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Definitions/ Acronyms

Explanation Definition

Clinical Trial . . . - .
CTMS An application used as a centralized location to manage clinical trial data.
Management System

A key clinical study team member that assists in the conduct of clinical trial

Clinical Stud S . . . .
CSM y activities in accordance with all applicable regulations governing the
Manager . .
conduct of clinical trials.
CRA Clinical Regulatory A CRA is a clinical study team member that monitors the progress of

Associate investigators in a clinical study.

An ICF is used to ensure everyone involved in clinical research is a willing
Informed Consent L. . . .
ICF Form participant, with full knowledge of the potential risks and benefits to the
extent that is possible.
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What’s New in CTMS v1.4?

User Interface

Columns Displayed
CTMS v1.4 introduces an improved Ul and export functionality for activities, allowing users to create a more
user-specific experience.

Users have the ability to:

e Define the visible activity data displayed to them within the user interface. The system retains the
user's choices so that each time they log into the CTMS, they are able to view data that is relevant to
them in their day-to-day work.

e Choose what activity data should be included and displayed within data exports from the CTMS. This
allows for more user-centric system output and improves the selection of data that can be viewed
outside the system.

In order to manage the columns visible in the Activities view:

1. Navigate to the Activities view
2. Click the 3-dot menu in any of the visible column headers.
3. From the menu which opens, select “Manage Visible Columns”

Activity Name i status i Type ¢ Subtype :  Owner ¢ Responsible Party i Planned Date
Site Approval m Approval Initial & Steven Clark 1 Sort Ascending
1 Sort Descending
UATO10 Step 6 m Protocol Deviation & Steven Clark © Hide Column
Study submission =3 submission Initial & Steven Clark B Lock
i Manage Visible Columns
Study Approval m Approval Initial & Steven Clark
Study Submission m Submission Initial & Steven Clark
Study Approval m Approval Initial & steven Clark

a. The Manage Visible Columns window will open.
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Manage Visible Columns m P

Set Visible Columns Set Order

— &7 Columns 11 Visible Sort By Column Name | T

Acknowledged Date
Action Taken
Actions Taken
Activity Contacts 1.3 UAT
Activity Name
Activity Plan Id
Approved Date
Associated Plan
Attendee
Comments
Completed Date
Completed Date

Created By

Cancel Apply Changes

4. Choose which columns should be visible by checking the box next to the desired field name.
Press Apply Changes
6. Ifyouwould like to save your changes, press the View Options button near the top-right of the screen.

vt
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View Options ~

€ View All has Unsaved Changes

£ save Changes

& Save as New View
) Discard Changes

View's Actions

¥ Close View

1 View Details

Sy Copy link to View
All Views’ Actions

£+ Manage Views

) Reset to Default Views Config

7. Select ‘Save Changes’ to keep the changes that you made.
a. Note: When saving your changes, you will have the option to mark your new view as Private
or Public as well as whether or not this new view should become your default view.
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Save as New View x

View saves Filters, Column Customization, and Content View by default (list or
card) if there are any

View Name™®

All

Description

Sharing Options

(® @ Private

Only | can see and use this view

& Public

Anyone in the current study can see and use this view
® Not Default

Default for this study

Default View is set for All Users within this study for the current page

Default for all studies

Default View is set for All Users and studies for the current page

Cancel Save View

Favorites
CTMS v1.4 introduces the ability for a user to denote a record as a favorite. Users now have the ability to define
a record as a personal favorite within the CTMS or via myTI, and have the indication displayed within both
applications.

Version 1.0

Page 12 of 152

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 TI CTMS USER GUIDE v1.4 Version 1.0

HG] NTERACTIVE Page 13 of 152

The ability to designate a record as a favorite provides users with the ability to quickly locate items within lists
without having to create specific “filtered” views. Favorites can be used when sorting lists to reduce the number
of relevant records displayed.

