to submit documents.

6. Click Save.
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Adding Site/Country/IRB Documents to Submission Packages

To add site, country, or IRB/EC documents to a submission package, follow the steps as

below:

1. Navigate to Documents section from within the SSU module.

2. From the Current View, select ‘By Site’ for adding site related documents,
‘By Country’ for adding country related documents, and ‘By IRB/EC’ for
adding IRB/EC related documents to a submission package.

3. Selecting an option, will list the sites, countries, or IRB/ECs in the Current View pane as per your
choice.

4. Select a site, country, or IRB/EC as required.
5. This will list all essential/required documents, as well as non-essential documents in the Grid Pane.
6. Select the document/s as required for adding to a submission package.

7. Add the documents to the Documents Cart by selecting Add Selected to the
Cart option from the right-click menu, or Documents dropdown, or by
dragging and dropping the selected documents to the Document Cart.

8. You can continue adding documents to the cart from as many filters in the Current View dropdown.

9. Once you have completed adding documents to the cart, click Documents Cart
-> | want to..Add to Submission Package to add documents to add them to the
required submission package Refer to the screenshot below:

arch for documents or selew e ¥ Documents Cart (1) Document Data

M B FDF_Sub | pdf _ Required fields are marked with an

Document URL:

Milestone Date:

Iwantio.. =~

Milestnne-
SIEVE i

Steve Clark

W Addto Sﬁmsiun Package

10. The Select a Submission window opens. Select a submission package as required from the list and
click Add document(s) to Submission. The number in a red circle with a blue link is the number of
attachments already uploaded to the submission package/profile. Refer to the screenshot below.

11. Navigate to Start-up -> Countries. Reload the page for the uploaded documents to be updated to
the package.

12. Open the country under Agency Submission from Current View pane on the
left and notice the change in the number of attachments besides the profile name
on the Grid pane.

Adding Documents to Submission Packages from the eTMF

As an admin or editor, besides adding documents to submission
packages through the processes described above, you can also add
documents from the eTMF.

To add documents to a submission package from the eTMF, follow the steps as below:
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1. Navigate to eTMF -> Documents.
2. Select the folder which contains the document you want to upload from the left pane.
3. Select the documents to be uploaded from the right pane.

4. Add the documents to the Documents Cart by selecting Add Selected to the
Cart option from the right-click menu, or Documents dropdown, or by dragging
and dropping the selected documents to the Document Cart. Refer to the

Inbox b o B Document = = E-Mail 4+ Import @ Move fo the eTMF Search for documents or selew |0 = ¥ Documents Cart (2) =
| Submitted Name Generated Name QC Review ... Reg.Revie... Added By
. DataPrivacyAgreem... Steve Clark
Dr. A-CV. pdf Steve Clark
FDF_Sub_I.pdf Steve Clark
Feasibility Documen... Steve Clark
|IEC-IRERoster_pdf- Steve Clark
screenshot below:
5. Add the documents to the submission package by clicking Documents Cart -> | want to. Add to

Submission Package,
and select the submission package as required from the ‘Select a Submission’ window.

6. The rest of the procedure is the same as described in earlier section.

Downloading Submission Package

Once the documents are uploaded to the required submission
package, you may download the package for further processing.

To download a package:

1. Select the required profile from the Grid Pane.
2. Click Download Package from the menu bar on the top of the Grid Pane, or
3. Click Edit from the menu bar and click Download Package.

4. You will receive a notification regarding the documents downloaded. The documents are
downloaded in a .zip format.
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Editing a Submission Profile

Once the documents are downloaded, you can edit the submission
profile and change the Submission Status to Submitted and click Save.

Edit Submission Profile: Trial X
Required fields are marked with an asterisk {*
Agency Name: * Trial
Country:* Canada v
Agency:’ Candian Heathcare Agency v
Submission Date: x =
lSubmission Status: Submitted l Vv

Comments:

Attachments;

[ Document Name

B B testdocs

[sve ] caneel

Refer to the screenshot below:

After the Submission Status is changed to Submitted, the profile is
locked from further additions of documents to it. Notice that the +Add
and -Delete buttons are now disabled, which means further additions
to/deletions from the submission package is now prohibited.

To add further documents you have to create another submission
profile. Kindly note that you can use Edit to also make other changes in
a submission profile as required.

Deleting a Submission Profile

To delete a submission profile, select the required profile from the Grid
Pane and click the Delete button from the top menu bar.

©add  # Edit | © Delete

J Site Nu... Principal In

B & 1777 Edward Olliv:
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A message asking you to confirm the deletion appears in a popup. Click
Yes to delete the profile. Refer to the screenshot below:

Delete Agency Submission X|

9 Do you really want to delete Agency Submission?

[ e L~

IRB/EC

It is essential for sites to adhere to the protocols as set by the IRB/ECs for
more efficient and effective performance of clinical trial operations. Today
organizations are encouraged to use central IRBs as opposed to multiple
local IRBs. But the decision to use central or local IRBs or more than one
IRB of any type for a clinical trial depends upon the clinical research
enterprise, especially if it intends conducting multi-site trials.

Trial Interactive supports the use of both central and local IRBs. Although it
is advisable to use a single central IRB for multi- site trials, sites may need to
use more than one IRB/EC. Trial Interactive not only allows you add IRB/ECs
as required, it also allows you to specify additional IRB/ECs. In this section
we will discuss the following:

1. Adding additional IRB/ECs to data rooms
2. Viewing IRB/ECs
3. Editing IRB/EC profile

Adding additional IRB/ECs

You can specify more than one IRB/EC for a site from within the Sites
module of SSU. Proceed to section Institutions or Additional IRB/ECs
(page 538)for more details on this.

Viewing IRB/ECs
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Clicking the IRB/EC tab from the toggling menu bar on the left, will list
IRB/ECs available to the room. The IRB/EC dashboard consists of the
Current view on the left and the Grid pane on the right with the progress
bar showing the percent of essential documents collected for each IRB. It

Training Room 1 =

Start-Up / IRB/EC

Site Activation

Current View IRB/EC Name «
B SCHULMAN Associates IRB SCHULMAMN Associates IRB
E Local IRB

The Swedish Institutional Review Board

B The Swedish Institutional Review Board

also has a Search textbox in the top right corner to search for IRB/ECs.
Refer to the screenshot below.

The IRB/EC Current View

The Current View panel on left lists the IRBs that have accumulated
one or more of the essential IRB documents for the study. An IRB/EC

Site Activation

Current View
-
E SCHULMAMN Aszsociates IRE
E Local IRB

E The Swedish Institutional Review Board

name will be visible in the Current View listing only if the essential
documents required for site activation for that IRB/EC have been set
up.

The IRB/EC Grid Pane

The IRB/EC Grid Pane on the right provides a list of IRBs for which
documents are required along with the Progress % bar to the extreme
right showing the percentage of the essential documents collected. Hover
the mouse pointer over the Progress

% bar to get a popup with a list of Missing Documents.

Viewing and Editing IRB/EC Profile

1. Click the IRB name in the Current View panel, or double-click the name of the IRB in the Grid Pane.

2. The editable fields of the IRB profile become available in the center of the
screen. The Essential Documents Progress graph also appears on the extreme
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right of the screen for that single IRB.
3. Click the data fields in the profile to add or edit profile information.

4. Click Save at the bottom of the panel to save your changes, or click Cancel to reset the changes you
have made.

Regulatory Packets

When all required documents are collected, the Start-Up Specialists, or
the sponsor, or CRO forwards an initial regulatory documents packet for
collecting the documents from various contacts in the site. Main contacts
receive emails with a list of regulatory documents required. If no main
contacts are specified for a site, then the Principal Investigator of the site
will

receive the email. The administrator can set up the email template that
would be sent out with regulatory packets. The email can also include
document templates as attachments for specific document types if the
clinical research

enterprise wants to adhere to specific formats for the documents. The Main
contacts, on receiving the email, go about the task of collecting the
documents, getting them approved from the Principal Investigator, and
submitting them to the site. They can submit documents to the site by
logging into the site and adding them, or by emailing them to the room. If
the documents are emailed into the room, it is the SSU Specialists’
responsibility to add them to the sites.

You can choose to send regulatory packets for one or multiple sites.
Before sending regulatory packets, admins can set up email templates
and document templates for specific document types as required.

Setting Up Email Templates

The administrator can set up the body of the email template from the
room’s settings. By default, the system provides a template body with the
insertions needed to tell the system to send the names of
essential/required documents, and the name and contact details of the

& About & Email Templates

+ |Reg. Packet Email v

Templat

i+ [B#RoomName## : Reg. Pack

I
Il
1]
iii
ifi
il
il

<> TimesNew.. ~ 12pt ~- B /I Y A-A- &

Re: #RoomName## Study

Dear Investigator and Site Staff,

Your response to questionnaires and additional communication indicate your site meets the requirement necessary for this important study. CLIENT NAME is pleased to extend the offer of
participation in the ##RoomName## study to you. On behalf of the CLIENT NAME team we would like to warmly welcome you and look forward to working with you the months ahead

This is a system generated email so please do not reply to this but follow the instructions listed below.