Integrated Payments View

TI CTMS v1.4 introduces the ability for a user to review high-level payment details when an integration has
been established between TI CTMS and an external payments system. The integration is view-only in the CTMS
and any modifications still need to be made within the originating payment system.

Having access to high-level summary payment details allows users to provide timely responses to customers
and sites regarding payments without additional navigation to payment-related systems. Users requiring
additional payment-related details and reports can utilize the payment system link within TI CTMS to quickly
navigate to the payment system and perform all payment-related tasks.

Study-Specific Settings

The study settings functionality is now improved, allowing for study-specific tracking of information.

Please Note: We do not recommend applying this to existing studies without collaborating with Trial
Interactive Service Desk personnel in order to ensure that no existing data is lost.

CTMS 1.4 allows the same system/domain setting functionality at the study level for a more study-specific
approach to data tracking.

Our improvements include the following:

e The ability to refine the available statuses used for subject tracking on a study-by-study basis using the
initially-defined domain-level list as an available option and allowing for study-specific statuses to be
added.

e The ability to define custom fields for metadata tracking to ensure key study-related data points are
captured. Different Sponsors and different therapeutic areas are just examples of causes for key
metadata points to vary from study to study.

e The ability to utilize and reference study-specific site visit checklists. Allowing for CRAs to provide
responses based on study-specific questions and eliminate time spent reviewing and responding to
questions that are Not Applicable.

e The ability to utilize study-specific Site Visit Report (SVR) templates. This will ensure that study-
specific information is displayed and captured within the SVR for accurate study documentation. This
serves to help reduce manual content updates within the generated document.

In order to add study-specific fields to an existing study:

1. Navigate to the study
2. Navigate to the Study Settings area
3. Select Fields from the navigation links at the left side of the screen.
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4. Choose which of the available field types to create (Milestones, sites, studies, etc.)
5. Press the +Add button
a. The ‘Add Domain Dynamic Fields to Study’ window will open.
6. Select which field(s) should be included in your study via the checkboxes at the left side of the window.
7. Press Add

Annotated Visit Reports

CTMS v1.4 introduces the ability to display annotated text for CRA reference during the authoring of a site visit
report and provides a response to site visit checklist questions.

With inline annotations, the CRAs have an additional resource available at their fingertips during visit report
authoring, increasing efficiency and reducing the need to navigate out of the CTMS to complete their
documentation. Annotated site visit reports provide CRAs with critical guidance to ensure site visit reports
meet both study and regulatory compliance.

Export Functionality

With this improved export functionality, CTMS 1.4 provides users with the ability to define data relevance
based on immediate business needs. Once the user has determined what is relevant to their needs, they can
export that data set and share it with non-CTMS user team members for collaboration and review.

CTMS data exports can also be utilized for data imports into an external system, reducing the need for duplicate
data entry into other systems and ensuring data quality.

Event, Activity, and Document Sharing

A Clinical Trial Management System has the capability to track all trial activities as well as the collection of
documents and evidence that must ultimately be published to the eTMF. As site visits are completed, they result
in final documentation that must be archived. Additionally, documents must often be associated with trial
records for viewing and distribution to the study teams.

CTMS 1.4, in combination with Trial Interactive 10.4, introduces the following capabilities:

e  Allsite visits are configured in the CTMS to trigger Site Events that are sent directly to the eTMF. These
Events may then trigger required documents and placeholder creation in the user’s Tl eTMF room.

e Site visit status changes can trigger Events, Required Documents, and Placeholders within Trial
Interactive rooms. This includes eTMF rooms as well as Site Collaborate rooms and CTMS Collaborative
Workspace rooms.
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User-Defined Site Visit Checklists

CTMS v1.4 allows Company Administrator users to create, edit, and retire site visit checklists rather than
needing to channel all requests through the Trial Interactive Service Desk.