Included you will find necessary documents required for start-up. To enable a quick start-up we would like to work with you in the most efficient manner possible to ensure your site is ready
to participate in the registry. Before opening your site to participation we will need to collect the following essential documents.

##RegpackDocumentsGrid##

Please submit the documents listed above to TI10UATe TMFwithSSU-SSU@trialinteractive.com.

Insertions: [Pl First Name v

SSU Specialist.

All the administrator needs to do is insert the email text description. To set up the template,
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proceed as follows:

Navigate to Settings.
Select Email from the left panel and click the arrow next to it.

Select Email Templates from the collapsed dropdown.

Select Reg. Packet Email from the Template type dropdown.

1.
2.
3.
4. The Email Templates window opens in the right.
5.
6. The default template populates itself.

7.

Click the appropriate location in the editor and insert the email body as per the format provided by
your organization.

8. Besides the insertions already provided by default, you can insert your own
insertions in the email body for the Pl name, Domain Name, Room Name, and
Investigative Site details by choosing appropriate options from the Insertions
dropdown and clicking Insert next to the dropdown.

9. Click Save to commit the changes.

Search Ql(®| | @ About & Email Templates

» ©. General » Reg. Packet Email ~

) & Milestones ##RoomName## - Reg Pack
& Inbox ©  arial > 12pt - B /I YUA-A- L EEZ= £ £ EE
& Outbox Re: ##RoomName## Study

P (@ Bocuments Distrktion Dear Investigator and Site Staff,

[ Forms Seftings

Your respi to i ires and additional communication indicate your site meets the requirement necessary for this important study. CLIENT NAME is pleased to extend the offer of
¢ General Integration participation in the ##RoomName## study to you. On behalf of the CLIENT NAME team we would like to warmly welcome you and look forward to working with you the months ahead
This is a system generated email so please do not reply to this but follow the instructions listed below.

» B Documents
Included you will find necessary documents required for start-up. To enable a quick start-up we would like to work with you in the most efficient manner possible to ensure your site is ready
» % Document Types to participate in the registry. Before opening your site to participation we will need to collect the following essential documents.
¥ M Requited Docments ##RegpackDocumentsGrid##
» @ Countries

Please submit the documents listed above to TI10UATe TMFwithSSU-SSU@trialinteractive.com.

18 Investigative Sites

@ IRB/EC nsertions: [PI First Name | =3

i & Email Templates

& Room Legal Hold Notifications

& Notification Preferences
& Notification Columns
= Document Templates

» B Audit

Setting up Document Templates
To set up document templates, follow the procedure as below:

1. Navigate to Settings.

2. Select Document Templates from the left panel.

3. The Document Templates window opens in the right.

4. Click Add from the top menu of the window to create a template.
5. The Create Template window opens.

6. Enter the details as required. You can choose to create templates for General
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category documents, for All Sites, or for specific country or site from the
Category section of the window. One document template can be created for any
one of the categories mentioned above. Hence select a radio button as required.

7. Select the Document type and provide the attachment specifying document template for the
document type.

8. To include the template in regulatory packets, tick the Include In Reg. Packet
checkbox. Document templates included in regulatory packets will be sent even
for non-essential/required documents for the selected investigative sites.

Refer to the screenshot below:

I Training Team eTMF Room ~ o
= Settings Q55

Create Template X

Regutaory Package Sample

This will be the template for Regulatory Packages

Document Type Country\01 Trial Management\01.01 Trial
QOversighf\01.01.02 Trial Management Plan\SiteSelectStrat

Sending Regulatory Packets
It is possible to send docs within a regulatory pack with the following options:

1. None
2. Links
3. Attachments.

This is similar to the Email documents functionality and can be
configured from Settings -> Investigative Sites -> Regulatory
packet Options. Refer to the screenshot below:
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m Irgigine Team eTMF Room ~
iy Settings

Search Q| «| | | About [ﬁ Regulatory Packet Options ]

- Send packet as: (O None

B General Settings
&
19
&
19
b
£
b
&
19

B Issues

| B Regulatory Packet Options

® IRB/EC

Study Start-Up seftings Regulatory packet default [Reg. Packet

name:*

Contact Types
Subm|s$|0n P[oﬂ[es S(atus 0 ‘ou have to update titles of 3! regulatory packet related fields in the forms settings after regulatory packet renaming
Template Folders
Investigative Sites Status
CRA Visit Types

CRA Visit Status

Regulatory Approval Status list

Communication Types

To send regulatory packets follow as below:

1. Select the site/s for which you want to send regulatory packets from the Grid Pane.
2. Click the Send Reg. Packet button from the top menu bar in the Grid Pane.

3. A Confirmation needed pop up opens asking you to confirm your action. Click Yes to continue.

Confirmation needed x
Are you sure you want to send Reg. Packet to the following site(s)?

Site - Potter Harry

| Yes [ _No ]

4. Once the regulatory packet emails are sent to the main contacts in the site,
you will receive a status message stating the issues faced by the system while
sending the emails, or stating that the process was completed successfully.
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Sending Reg. Packet x

o Sites were processed with issues

Details:

Test Site #2: Cannot send Reg. Packet to acfivated investigative
sile

5. The document templates, if created and specified for the selected sites, will
be included as attachments in the emails. Below is the screenshot of a sample

2 Antachmems LY

email:

When the regulatory packet is sent, and the site status is ‘Pending’, the
system will automatically create a task for the SSU Specialist for the next
submission deadline. The task thus created can be viewed in the Tasks
module accessible from the Navigation Grid.

Collecting Essential and Non-Essential Documents

Once the document requirements are configured, documents can
enter the room through three methods depending on preference and
access:

1) Via a unique SSU email address
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2) Via mass Import (follow to Documents section for import of documents).

3) Via individual document attachment

As mentioned earlier, all the sites, countries, and IRB/ECs require addition of essential and
non-essential documents to them.

The Grid Panes of sites, countries, and IRB/ECs allow you to add Essential

Documents, non-essential documents, and add / edit communication

logs. The procedure to add documents is the same for sites, countries,
and IRB/ECs, and is discussed below.

Essential Documents

Setting up of Essential Documents for Sites, Countries, and IRB/ECs involve the following
steps:

1) Adding Required/Essential Documents from Settings for Sites, Countries, and IRB/ECs.

2) Adding, editing, and reviewing documents of each Essential Document type from the menu bar.
The Top Menu Bar

Training Team eTMF Room ~ § Yogesh ina
Start-Up / Qsearch  ©Add > A o Yogesh Inamdar ~
Site Activation I ©Add 4 Import 4 Export 1 Manage Securily
& By Status vi¥ L) Site Nu... Principal Investigator Institution Name « Status  Site IRB/EC Name Progress %
- & Al 1777 Edward Ollivander Hagrid's Animal Hospital Active Site - 1777 Ollivander Edward Hickory Hollow IRB [100% |
m 123456 Mary Anderson St.Joe's University Hospital  Active  Site - 123456 Anderson Mary Chesapeake IRB [1100% S—]
;E;{S,T/W : Qsearch  ©Add~ A @ Yogesh Inamdar ~
Site Activation Country Name Language Progress %
Current View India Hindi, English
e '_ North Macedonia Macedonian
. B india
T .
S;rt—f}; Qsearcn  ©Add~ A @ Admin 106 =
Site Activation Search
® Current View IRB/EC Name
B SCHULMAN Associates IRB SCHULMAN Associates IRB
B Local IRB Tha Quadich Insfititinnal Baviaw Raard

Refer to the screenshot above:

Notice that documents for sites, countries, and IRB/ECs can be added and edited from the
menu bars located on top of the Grid Panes of Sites, Countries, and IRB/ECs. You can also
add documents as attachments. The procedure is the same for all and is described below.

Add Essential/Required documents

E Note: Documents can be added for contacts such as Sub-
Investigator or Study Coordinator only if they are added as contacts
to the site, have the ‘Provide Documents’ functionality enabled for
them, and specified as contacts in the essential documents from
room settings for site specific documents.

1. Navigate to the module to which you want to add documents as required. The
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modules here are Sites, Countries, or IRB/ EC.

2. Select the document type to which you want to add the document from the Grid Pane.
3. Click Add from the menu ribbon above the documents grid.

The Document Profile window opens. Complete the required

fields, marked by a red asterisk *, including the attached file.