Creating a Site Visit Checklist
To create a Site Visit Checklist:

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from the navigation
links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

Team Role Management

Site Visit Checklist

Templates

Enrollment Tracking

Activity Type/Subtype

2. Pressthe +Create Template button at the top of the grid area.
a. Ifyou are creating a new template as a copy of an existing template, first, select the existing

template and then press the Copy button.

Site Visit Checklist Templates

© Create Template

b. The ‘Create Site Visit Checklist Template’ window will open.
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Create Site Visit Checklist Template m P

Site Visit Checklist Template Name™

Description

3. Give the site visit checklist template a name and, if desired, a description.

a. Note: We recommend providing a description whenever possible, especially when you may
have multiple checklist templates that are similar. The description can assist you in applying
the correct checklist when needed.

4. Press Create

a. The window will close and the checklist template will appear in the list.

b. Note: The checklist will be in Draft status initially because we still need to add questions to
the checklist before publishing it for use.

5. Select the new checklist from the list.
6. Click Edit from the menu bar at the top of the grid.

Site Visit Checklist Templates

© Create Template ) Copy %+ Publish i Delete

22 Templates 1 Selected
IMV Checklist (Training)

Updated This is the description of the checklist.
19 Apr 2023
admin003@ti.com

a. The checklist profile will load.
b. Note: This can also be done by clicking on the name of the checklist in the grid.
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¢ IMV Checklist (Training) =3

@ save [ Copy T Delete

Site Visit Checklist Template Name™ Template Numbering & @[
IMV Checklist (Training)

Section Order
Description Numerical ~ o Configure Preview 1,2..N

This is the description of the checklist. Question Order

Numerical v o Configure Preview 1,2...N

© Add Section

7. Using the toggle switch, indicate if the sections and questions in the checklist should be ordered and,
if so, whether the ordering should be alphabetical or numerical.
8. Press +Add Section
a. The new section box will appear.

~ New Section 1 Duplicate 1 Delete

Section Title™ section Numbering @[

The First Section Question Order

Description Numerical v @f Configure  Preview 1.2..N

Describing the first section

© Add Question

9. Give the section a title and, if desired, a description.
10. Press the +Add Question button in the new section.

Question 1 Required Question 1 Duplicate 1 Delete

Question* Type of Question®

Type your question here. @ Yes, No, N/A

Yes, No, N/A
Description for the Question © Ves. No

= Text (Line)

Options

£ Text (Paragraph)
B ® one Answer from the List
Few Answers from the List
Ne B o bropdown List
£ Buttonize Answers L]
B Date

= Scale
4 Add User Comment Field

11. Type in the question and select the type of question from the dropdown menu.
a. Note: The selection that you make in ‘Type of Question’ will determine what other elements
need to be selected/completed.
12. When the question is ready, press the Save button in the menu bar at the top of the screen.
13. Continue adding sections and questions until the checklist is complete.
14. Press Save.
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Publishing a Site Visit Checklist
To Publish a Site Visit Checklist Template:

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from the navigation
links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

Team Role Management

Site Visit Checklist
=

Templates

Enrollment Tracking

Activity Type/Subtype

2. Select the checklist from the list displayed.
3. Press the Publish button in the menu bar at the top of the screen.

a. Note: This will differ somewhat depending on whether you select the checklist in the list by
clicking on the name of the checklist or by clicking elsewhere. Regardless, you'll need to click
on the Publish button and follow the remaining steps.

b. The ‘Publish Site Visit Checklist Template’ window will open.

Publish Site Visit Checklist Template m P

i Do you want to publish Site Visit Checklist Template IMV Checklist (Training) ?

Cancel Publish

4. Click Publish
a. The checklist will be displayed in a Published status in the list.
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Site Visit Checklist Templates

@ Create Template & Edit [C] Copy @ Set to Retired

22 Templates 1 Selected

IMV Checklist (Training)
Updated This is the description of the checklist.
19 Apr 2023

admin003@ti.com

Retiring a Site Visit Checklist
Note: Once a Site Visit Checklist has been retired, it cannot be re-published. You would need to copy the
checklist and publish the new copy if you needed to use the checklist again.