4. Screenshots for each module are provided as below:

Document Profile x

Please enter the document profile data

Required fizlds are marked with an asterisk

H rF
Category:* Site ~
Comments
Contact: Mot specified v |4
Date Type -

Document Date:*
Document Descriplion

Generated Mame

Document Type:* n

nvestigative Site:* Mot specified |V Q

Published By

-
|_Finisn ] Cancel ]

5. You can either attach a file to a document type by clicking the magnifying lens at the end to

(o2}

. Click Finish at the bottom of the window. The document takes its place in the grid with a Pending
status.

You can also add documents by double clicking the Attachment field in
the grid for the required document type for which you want to attach a
file. This will activate the magnifying lens and dots to upload

acme foony tunes research Essential Documents All Documents Communication Log Institutions
©Add ¥ Export == Not Applicable & E-Mail
‘ Attachment Document ... Required By Document... Language Contact Type Contact

All Sites Clinical Trial... Principal Inv... simon kouz

All Sites Confidentiali... Principal Inv... simon kouz
IRB [Hickor. Federal wid...

IRB [Hickor... GCP Compl...
attachments. Refer to the screenshot below:

Once the documents are uploaded, click the Save button, without which
the document would appear in the grid with a red mark but will not
acquire the Pending Status.
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A document uploaded by this method is not complete in its profile unlike
uploading it through the Add button and acquires the warning symbol
next to it. Refer to the screenshot above. Clicking the warning symbol
will open the Edit Document Profile window for you to complete the
details. Click Finish on completing. The warning symbol now disappears.

Export documents

1. Click the Expdrt®®"  button in the menu above the grid. The Export window opens.

Export x

Saurce () Selected Records

() All documents in the current grid

2. You can either export selected documents from the grid, or all documents from the current grid.

3. Click Export at the bottom of the window. An Exporting Documents window opens.

Exporting Documents (Lab Certification _CLIA)

Finished: Export: 1 of 1 completed (151}
03 Sep
11:17

Get Job Result

4. Following the on-screen instructions, click the Get Job Result button to get
the results that are delivered in a zipped folder.

QC Review by SSU Specialist
The documents are reviewed and approved by the Start-Up Specialists
and then by the Regulatory Reviewer. Both these roles are assigned to

users within the Tl SSU module. Notifications within Tl can be sent out to
notify both these roles when they have pending tasks to complete.

A Start-up Specialist can approve
documents only for his or her own

sites. To approve documents:
1. Select a document from the grid.

2. Select the Approve button from the menu ribbon above the grid. The Approve / Reject Documents
window opens.

3. You can select the Status to be Approved or Rejected as you deem fit.
4. Select the appropriate approval date.

5. Click Approve to save changes. The document’s status changes to Approved or Rejected as selected
by you.

You can also approve the documents by double-clicking the Status
field in the grid for the required document. This will activate the Status
dropdown. Select a status as appropriate. Click Save. Refer to the
screenshot below:
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You can approve several documents simultaneously.

1. Select several documents from the grid.

2. Select the Approve button from the menu ribbon above the grid. The Approved/Reject Documents
window opens.

3. Click Approve/Reject at the bottom of the window to save changes.

4. The Attachment field or Attach URL by clicking the dots.

Submitting documents for Regulatory Review

Once documents are collected and approved by a start-up specialist,
the documents should be submitted for regulatory review. Rejected

documents or documents in pending status cannot be submitted to
review.

1. Select the approved document or documents to be submitted to review by
clicking the appropriate check boxes in the Essential Documents grid.

2. Click the Submit To Review button in the menu ribbon directly above the grid.

E Note: Rejected documents cannot be submitted for Regulatory
Review and need to be re-submitted again, if required. Paper
documents are also submitted for Regulatory Review in the same
way as mentioned above.

Not Applicable
A document type can be marked Not Applicable if such a document is not required for

the study start-up.

E-Mail

1. To send an Email message about a particular document to another
party associated with the study, the site, the country, or the document,
select the document in question from the grid by clicking the
appropriate check box.

2. Click the E-Mail button in the menu ribbon directly above the grid. An Email window opens.
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Email x
Subje...
v| Attachments
€  TimesMew .. ~ 12pt - B I U A-H- &£ E=E = = = & =
() Files as Links  (O) Files as Aftachments () MNone m m

Files can be sent either as links or as attachments as shown in the screenshots above.

3. Click the To / CC button to activate the list of room users to whom you can send the message.

Choose the email recipients x
Uszars i Search Q| Email Recipients
J Last ... First...| Email Ph... Mo... Orga... J Mame Email
s Test121... ti.com
s testedito.. ti.com
s testread. .. ti.com
s jtrouble. . Hog...
L 100 Reader TIReade... ti.com
L 100 Editor ti_editor .. ti.com
L 101 Reader TIReade... ti.com
-
Fage 1|of 1 O Dizplaying users 1- 41 of 4 Salect the users by double chicking or drag the entries to this pane.

4. Select the users or groups you want to send the message to by
dragging and dropping the recipients’ names into the Email recipient’s
grid or by double-clicking the names.

5. Click OK. The view returns to the Email window.
6. Complete the required Subject field.

7. Either add attachments to the message or click the Files as Links radio
button at the bottom of the window. Note that the user can also select the
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None radio button to send a message without files attached.

8. Add a custom message in the message field.

9. Click Send. The designated recipients receive the email message.
Editing Essential/Required Documents

Once a document is added to a document type, its profile is available for editing, if

required. To edit a document:

1. Select a document from the grid
2. Click the Edit button from the menu bar.

3. The Edit Document Profile window opens. Make changes and click
Finish to commit the changes made to the document profile.

Viewing Document Profile

To view the profile of a document you can click the Open

Document Profile x
Document Profile || Activity Log

Dr. A-CV.pdf
Doc date : Not specified Filesize - 144 4 KB

Attachment Dir. A-CV pdf

Comments

Document URL

Milestone Daie

Milestone:

Category: Trial
Date Type

Document Date

Document Description
Generated Mame:

Document Type hi
| Eat |

Profile button from the menu bar. This opens the Document
Profile window. Refer to the screenshot below:

This window consists of two tabs: Document Profile and Activity Log.
The Document Profile tab shows the profile of the document. Refer to the screenshot above.

The Activity Log tab shows all the activities performed by users on the document. Refer to

the screenshot below:
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'_Elot.ument Profile x
Diocument Profile Activity Log
Organization: [All v Artivity type: |All v
Date Updated By Activity Description
Ti2f2020 3:50:13P...  Sieve Clark (stclarki@fra... MNew Essential Doc...

Fi2f2020 3:50:09 P...  Sieve Clark (stclark@tra... New File: li.com

Ti2f2020 3:50:08 P...  Sieve Clark (stclarki@fra... Create document: t... AddDocumentFromSsul...

[ _Edt ] Close |

All Documents

The view presented to users in the All Documents tab for each site,
country, and IRB/EC shows both the Essential Documents and the
non-Essential Documents associated with the site, country or
IRB/EC selected.

The All Documents tab for each of the modules consists of a menu bar

[ W Document - IR R

© Add

Ml Copy Link h
@ Delete

@ Open Profile I
# Edit Profile
Replace Attachment / Add URL

¥ Add Selected Item(s) to the Cart

B

[l Related Documents

which allows various functionalities. Refer to the screenshot below:
The functionalities of this menu bar are the same as in the Documents section of the SSU

and can be referred there.

Review of Non Essential Documents

If the Study Start-Up Settings specify that the documents will need to be
approved through the ‘Two pass workflow in Study Start-Up’ the
documents automatically acquire the Pending status under QC Review.
The documents will then have to be approved under QC Review and
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submitted for Regulatory Review.

The process for reviewing and approving the documents is as follows:

1. From the Grid Pane select the non-essential document to approve/reject.
2. From the menu bar on the top of the grid, click the Approve/Reject button.

3. Once the document is approved, the Submit To Review button is activated;
clicking which you can submit the document for QC Review. A document that is
rejected by the SSU Specialist cannot be submitted for Regulatory Review.

Documents

Clicking the Document tab from the toggling menu bar leads you to the
Documents dashboard. Typically, the Documents module is the route
through which most Editors will access and view documents for a Start-
Up study. This module acts as a central repository for all documents
added to the various components of a study start-up.

The Documents dashboard consists of the Current view on the left and the
Grid pane on the right. Besides these, it also allows you to perform various

. Training Team eTMF Room ~
Start-Up / Documents

Qsearch ©Add~ A

0 Yogesh Inamdar ~

By Site 4

& Site - Potter Harry

B Site - The House EIf Doby

& Site - 1 Umbridge Delores

& Site - 123 Owl Snowy

& Site - 123456 Anderson Mary
& Site - 1472 Fakefrog Tadpole

& Site - 1777 Ollivander Edward

v mE-Mail

4 Import

Submitted Name

@ Tracking Documents_Transmitta
@ Tracking Documents_Transmitta
& OtherCV

@& FDF_19Jan2013

DrACV

@& InformedConsent_sample1
@ Site 170 Contact List

@& Confidentiality Agreement_pdf-r

Generated Name

The House EIf_Trackinginfo_28
The House EIf_Trackinginfo_26
The House EIf_PIMedLicense_

The House EIf_PIFDF_The Hou

The House EIf_PICV_The Hous...

The House EIf_ICF_26Feb2020
The House EIf_IPReleaseDoc_.

The House EIf_CDA_The Hous

for documents or selkw [Q w

QC Review ...

Reg. Revie...

= Documents Cart v

Start-Up Rejection...

Document Data

File Name:

Not Applicable Reason

Milestone Date:

Milestone

Category:
@ CTA The House EIf_CTA_The House.
@ InvestigatorAgreement_29Sep2... The House EIf_AcceptiB_The H. Comments
Contact
Date Type

Document Date:*

Document Description:

Displaying documents 1- 100f 10 Generated Name:

Document

functionalities from the menu bar on the top of the grid pane, and the
buttons on the Current View window. Clicking a current view opens a list of
documents in the grid pane. Refer to the screenshot below.

Current View
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By Country

By IRBEC

By Document Type
By Posted Date
Deleted Documenis

Inbaox

The Current View Dropdown offers five views:

* By Site: Selecting the By Site option lists out the sites to which
documents have been added. Clicking a site will display the documents
submitted to the site along with their review status in the grid pane. Refer
to the screenshot below:

By Site _ v ) B Document v == E-Mail 4+ Import Search for documents or selew| Q » * Documents Cart
k . Sm; - Potter Harry U Submitted Name Generated Name QC Review ... Reg. Revie... Start-Up Rejection...

B Site-The H ENf Doby @ Tracking Documents_Transmifta... The House EIf_Trackinginfo_28

B Site - 1 Umbridge Delores @ Tracking Documents_Transmitta... The House EIf_Trackinginfo_26

B Site - 123 Owl Snowy B3, & OtherCV The House EIlf_PIMedLicense_..

B Site - 123456 Anderson Mary L & FDF_19Jan2013 The House EIf_PIFDF_The Hou

& Site - 1472 Fakefrog Tadpole "2 & DrA-CV The House EH_PICV_The Hous..
_ 1777 Olii @ InformedConsent_sample1 The House EIf_ICF_26Feb2020

« By Country: Selecting the By Country option lists out the countries to which
documents have been added. Documents added through the Countries tab
can be located here. Clicking a country will display the documents submitted
to the country along with their review status in the grid pane. Refer to the
screenshot below:

IlB',r Countryl - - [C B Document ~ == E-Mail 4 Import rch for documents or selew| |G » = Documents Cart «
_ J Submitted Name Generated Name QC Review Status  Reg. Review Status
x Context Sensitive Help Topic...

By IRB/EC: Selecting the By IRB/EC option lists out the IRB/ECs to which
documents have been added. Clicking an IRB/EC will display the documents
submitted to the institution along with their review status in the grid pane.
Refer to the screenshot below:

By IRB/EC v = O B Document v =mmE-Mail 4+ Import Search for documents or selex |G » ® Documents Cart ~
J Submitted Name Index Document ... QC Review Status Status Start-Up Rejection...
ti_10.0_online_help Site Activation
x SitesimporiTest Site Activation
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« By Document Type: Selecting the By Document Type options lists out the
various document types available to the study start-up. Clicking a
document type will display the documents submitted by that type along

with theoir roviienar statiic in the arid nane Pofor tao theo ccroonchat halow:

By Document Type \d O B Document + = E-Mail Search for documents or selew QL » w Documents Cart ~

& *Not Specified Submitted Name Generated Name QC Review Status Reg. Review Status

B s T A T &, # InvestigatorAgreement_29Se... The House EIf_AcceptiB_The House Eif_D_2... JIIIOTES Approved

B Clinical Trial Agreement @ 1777_Ollivander_AcceptlB_O... 1777_Ollivander_AcceptlB_Oliivander_E Approved Approved

B Confidentiality Agreement @ Protocol Signature Page 123456_Anderson_AcceptiB_Anderson_M_11 Approved Approved

& Form FDA 1572

* By Posted Date: Selecting the By Posted Date option lists out the dates on
which documents were submitted to the sites, countries, and IRB/ECs.
Clicking a date will display the documents submitted on that day along with
their review status in the grid pane. Refer to the screenshot below

Note: Apart from the above mentoned views you can also view the deleted documents
and inbox documents if the room has set these documents attributes.

By Posted Date v * [O B Document » @mE-Mail Search for documents or selew QL » = Documents Cart ~
J Submitted Name Generated Name QC Review Status  Reg. Review Status
B 9/3/2020 X Context Sensitive Help Topic..
& 3/11/2020 1 ti_10.0_online_help
& 7/2/2020 X SitesimportTest

The Documents Grid Pane

The Grid Pane displays the details of the documents and provides various
other functionalities through the Menu Bar on the top, the Document
Data Panel, and the Selections at the bottom of the panel.

The Top Menu Bar
The Menu Bar above the Grid Pane holds buttons for various functionalities. Refer to the

screenshot below:

B Document » @ E-Mail 4+ Import & Move to the eTMF Search for documents or selew| [0 w ™ Documents Cart «

Document Dropdown
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[ W Document - IR R

© Add

Ml Copy Link h
@ Delete

@ Open Profile I
# Edit Profile
Replace Attachment / Add URL

¥ Add Selected Item(s) to the Cart

B

[l Related Documents

Add documents
1. Select Add from the dropdown menu. The Document profile window opens.

2. Complete as many of the fields in the Document profile as you can. The fields marked with a red
asterisk (*) are required

- Title, Category, Index Position, Document Type, Document Date, and Name.

3. The Category could be General, Country, or Investigative Site.

4. If you select Investigative Site as Category, the document added will be available
from the Site to which it has been added. Such a document can be viewed from

Document Profile x

Please enter the document profile data

Required fields are marked with an asterisk
Country:* India b4
Language Mot specified ”
Milestone Date =
Milestone: X|w
Category:* ICountry] -
Comments

Country

Site
Date Type:

o |-

Document Date:*
Document Description

Generated Name:

Document Type:* ‘u
-

[ Cancel |

the By Site Current View in the Document Tab or from the Sites Tab.
5. Click Finish.

Copy Link

Using this option you can copy the link of a document, or copy the link of the document

with its metadata.

The administrator needs to configure the option that the users would like to use:
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. Navigate to Settings

. Click Documents from the left pane.

. Click Documents Module from the dropdown.
. Go to the tab ‘Type of document link’.

. Observe that there a two options:

. Link to document

. Link to document with metadata

. Select the option as required.

. Click Save.

w N T o1 W N

2oz Training Team eTMF Room ~
2y Settings

Search Q| |«  [§ About B Documents Module
) ©, General Enable auto purge: [

P & Milestones Days to auto purge
Document Expiration
& Inbox

Expiration Dashboard View

& Outbox

p & Documents Distribution

=}
@
— |
7]
nN
o
7
I
!
7]
o]
=
C
=
o
7]
7
m
1]
Iyl
7]
Q

Noftification Recip

[7] Forms Settings

Automatic Document Name Generation
P > General Integration

(M Use auto generated document name as output name (export. download, email
« |l Documents attachments)

Regenerate Document Names ~
D s e
B Document Replacement Reasons |- Type of Document Link
& ©TMF Health (J Link to Document

) (® Link to Document with Metadata

B Index Outline

& Non-PDF to PDF Document Conve M Use document upload date as the document date for bulk upload and Inbox
B Document Certification %} heet for multiple documents print
Tag for Documents
» ' Document Types ] =
I:l Enable coding on Mass Import window as default option
» B Required Documents
(M Find document duplicates by hash

To copy the link of a document:

1. Select a document from the grid of the Documents section, or from the All Documents tab in Sites
section.

2. Right click the document or activate the Document dropdown.

3. Select option Copy Link.

4. The document URL gets copied to the clipboard.

5. A notification about the same is received.
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{ | Copy Link

The link has been copied to clipboard
08 Sep
19:50

6. Paste the copied URL in a browser tab.

7. The document opens in the browser for you to read.
Edit Profile

1. Select a document from the grid.

2. Activate the Document dropdown menu and click Edit Profile. The Edit Document Profile window
opens.

3. Make the necessary changes to the profile data fields as required.
4. Click Finish.
Open Profiile

To view the profile of a document, activate the Document dropdown and

Document Profile x
Document Profile || Activity Log

Dr. A-CV.pdf
Doc date : Not specified Filesize - 144 4 KB

Attachment Dr. A-CV pdf

Comments

Document URL

Milestone Date

Milestone:

Category Trial

Date Type

Document Date

Document Description

Generated Name:

Document Type -

click the Open Profile button from the menu bar. This opens the
Document Profile window. Refer to the screenshot below:

This window consists of two tabs: Document Profile, and Activity Log.