To Retire a Site Visit Checklist Template:

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from the navigation
links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

Team Role Management

= Site Visit Checklist

Templates

Enrollment Tracking

Activity Type/Subtype

2. Select the checklist from the list displayed.
3. Press the Set to Retired button in the menu bar at the top of the screen.
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a. Note: This will differ somewhat depending on whether you select the checklist in the list by
clicking on the name of the checklist or by clicking elsewhere. Regardless, you'll need to click
on the Set to Retired button and follow the remaining steps.

b. The ‘Set Retired Site Visit Checklist Template’ window will open.

Set Retired Site Visit Checklist Template m P

Do you want to set the following Checklist Template to Retired?

Mame  IMV Checklist (Training)

Status PUBLISHED

Description This is the description of the checklist.

Cancel Set Retired

4. Click Set Retired
a. The checklist will be displayed in a Retired status in the list.

Site Visit Checklist Templates

© Create Template

22 Templates

IMV Checklist (Training)
Updated This is the description of the checklist.
19 Apr 2023

admin003@ti.com

Deleting a Site Visit Checklist
Deleting a site visit checklist can only be done once the checklist has been retired. Please perform those steps
before continuing.

To Retire a Site Visit Checklist Template:
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1. Navigate to the Settings area and select the Site Visit Checklist Templates option from the navigation
links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

Team Role Management

Site Visit Checklist

Templates

Enrollment Tracking

Activity Type/Subtype

2. Select the checklist from the list displayed.
3. Press the Delete button in the menu bar at the top of the screen.

a. Note: This will differ somewhat depending on whether you select the checklist in the list by
clicking on the name of the checklist or by clicking elsewhere. Regardless, you'll need to click
on the Delete button and follow the remaining steps.

b. The ‘Delete Site Visit Checklist Template’ window will open.

Delete Site Visit Checklist Template m P

Do you want to delete Site Visit Checklist Template IMV Checklist (Training) ?

4. Click Delete
a. The checklist will be removed from the list.
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Organizations

Pre-Requisites
Company administrators will need to assign CREATE, UPDATE, EDIT and DELETE permissions/privileges to

users’ accounts so that they can perform these steps.

Creating an Organization

1. Click on the organization link in the Navigation Menu in the panel at the left side of the screen.
a. This opens the “Organization” window, and all the organizations at the domain level are

displayed.

{

Studies

B  organizations
Contacts
User Management
Activities Library
Activity Plan Templates

Milestone Templates

Q add

122 Organizations

Jiahui International Hospital
Astroville Corporation
Dermeron

Wickie and Jack Farber Insti

Themas Jefferson Universi...

Thomas Jefferson University

Scotts Labels

Scott Works

Sydney Neurology

Apprae

=
B

B

14
H H H E 3 = [
i E 3 H g :

Pharmacautical Company

Sponsor
Thomas Jefferson Univers; westigative Site
Thomas Jefferson University Hospital
University
Partner
Sponsor

clini

Local

Local

Local

Central and loc

Name Parent Organization Type Subtype Primary Contact
Trialinteractive
& Hospital
ARI Partner
Dashboard
SRR China Holding Corp Partner
FIZEND Central Lab of China
Products

T Filters

& Jordan Martin

4 Previo 1 | of 10 Next b

2. Click the Add button at the top-left of the screen.
a. This opens the “Create Organization” window.

3. Here we need to enter the mandatory metadata to create an organization i.e, Name, Number, Type
and Status as indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