The Document Profile tab shows the profile of the document. Refer to the screenshot above.

The Activity Log tab shows all the activities performed by users on the
document. It allows you to select the Organization, and the Activity Type
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as filters to view the log. Refer to the screenshot below:

Document Profile x

Document Profile || Activity Log

Owganization: [All v Activity type: |All b
Date Updated By Activity o

Restore document

6/3/2020 71700 AM... Admin 103 (Tladmin103... Restore document
Delete document

6/5/2020 7:15:20 AM... Admin 103 (Tladmin103...  Delete document: ti (Metadata field was updated

6/5/2020 7:14:26 AM... Admin 103 (Tladmin103._ Metadata field was __ | 0" document
Regulatory Review

6/5/2020 T-14:25AM.. - Admin 103 (Tladmin103... Mefadata field was ... |Modify Essential Document
47772020 9:43:54 AM... Admin 103 (Tladmin103...  Edit document: ti.com |2C REVIEW
Mew Essential Document

472020 9:41:453 AM_..  Admin 103 (Tladmin103... Regulatory Review Mew File

4/7/2020 9:40:32 AM... Admin 103 (Tladmin103... Regulatory Review | Sreate document

4712020 9:34:22 AM...  Editor 104 (Tleditor104...  Modify Essential D...
472020 9:34:22 AM...  Editor 104 (Tleditor104_..  QC Review

4/7/2020 9:29:08 AM_..  Editor 104 (Tleditor104...  New Essenfial Doc... -

Clicking the Edit button leads you to the Edit Document Profile window.

Replace Attachment / Add URL
You can replace the attachment to a document type if it is not approved by using this

feature.

1. Select the document from the grid.

2. Activate the Document dropdown.

3. Click the option Replace Attachment / Add URL.

4. The Replace Attachment / Add URL window opens.

5. Change the attachment as required and provide the reason for the same.
6. Click Save.

Add Selected to the Cart

You can add a document selected from the grid to the cart to compare
documents, link them, add them to the submission package, or
download documents.

Related Documents
1. Select a single document in the Document Grid.
2. Click the Document dropdown menu.

3. Select Related Documents from the available options. A Related Documents window opens.
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Related Documents #||x
Title
No related documents found
Metadata relation ¥
CTA
File Name CTA pdf
Category Site:
Contact Harry Potter
Document Date 26 Feb 2020
Generated Name Potter_CTA_Potter_H_26Feb2020
Site\05 Site Management05.02 Site Set-up\05.02_12 Clinical Trial
Document Type AgreementiCTA =
Fage 1|of 1

The top part of this window shows the documents located in the search
through the room’s default viewer. The left panel lists the related
documents by title. The right portion of the window carries the Metadata
Fields of the related documents. The metadata fields that have common
content are highlighted in green.

E-Mail

The procedure to send out emails is the same as described under Essential Documents.

Import

1. Click Import
A import v

from the menu ribbon. An Import Documents window opens.

2. The Upload Options depend upon the view selected - By Site, By Country, or By IRB/EC.
3. Select your choice from the dropdown menu in the field in the ‘Upload Options’ panel.

4. You can add documents to the window by using Browse and selecting the
appropriate files for upload, or the user can drag-and-drop appropriate files, en
masse, directly from a document library. You can tick the ‘Unpack Zip-archives’ if
you have uploaded a zip file and want to import the documents in the zip as
separate documents.

5. Once you have deposited all of the desired files into the Import Documents window, click Import.
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Import Documents x

File Name Size Upload Status Upload Options

¥ SSU_overview_v3_2 (2).docx 334KB
= —Ee If you are uploading the documents related to

a specific site, please select the name of the
site from the drop down

Site: *

Site - 007 Batwoman Wavnetta »
Protocol

Site Activation bl

Upload Progress | Files total 1{33.4 KE)
Unpack Zip Archives
Convert the Mon-POF Documents to POF @

6. The tool moves to the next stage of the document upload.

Import Documents x

Flease select document fype and contact for the documents you just uploaded

File Name Document Type Contact Language

S5U_overview_vB_2 (2)docx | Double click here to selectt...| Double click here to selectt... Double click here to selectt...

| oo | o=

7. Following the on-screen instructions, double-click the Document Type field
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Import Documents

Flease select documeant typ

File Name Document Type

S3U_overview_v3 2 (2).docx

Select Document Type

Site Search... Q
W 02 Central Trial Doecuments

W 03 Regulatory

% 04 IRE or IEC and Other Approvals

W 05 Site Management

W 06 IP and Trial Supplies

W 07 Safety Reporting

W 08 Central and Local Tesfing

B AN Piodo Blomanomannt

8. Select the document type that matches the actual document for each uploaded document.
9. Click Save. You return to the Documents view.
Move to eTMF

You can move a document selected from the grid in the eTMF by clicking
the Move to eTMF button on the menu bar. This opens the Select index

Select index position to place the document

Search Q

« & HAL

b B [ 01 Trial Management

¥ I Country

» B ] 02 Ceniral Trial Documents

» B L] 03 Regulatary

» Bm ) 04 IRB or IEC and other Approvals

» B 05 Site Management

» B L] 06 IP and Trial Supplies

» I L) 07 Safety Reporiing

» B[] 0 Central and Local Testing

» m L] 09 Third parties -
Show Empty Folders
] Move the selected documents as Final

[_H0k ] O Close |

position to place the document window. Refer to the screenshot below.

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



Version 1

@7 R | A L Editor User Guide v10.1
e

INTERACTIVE Page 338 of 358

Select the appropriate folder to move the document to and click Ok.

Document Data Panel

The Document Data Panel at the extreme left lists out the metadata of the document that was
entered in the Document Profile at the time of adding the document. Instead of opening the Edit
Document Profile window, you can also edit the profile of a selected document from its

Document Data »
Required fizlds are marked with an asterisk

Milestone Date: -
Milestone:

Milestone:

Category.*

Site ¥
Comments

Date Type

Document Date:*

Document Descriplion

Generated Mame:

Document Type:*

Siter01 Trial Managemenf01.01 Trial
Oversight'01.01.06 Recruitment
-

Plam\RecruitPlan

Investigative Site: * -
Document Data Panel. A screenshot of the panel is provided below:

The contact of the documents is the username of the login that was
used to upload the documents. As shown in the screenshot below,
documents for country India were uploaded. These documents now
appear in the By Country view for India. Refer to the screenshot below:

|By coumryl v " [O B Document v mmE-Mail + Import Search for documents or selew QL w = Documents C
_ L Submitted Name Generated Name QC Review Status  Reg. Review Stati
x Context Sensitive Help Topic..

Regulatory Review
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Clicking the Regulatory Review tab from the toggling menu bar leads you
to the Regulatory Review dashboard. From this module the regulatory
reviewer can view the review statuses of the documents put up for
regulatory review as well as review and approve the documents. The
procedure to approve the documents by the regulatory reviewer is
discussed after a brief summarization of the dashboard.

The Regulatory Review dashboard consists of the Current view on the left, the Grid pane in the
center, and Document Data panel on the right. Refer to the screenshot below.

Training Team eTMF Room ~

m
g Start-Up / Regulatory Review

ments or selew| Q *

Start-Up Rejection Reason

Site Activation Search for docun

By Site v Submitted Name Index Status

w & Approved

& Site - Potler Hamry

B Site - The House EIf Doby

Confidentiality Agreement_pdf-r 05 Site Management\Si

FDA 1572_montana 05 Site Management\Si

& Site - 1 Umbridge Delores InformedConsent_sample1 05 Site Management\Si

& Site - 123456 Anderson Mary ﬂ Dr.C-CV 05 Site Management\Si
& Site - 1472 Fakefrog Tadpole

& Site - 1674 Scott Michae!

B Site - 1777 Ollivander Edward

& Site - Carol Juvenal Carol

Page 1lof1

Document | LLEELEF]

mle]

= Documents Cart ~

Displaying documents 1- 5 of

Qsearch ©OAdd> A 0 Yogesh Inamdar +

Document Data

File Name:

Not Applicable Reason

Milestone Date:

Milestone:

Category:*

Comments

Contact

Date Type:

Document Date:*

Document Descripfion:

§ Generated Name

Adding Regulatory Approvers

A Regulatory Approver can be a Global Regulatory Approver, Country, or
Site Regulatory Approver. As a Global Regulatory Approver, you are able
to perform the functions at all sites within a study room. As a Country
Regulatory Approver, you are able to perform the functions at all sites in a
specific country (ies). Lastly, as a Site Regulatory Approver, you are able
to only perform the functions at the site(s) a room Administrator assigns.

To add Global Regulatory Approver follow the steps as below:
1. Navigate to Settings.