4. Ifany of the required fields are missing, an error will appear when we click on the Create button

displaying the fields which need to be filled to create an organization successfully.
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< r— Organization o ox
Q Add # Edit B Y Filters
L3 General Information Pres: it full screen
122 Organizations (€]
Name subtype Primary Contac: 2
Trialinteractive N e
]
ARI
@  Dashboard arent Organization
B sponsors China Holding ¢ ~
& Programs Central Lab of ¢l Subtype
M Products v v
Jiahui Internatiol
A studies
B organizations Astroville Corpo) l.my
& v
& contacs
Dermeron ) o
222 User Management Primary Conta
- vickie and Jack & Local
Activities Library
[J  Actiity Plan Templates Ihemas Jeffersst  Phone Numbers Local
@ Milestone Templates Thomas Jeffersq O sad Lacal
Scotts Labels
5
Scott Works B/l US & Jordan Martin
Sydney Neuroloy central and local
Cancel Select and Add Another

4 Previous 1 | of 10 Next b

5. (Optional) Click on the Add symbol below Phone Number to add a contact number to that
organization.

Note: When creating an organization record with at least one phone number, you will need to
designate one phone number as the primary number.

6. (Optional) Click Include Address, select a type for the address, and enter the address information.
Note: The Search functionality can be utilized to search for addresses.

7. Finally, before clicking Create, verify all the fields are entered correctly in the Create Organization
window.

8. Click Create or Select and Add Another depending on whether you intend to create another
organization right away.
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- p—g Organiz{ -
© add | |Phone Numbers Q search Y Filters
0 Add
122 Organiza (€]
Primary v B 1w XHE00HRKX Ext ) )
. Name Subtype Primary Contact o
Trialinteractive =
& Note:
=== P
B === 1 U[s
@  Dashboard
B sponsors Chinalf
& Programs &m%
M Products
Jiahuilt . address Y
A studes Include Address @)
B organizations A"“"'“ Address Information
& comas Derme| Address Type*
E28 User Management v
. Vickie Local
Activities Library
Search
[J  Actiity Plan Templates Thama Local
@ Milestone Templates Thum% o
rimary Address
Scotts |
s(ntt\* Address Line 2 & Jordan Martin
Sydney central and local
Day &
it [ Cancel Seloct and Add Anather | -
|
4 Previous |1 of? Next b

Editing an Organization
1. Click on the Organizations link in the Navigation Menu in the panel at the left side of the screen.
a. This opens the “Organization” window.
2. Click on the checkbox next to the organization name.
a. A quick-view panel will display on the right side of the screen.
Now, click on the Edit button (pencil icon).
Make any necessary changes.
5. Click on the Save button to apply the changes.

W
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Q add _ ® Activale il Delele Y Filers
122 Organizations 1 selectad X i
B Astroville Corporation
Name Status Parent Organizati..  Type subtype Primary Contact Approved

Staty
Triallnteractive 08 Sep 2021
_ 8 Sep 202
O e (oL
ARI [ cive | Partrer Organization Infarmation e
Dashboard
Srawam China Holding Partner
Number Status
Programs Central Lab of - Lab 1247982021 Approved )
Products
) Jiahu Internatic. Name
Studies
~ Astroville Corporation
B oanizations Astroville Corpo-. Approved Pharmaceutical
ts Parent o
Contas Da— Spansar
User Management
vickie and Jack Active Thomas Jeffers... Investipative Site Local
Activities Library L Type Subtypa
Activity Plan Templates. Themas Jeffers Thormas Jeffers. Hospital Local Pharmaceutical Compz
Milestone Templates
lestone Template Themas Jeffers. Active Universty Local Description
Scotts Labels Active Fartner
Scott Works nctive Spansar & Jordan Martin
sydney Neurolo. = Clinic Central and local Notes
Day & Day Ship. Partner
Active [}
4 Previol 1 | of 7 Next b

6. (Optional) Clicking on the organization name will open the “Organization Details” page. Editing an
organization may also be done on the organization details page.

Organization
A ; Organization Details M
Central Lab of China ~

«

v Epandal —

Central Lab of China Qrganization Information S
Nurnber Status Description
1  Organization Details .
Studies Central Lab of China
Sites.