2. On the left-side panel, navigate to Investigative Sites ¢ Study Start-Up settings.
3. Next to Regulatory approvers, click on Select. Add user(s) by either double
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clicking on the user on the left-hand side to move to the Selected Members on the
right-hand side, or by dragging and dropping the user from the left-hand side to
the Selected Members on the right-hand side.

132 fram."g Team eTMF Room ~
Settings
Search Q|(«| | [ About B Study Start-Up settings
p > General Integration « | [J Allow users to select the documenis which should be published to the eTMF @

(J Do not publish the documents on eTMF when the site is activated
» B Documents

Essential documents: (O Publish to eTMF Workflow @
» % Document Types ® Publish to Index without the e TMF Workflow @
» 8 Required Documents Non-essential documents: (® Publish to eTMF Workflow o

p @ Countries

« |48 Investigative Sites

B General Settings L

& Study Start-Up seflings

s
5
w0
=4
o
o
3
[
=)
©
=
-l
@
4
@

w
@
3
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3
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E E o E

o
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w
@
12
w
“
@
@
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@
=%
-}
O
Q
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&
3!
o
@
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@
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O
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Q

& Contact Types Start-Up processing time
& Submission Profiles Status
B Template Folders

B Investigative Sites Status Compileie am

!
[~
3
]
=2
Q
3
D
-
1
3
)

B CRA Visit Types
ite activation title-* |Site Activation

%

& CRA Visit Status

Users added as Regulatory Approvers added from here will be available as Regulatory

Approvers to all the sites in the room.

To add a Country Regulatory Approver follow the steps as below:

1. Navigate to Settings -> Countries -> Countries.

2. Check the box next to the country and then click Edit. (If the Country is not listed, click Add to
create a new country).

3. Next to Regulatory Approvers, click Select. Add user(s) by either double
clicking on the user on the left-hand side to move to the Selected Members on
the right-hand side or dragging and dropping the user from the left-hand side
to the Selected Members on the right-hand side.

4. Click Save.
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Training Team eTMF Room ~

Settings
kA L&
p O, Genera Add
P &2 Milestones
A4 Inbox = sk
@& Outbox i
p & Documents Distribufion ams >
Forms Settings IS
> Seneral Infegration bl
b B Documents Aruba
» % Document Types Bermuda
> (& Couniries ~!| Edit Country X
Fij Country: * Canada
B Template Folders Gr Room Coniact #
B Common Setfings Read Only Members D user(s) selected, 0 group(s) selected
- Full Access Members mo user(s) selected, 3 group(s) selected
- IVestiQ ive Siles —
Sl Regulatory Approvers E:Iﬂ user(s) selected, 0 group(s) selected I
RBJ/EC Pa

) @ Emai |_save | cCancel |

5.Click Select to open the Regulatory Approvers

windows and add the users. Click OK. To add a Site

Regulatory Approver follow the steps as below:

1. Navigate to the SSU module ¢ Sites.

2. Double click on the site you wish to add a Site Global Regulatory Approver.

3. At the bottom right-hand corner, click on Regulatory Approvers. Add user(s)
by either double clicking on the user on the left-hand side to move to the
Selected Members on the right-hand side or dragging and dropping the user
from the left- hand side to the Selected Members on the right-hand side.

4, Click Save.
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Training Team eTMF Room ~ = e B e
Start-Up / Sites Q Search  © Add A 0 Yogesh Inamda

Dunder-Mifflin Paper Compan
Editor 102
Editor 103
€IS Members X 0¢
s |1 Last... First... Email Ph... Mo... Orga... Name Email
A 100 Editor  ti_editor. ti.com
4 101 Admin  Tladmin ficom
4 101 Eddie ti_editor. ti.com
o 4 102 Admin  Tladmin.. ti.com
4 102 Editor  ti_editor. ticom
A 103 Admin  Tladmin ti.com
Page| 1]of1 O Displaying users 1- 260f 2 | Select the users by Gouble clicking or drag the entries to this pane.

Cancel Requirements Securit

Current View

Training Team eTMF Room -
Start-Up / Regulatory Revi

Site Activation

By Site hd

By Regulatory Approval Stalus

By Country
By IRB/EC
By Document Type

The Current View Dropdown offers five views:

* By Site: The By Site option groups all the sites based on the review status of
its documents. The review statuses of the documents could be Pending,
Rejected, and Approved. Clicking a site under a particular review status will

Site Activation Qv = Docum
By Site v ) Submitted Name Index Status Start-Up Rejection Reason
v & Approved CTA 05 Site Managemenf\Si..

x Confidentiality Agreement_pdf-r 05 Site Managemenf\Si...

B Site - The House EIf Doby - FDA 1572_montana 05 Site Management\Si..

& Site - 1 Umbridge Delores 3, InformedConsent_sample1 05 Site Management\Si...

B Site - 123456 Anderson Mary {r) Dr. C-CV 05 Site Management\Si..
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* By Country: The By Country option lists out the countries to which
documents are added. Clicking a country from the left pane will display the
documents submitted to the country along with their review status in the grid
pane.

« By Regulatory Approval Status: The By Regulatory Approval Status
groups all the documents as per their review status i.e. Approved, Rejected
and Pending. Clicking a review status group from the left panel will display
the documents belonging to the particular review status group in the grid

pane.

Site Activation selew| Q w = Do
[By Regulatory Approval Stat] ¥ o ‘ Submitted Name Index Start-Up Rejection Rea

’ Confidentiality Agreement_pdf-r 05 Site Management\Si..

X InformedConsent_sample1 05 Site Management\Si..

CTA 05 Site Management\Si..

FDA 1572_montana 05 Site Managemenf\Si..

100 nO:th =) - 0C Cito M- ik~

« By Document Type: The By Document Type options lists out the various
document types available to the study start- up. Clicking a document type will
display the documents submitted under that type along with their review
statuses in the grid pane. Refer to the screenshot below:

Site Activation Search for documents or seiew» G » * Docun|
By Document Type v O Submitted Name Index Status Start-Up Rejection Reason
[ ) InvestigatorAgreement_295ep2014 05 Site Management\Si... @GN
& Clinical Trial Agreement 1777 _Ollivander_AcceptiB_OCllivan 05 Site Management\Si Approved
& Confidentiality Agreement = Protocol Signature Page 05 Site Management\Si... FaTIGUES

B Form FDA 1572

* By IRB/EC: The By IRB/EC option lists out the IRB/ECs to which documents
have been added. Clicking an IRB/EC from the left pane will display the
documents submitted to the institution along with their review status in the
grid pane. Refer to the screenshot below:
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Document Data Panel

The Document Data Panel is located on the extreme right of the
dashboard and can be activated by clicking a document from the grid
pane. Depending on the user’s security settings and access rights and

Site Activation Search for documents or sekiw |@ % '@ Documents Cart ¥| Document Data
By Site b Submitted Name Index Status Start-Up Rejection Reason Required fields are marked with an asterisk
w & Approved File Name:

& Site - Potier Hamry Confidentiality Agreement_pdf-r 05 Site Management\Si

Not Applicable Reason:

& Site - The House EIf Doby FDA 1572_montana 05 Site Management\Si

& Site - 1 Umbridge Delores | InformedConsent_sample1 05 Site Management\Si

& Site - 1066 Doctor Test ® Drccv 05 Site Management\Si Milestone Date:

& Site - 123456 Anderson Mary
Milestone:
& Site - 1472 Fakefrog Tadpole
& Site - 1674 Scott Michae!
Category
B Site - 1777 Ollivander Edward

& Site - Carol Juvenal Carol Comments

Contact:”

Date Type

Document Date:*

Document Description:

“

Page| 1|of1 0] Displaying documents 1-50fq  Generated Name

m Document  JUEENEF] L2

roles, this panel might be static to a user. If the user is given appropriate
SSU User access rights, the data fields are editable and all changes made
here must be saved.

In the screenshot above, observe that the fields are non-editable. The
user can switch between the Grid and the Document Data Panel by
clicking any of the buttons located at the bottom of the Grid pane.

How to Regulatory Review a Document with Attachments

Once the regulatory reviewer receives an email stating about a pending
review, he/she logs into Tl to locate the documents waiting for review in
the Regulatory Review section. The easiest way to find out all the
documents in the study start-up waiting for regulatory review is to
activate the By Regulatory Approval Status view from the left panel
which lists out all the documents in the SSU pending for approval.