Parent Organization
Related Organizations

Contacts
ype subtype Notes
Lab

Contact Information

]

Additional Information
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Associating an Address to an Organization

1. Click on the Organizations link in the Navigation Menu in the panel at the left side of the screen.
a. This opens the “Organization” window.

2. Locate the organization to which you want to associate an address and click on the organization’s

name.

a. This opens “Organization Details” window.

Click the Edit button in the Organization window.

Click on the [+] sign next to Contact Information to expand that section.

5. Click on the Add button in the Addresses section.
a. This opens the “Add Address” window.

6. Here we need to enter the mandatory metadata to create an address i.e., Address Type, Primary
Address, Country, and Postal Code which have an asterisk (*) symbol next to the field title. Enter
any additional information, as necessary.

W

Note: The Search functionality can be utilized to search for addresses.

7. Ifany of the required fields are missing, an error will appear when we click on the Add Address
button displaying the fields which need to be filled to create an address successfully.
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8. (Optional) Click Add and Create Another if you intend to create another address right away.

Associating an Organization to a Parent Organization

1. Click on the Organizations link in the Navigation Menu in the panel at the left side of the screen.
a. This opens the “Organization” window.
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2. Click on the Name for any non-sponsor organization record from the list displayed.
a. This opens the “Organization Details” window.

Organization
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Contacts
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Contact Information
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3. Click the Edit button in the “Organization Detail” window, within the Parent Organization field
select a parent organization.

4. Click the Save button.

5. The association can be verified by navigating to the Related Organizations area for the selected
parent organization. (See the screenshot below)
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Associating a Contact to an Organization

1. Click on the Organizations link in the Navigation Menu at the left side of the screen.
a. This opens the “Organization” window.

2. Click on the Name of any organization record in the list.
a. This opens the “Organization Details” window.

3. Click on the Contacts link in the Navigation Menu in the panel at the left side of the screen.
a. This opens the “Create Contact in Organization” window.

4. Click Add and enter the required contact details.

5. Click Create.
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Reviewing Studies Associated to an Organization

1. Click on the Organization link in the Navigation Menu at the left side of the screen.
a. This opens the “Organization” window.

2. Click on the organization’s name in the list.
a. This opens the “Organization Details” window.

3. Click on the Studies link in the Navigation Menu at the left side of the screen.
a. This opens the “Studies” window.

4. Thelist of studies is displayed.
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Sponsors
Pre-Requisites

Users creating or managing Sponsors in an organization should have CSM user access. Company
administrators will need to assign CREATE, UPDATE, EDIT and DELETE permissions/privileges to users’
accounts so that they can perform these steps.

Defining a Sponsor

1. Click on Sponsors link in the Navigation menu at the left side of the screen.
a. This opens the “Sponsors” window, and Sponsors list is displayed.

© ads ¥ Fies
33 Organizations
Trialinteractive

Name Status Parent Organization Type Subtype Primary Contac

DOQQROO0OOQGREOOOOED

2. Click the Add button in the top-left of the screen.
a. This opens the “Create Sponsor” window.

3. Here we need to enter the mandatory metadata to create a sponsor i.e, Name, Number, Type,
Status, as indicated by an asterisk (*) symbol next to the field title. Enter any additional information,
as necessary.

4. If any of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a sponsor successfully.

5. (Optional) Click on the Add button in the Phone Number area to add a contact number to that
sponsor.
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Note: When creating a contact record with at least one phone number, you will need to designate one
phone number as the primary number.

6. (Optional) Click Include Address, select a type for the address, and enter the address information.
Note: The Search functionality can be utilized to search for addresses.