To review a document, the regulatory reviewer selects a document with
pending status and clicks the Document button at the bottom of the Grid
Pane, or the icon next to the document name. The Grid Pane will
disappear and the document will open for review in the center of
dashboard. Refer to the screenshot below:
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@ Approve  © Reject

# Open in new window Add to favori # My comment

Automatic Zoom *

Dashboard portiet for document processing status
Document processing status portlet should display the following information

*  Total number of Documents in the Data Room - counts all active documents in the data room, do

38 documents that are not claimed In any workfiow. This should
count created couments that beiong to 30me workBow and are nat Claimed {Locked) by arv User.
1f 2 documant was first exc
assigned any Document Sto
woll It 3 document belang

then the document should be included i courting 3z
Aflows ane Is o the first etage In all of thom and is not

* Rofocted documents count - 3l documents that were dodlined from ary workfiow. Sheuld also
count il the dotuments that were first rejecte

By Reviewer view

Thes view shouid be accessible for Administrators, Workdiow documents should be grouped by Reviewer
The top level should disaloy Reviewers' nomes. The second level will display document statuses. The second
level shioud display the following statuses

* A8 physical document statuses for the workfiow’s stages whero sulecied on the first level user is an

al [ bocument

The regulatory reviewer reads the documents for review. If he/she finds a document

Metadata

appropriate, the reviewer clicks the

Approve button from the top ribbon bar, else he/she clicks the Reject button.

If the reviewer approves a document, a popup appears asking the
reviewer to confirm the same. Click Yes to confirm the same.

b _,: Approve Document x ‘”

0y o Do you really approve this

fodod document?
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If the reviewer rejects a document, a popup appears asking the reviewer
to state the reason for rejection. Fill in the reason and click Reject to

peni
| Reject Document x
Erter Reect Reasorc
0f Testing
o}

commit.
Depending upon the decision taken, a message will pop up indicating that the change is now

committed to the database.

The document is now locked and cannot be opened for review again. The
Regulatory Approval Status of the documents throughout the SSU will
now reflect the appropriate status from Pending to Approved, or
Rejected. The Document button at the bottom of the dashboard, and the
Approve or Reject buttons are now disabled to prevent further changes.

Regulatory Review of Paper Documents/Documents without attachments

As discussed in earlier sections, paper documents go without
attachments. In such a case, the Approve, and Reject buttons will be
placed above the Regulatory Review documents grid, so it will not be
required to open the document in a viewer to approve/reject it. The rest
of the approval/rejection process remains the same.

Communication

E Note: The Communication Log section from Sites, Countries, and IRB/EC provides the same
functionality as that available in the Communication section.

The Communication tab, accessed from the toggling menu bar on the left, holds all the
messages sent and received with a study start-up for the purpose of activating a site.
Opening the Communication tab, the user can see three panels: Current View, Grid Pane,
and Communication Data.
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Current View
The Current View Dropdown offers four views:

* By Site: Selecting the By Site option lists out the contacts added to the sites.
Clicking a site will display the contacts of the particular site in the grid pane.
If a Principal Investigator (PI) was deleted, and a new one added, the
previous Pl will appear greyed out. Similarly, if a contact is deactivated, it too
will appear greyed out, but if a contact is deleted, it will not appear in the
grid.

* By Country: Selecting the By Country option lists out the countries which
have sites added to them. Sites for which countries are not added will appear
under the Not Specified category. Clicking the + next to a country will
display the sites belonging to the country. Clicking the site will list the
contacts of that site in the grid pane.

* By IRB/EC: Selecting the By IRB/EC option lists out the sites by IRB/ECs.
The sites for which IRB/ECs are not specified get listed under Not Specified
category. Clicking a site will display the contacts of the particular site in the
grid pane.

« By Contact Type: Selecting the By Contact Type option lists out the various
contact types added to the sites in a study start-up. Clicking a contact type
will display the names of all the people under the contact type.

The Contacts Grid Pane

The Grid Pane displays the details of the contacts and provides various
other functionalities through the Menu Bar on the top.

The Top Menu Bar
The Menu Bar above the Grid Pane holds buttons for various functionalities. Refer to the

screenshot below:

@" Mass Coding A Convert to user(s)

Mass Coding Contacts Metadata

Clicking the Mass Coding option from the top menu bar will enable you
to set the all contacts in the grid pane, or only selected contacts in the
grid pane as Main Contact at one go for all the sites in the study start-

up. Refer to the screenshot below:
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s _

You can also decide whether the contacts can be mass coded to provide documents Click

Save to commit the changes.

Convert to user(s)

You can choose to assign selected contacts the roles of Editors, or
Readers in a site by clicking the Convert to user(s) button from the menu

Convert selected site contact(s) to user(s) x
Role:* "|
Actions

Reader

Convert to user(s)

bar. Refer to the screenshot below:

Click the Convert to user(s) button at the bottom of the popup to commit the changes.

Refer to the screenshot below:

The user will receive an invitation email to register and access the room
with the role and actions ticked by the administrator enabled for him/her.
This feature can be used in conjunction with Create/Add existing
functionality in the Contacts panel

of the Site profile to add a new contact not belonging to any room/site,
or to add a contact who belongs to a site, or a room respectively. To
know the functionalities that would be accessible to such a user

proceed to the table for Accessible functionalities for SSU contacts.

Contact Data

You can view the contact metadata in this panel. The contacts cannot be
edited from here. To edit contact information you will need to navigate
to the Sites tab.

Select a contact from the grid to activate the Contact Data panel
located to the extreme right of the dashboard and view contact
information.
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E°Mass Coding A Convert to user(s) Search Q|| contact Data
O Name Contact Type Phone Main Co... Provide... E-mail 123@test.com
A Dana Marvel Backup Study C... Mo No First Name: * Anna
AL jon snow Principal Investi. . Mo No Last Name:* Bravo
Suffix

Phone number

Mobile number

Contact type: * Clinical Research Program Manag
Address 111 Eastman Drive

City. Kansas City

State MO

ZipCode 27555

Country United States

Clinical Trial

Experience

Provide

Documents

Active Contact

IMain Contact

Steps to Site Activation
To activate a site in the Trial Interactive Study Start-Up module a series of steps must be

followed.

The site information and users specific to the SSU site can be imported by
Tl if information is provided in a formatted excel. In addition, sites and
users can be added in the site grid.

Activating a Site

Once all essential/required documents are sent by the sites to the trial
room and approved by appropriate authorities, the site can be
activated. Only Site Activation Members will access the site profile to
activate the site. Upon site activation, documents can be auto-named,
auto-routed, and auto-filed to the appropriate location within the
finalized eTMF. To note, Administrator role can place preference on
these automated setting features from the Study Start-Up settings.

Once all the required documents are approved by both the Start-Up
Specialist and the Regulatory Reviewer, the Essential Documents
Progress bar shows as 100% in the Site Profile and the Activate/Reject
button at the bottom of the Site Profile dashboard appears.

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



Editor User Guide v10.1 virlien |

Page 350 of 358

Site Activation Carol || Essential Documents || Al Documents || Communication Log || Insfitutions
By Status viy Required fields are marked with an asterisk ( Essential Documents Progress
A Investigative Site Carol
v B Al Insitution Name Carol s
W Active [7] C ¥
6 Soecil v
@ Non Participating [1] Start-Up Specialist

| Contacts

O Create © Add existing

Last Name « First Name E-mail Contact Type
A Juvenal Carol Carol@fi.com Principal Investigator
v|Address
v|More...
Edit History

(@ Activate/Reject | ™ Save @ Cancel B Requirements | W\ Security v A Regulatory Approvers:0 | @ H ™
Grid M < |ste5/11] » M

To activate the site:

1. Click the Activate/Reject button.

2. The Set Investigative Site Status window opens
3. Select the Status as Active.

4. Enter the comments

5. Click the Activate button

Set Investigative Site Status x|
Site activation / rejection summary
Step 3 of 3: Summary

Activate
No comment provided.

There are no Investigative site’s documents to be published to the e TMF.

lml
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To reject the site:

1. Click the Activate/Reject button

2. The Set Investigative Site Status window opens
3. Select the Status as Rejected.

4. Select the reason for rejection.

5. Enter the comments.

6. Click the Reject button.

Set Investigative Site Status x
Site activation / rejection summary
Step 2 of 22 Summary
Reject
Mo reasons selected.

Comment:
Reject

| <Previous || Reject | Cancel |

The site will then be activated and the documents will be published to the
eTMF or workflow as per your settings. You will receive a confirmation
about the same. You can also specify the users, and contacts who will
receive email confirmation on site activation from Study Start-Up settings.

The Activate/Reject button will then disappear, and the site name will
now appear under the Active folder in the Current window. Refer to the
screenshot below:

E Note: If during site activation system cannot move the
documents to eTMF for some reason, such documents will not be
moved and user will be warned about it. In that case site will not be
activated. The reasons of why docs cannot be moved to eTMF are:
duplications found, cannot determine Index position.
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Site Activation Dunder-Mifflin Paper Company = Essential Documents || All Documents | Communication Log | Institufions
By Status iy 0 Required fields are marked with an asterisk Essential Documents Progress
v & Al Insttution Name Dunder-Miffin Paper Company Investigative Site Dunder-Mifflin Paper
Company
e ||
@ Non Participating [1) Start-Up Specialist Editor 103 Y| ||Site Activation Date:
A/ Contacts 2
& Pending [11] e Sep 2020
OCreate  © Add existing
Last Name « First Name E-mail Contact Type
X Scott Michael michaelscott@ti.com Principal investigator
v|Address
v More...
Edit History
| @ Close Site ™ Save OCanceII B Requirements | Y\ Security + A Regulatory Approvers:0 | & H ™
Grid Ste1/7/ » W

Amendments

After a site is activated and the clinical trial begins, it is very common to
have amendments to the study protocol, depending on the nature of the
amendments many more essential/required documents needs to be
submitted by the sites. Such documents cannot be added to the site
directly and can be specified only through Amendments. Amendments
can be created for Investigative Sites, Country Amendments, and IRB/EC.

Creating Amendments
To create amendments, the administrator needs to do the following:

1. Navigate to Settings.
2. Click the arrow next to Required Documents in the left panel.

3. Select Amendments from the dropdown.
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4. The Amendments Management window opens in the right panel.

- Training Tgem eTMF Room ~ ea Add ¥ A > ogesh Ina
= Settings Qsearch  © Add 4 ‘i’ Yogesh Inam
Search Q| (] | W About | A Amendments Management I
& Outbox - IOAddI
Title Description Amendment Date Number of Requi
» & Documents Distribution E - u q
Ei Se » Dummy Ammend 1 11 Sep 2020 1
5 Forms Settings
) %G 1 Int 1 » NM Protocol Amendment 08 Sep 2020 3
eneral Integration
b summer 31 Aug 2020 2
» B Documents I
» % Document Types P:BeckyAmendient 17 Aug 2020 3
Y
s 8 Aug 2020
~ B Required Documents » Monday Amendment 18 Aug 202C 1
¥ R
B Required Documents ) Slytherin 31 Aug 2020 1
[A Amendments » AA protocol amendment 11 Aug 2020 0
» Protocol Amendment 29 Jul 2020 1

¥ Export

5. The Create Amendment window opens.

Create Amendment x

Required figlds are marked with an asterisk
Title: *

Description:

Amendment Date: *

#|Required Documents

'ﬁquired For « Entity Name  Category Document T... Languages Contacts @

[ Create ] Cancel |

a) Fill in the details as required.
b) Click Add in the Required Documents panel in this window.
¢) The Required Documents window opens.

d) From the Required For dropdown in the left panel select an option as required
(All Sites, Specific Site, Specific IRB/EC, or Specific Country).

e) From the right panel select the essential/required documents that are needed after the site
activation.

f) The procedure to add the documents is same as described in earlier section Basic Configurations for
SSU (page 502)

6. Click Create to create the amendment.
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Viewing Amendments and Adding Documents

To view amendments for a site/s and countries, navigate to the Sites section. From the
Current View in the left, click the three yellow bars above the panel to activate the Filter By
Amendment dropdown. Choose the amendment as required. Refer to the screenshot below:

NM Protocol Amendment

M Summer

w~ Becky Amendment
« Monday Amendment
& Slytherin

4 Protocol Amendment

Site Activation

Double-click a site name from the Grid Pane to open the site profile window for
amendments. Like the Sites, and Country section, this window also has three tabs - Essential
Documents, All Documents, and Communication Log. The procedure to add documents and
communications are the same as described in section Collecting Essential and Non-Essential
Documents (page 552)

Amendments for IRB/ECs can be viewed from the IRB/EC section. Here too, you will be able
to select the required amendment from the Filter By Amendment dropdown in the Current
View panel. The rest of the procedure is the same for Sites and Countries as described
above.

QC Review and Regulatory Approval of Amendments

After the documents for amendment are added, essential documents will need to pass the
QC Review and Regulatory Approval.

The non-essential documents will need to pass through the approval process only if it is
specified in the Study Start-Up settings. The settings in this section also apply to the
amendments.

The process to review and approve the documents for both the processes is the same as

described in earlier sections.

To Regulatory Review the documents, the Regulatory Approver will need to log in to the
system and enter the Regulatory Review section. Here too, the Regulatory Approver selects
the required amendment from the Filter By Amendment dropdown in the Current View
panel and selects the documents to approve/reject them from the Grid Pane.

Completing an Amendment

Once all the documents (essential and non-essential) are approved, the
amendment profile window acquires the Complete Amendment button
at the bottom. Click the button to complete the amendment. You will
need to confirm the process by clicking Yes on the dialog box that
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appears on clicking the button.

On clicking ‘Yes’, the amendment will be completed, and the documents will be published on
the eTMF. Whether they will take the place in the default folder to be picked up for the
workflow process, or they will be auto-routed to their respective positions in the eTMF index
depends once again on your settings in the Study Start-Up section. On completing the
amendment, you will receive a confirmation for the same. Click Ok to accept the
confirmation.

Overview Dashboard

The Overview Dashboard, which consists of a number of different dashlets, can be made
available to users by room Administrators, depending on the needs of the client and the
particular study room. The dashlets are described here in the subsequent topics.

Dashlet-Documents Expiring in N Days/Expired Documents

The Documents expiring in N days/expired documents dashlet lists the expiring and expired
documents as specified in the expiration period (N). The dashlet has two views that can be
selected through two buttons, Expiring and Expired on the top left corner. To set the views
click the Dashlet icon located on the top right corner. The header of the dashlet changes as
per the view selected. To set the expiration period for the documents, click the configure
icon on the top right corner of the dashlet. Refer to the screenshot below:

Dashlets x

Setup Dashboards

Title

Expired Documents

Description

+ sdd
Documents that are about to
expire, expired Documents,
adding a new version for
Documents - eTMF

p Documents

eTMF Health

Awvsilable for - .
- Claimed & Unclaimed

XDPIr uments

Administrators and above

) Rejected and In-Clarification Documents
Editors and above
Readers and above My Queries
Disabled Open Queries By Age
P Users

p Recent Communication Log
» Investigative Sites

p Team Updates
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The columns can be selected from the Expiring or Expired button in the above screen and
also through Modify Grid Config. To view Expiring or Expired documents, click the Expiring
button or Expired button from the dropdown on the dashlet.

Refer to the screenshot below:

eTMF

eTMF Health  Claimed & Unclaimed | Expired Documents|  Rejected and In-Clarification Documents My Queries  Open Queries By Age

| Expiring ;

B Export Documents Metadata

Expired La) <  [@select Columns ® Views ¥
Submitted Name Document Date Document Type Expiration Date Comments
5 & CTA 22 Apr 2020 Form FDA 1572 29Sep
> Pl Medical License 17 Jun 2020 Pl Medical License 19 Oct 2020
> [E InvestigatorAgreement_295ep2014 26 Feb 2020 Acceptance of Investigator Brochure 02 Oct 2020

Dashlet-Recent Communication Logs

The Recent Communication Logs dashlet gives a list of all communications made during the site start-up and activation stage.
Click the View All Communication Log to go the Communications module of Start-Up dashboard.
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Recent Communication Log

Recent Communication Log

2 Communication Logs

Date Type
B8 5ep 2020 Email
9 5ep 2020 Regulatory Pac...

Description

Sentwelcome email in anticipation of the reg packet.

E-Delivery of Reg. pack to the site

Contact Name

Test Doctor

[$]

& View All Communication Log

Communication Entity

Dashlet — Recently Updated Sites

The Recently Updated Sites dashlet is available under the Investigative
sites dashlet. This gives the activation progress report of all sites in a
room. Hover the mouse over the Progress% column to view the list of

Hi

Today is 9/15. Have & great week!

If you require technical assistance accessing & site, please email admin@ti.com

Missing Documents

* IRB or IEC Conditional Approval Notification
* IRB or IEC Composition

* IRB or IEC Documentation of Non-Voting Status
+ Federal wide Assurance (FWA) Document
*  GCP Comphiance Statement

Investigative Sites ::g:;:::::“’""" e
=

1-20f 2 (0 selected) e Ricws
Site Principal Investigator Status :.:::‘:::T::’::;fmm

Site - 123456 Anderson Mary Mary Anderson Active

documents that are missing to complete the site activation.

Dashlet — Site Activation Status

This dashlet offers two views - Sites By Country and Sites Activation Progress. Select the

Site By Country view to reveal the total number of active sites, sites pending for activation,

Investigative Sites ]

Recently Updated Sites Site Activation Status

All Sites

Sites Activation Progress =

Sites Activation Progress
Sites Activation Progress

Sites by Country '“

o
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and sites rejected from activation in each country in the form of a bar chart. Refer to the
screenshot below.

Select the Site Activation Status view to reveal the number of sites
activated per month. Drag the bar further to scroll down the chart.

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

Investigative Sites

Recently Updated Sites Site Activation Status

| Bar Column | ¥ Export All Sites = Sites by Country -

N Pending
M Active

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.

Double-clicking a site name will open the Edit investigative site popup to allow you to edit
the details of the site.

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