7. Finally, before clicking Create, verify all the fields are entered correctly in the create sponsor
window.

8. Click Create or Select and Add Another depending on whether you intend to create another
sponsor right away.
a. After clicking Create, the “Create Sponsor” window will close, and the sponsor record will be

displayed in the list.
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Defining Sponsor Settings

1. Click on Sponsors link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Sponsors” window, and the Sponsors list is displayed.
2. Navigate to the sponsor’s name you want to edit and click on it.
a. This opens “Sponsor Details” window.
3. Click on the Settings button in the top-right of the screen.
a. This opens Sponsor settings window Milestone Templates screen.
4. Click on the milestone you want to edit.
a. This opens Edit Milestone Template window.
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5. Make any necessary changes required in the Edit Milestone Template window.
6. Click Save for the changes to apply.
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Associating a Product to a Sponsor

1. Click on Sponsors in the Navigation menu at the left side of the screen.
a. This opens the “Sponsors” window, and the list of sponsors is displayed.
2. Click on the name of the sponsor to which you want to associate a product.
a. This opens the “Sponsors Details” window.

3. Click on the Products link in the Navigation menu at the left side of the screen.
a. This opens the “Product” window.

4. Click on the Add button at the top-left of the screen.

a. This opens “Create Product” window.

5. Here we need to enter the mandatory metadata to create a product i.e., Product Name, Type, Status,
Status Date, Sponsor as indicated by an asterisk (*) symbol next to the field title. Enter any
additional information, as necessary.

6. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a product successfully.

7. (Optional) Click Create or Create and Add Another depending on whether you intend to associate
another product to this sponsor immediately.
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Creating a Program for a Sponsor

1. Click on Sponsors link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Sponsors” window, and the list of Sponsors is displayed.

2. Click the name of the sponsor to be associated with the new program.
a. This opens “Sponsor Details” window.

3. Click on the Programs link in the Navigation menu at the left side of the screen.
a. This opens the “Program” window.

4. Click on the Add button in the top-left of the screen.
a. This opens the “Create Program” window:.

5. Here we need to enter the mandatory metadata to create a program i.e.,, Program Name, Number,
Status, Status Date, Sponsor, Products as indicated by an asterisk (*) symbol next to the field title.
Enter any additional information, as necessary.

6. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a program successfully.

7. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another program right away.
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Creating a Study for a Sponsor

1. Click on Sponsors in the Navigation menu at the left side of the screen.

a. This opens the “Sponsors” window, and the Sponsors list is displayed.

2. Click on the name of the sponsor for the new study.

a. This opens “Sponsor Details” window.
3. Click on Studies in the Navigation menu at the left side of the screen.
a. This opens the “Study” window, and the Studies list is displayed.
4. Click on the Add button in the top-left of the screen.
a. This opens the “Create Study” window.

5. Here we need to enter the mandatory metadata to create a study i.e., Protocol Number, Study
Name, Protocol Title, Status, Status Date, Primary Product, Phase, Design as indicated by an
asterisk (*) symbol next to the field title. Enter any additional information, as necessary.

6. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a Study successfully.

Note: Sponsor field is already populated with the name of the sponsor you are working with.
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Reviewing Sites for a Sponsor

1. Navigate to the Home and click on the Sponsors link in the Navigation menu at the left side of the
screen.

2. Click on the name of the sponsor.
a. This opens the “Sponsor Details” window

3. Click on the Sites in the Navigation menu at the left side of the screen.
a. This opens the “Sites” window
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Contacts

Pre-requisites

Each organization will need to decide who should create Contacts. It may be a specific group of people in the
organization who are assigned to handle this to reduce the chances of creating duplicate records. Company
administrators will need to assign CREATE, UPDATE, EDIT and DELETE permissions/privileges to user’s
accounts to that they can perform this step.

Levels of Contact Creation in the Application

There are multiple levels of creating and managing a contact, one is at the Domain Level, if a contact is created
at Domain level it can be accessed and used anywhere in the system. The other way of creating and managing
a contact is at their respective sub level (Site, Organization, Product, etc.). Contacts may be used at the level at
which they are created as well as any lower levels of the data hierarchy.
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Creating a Contact

United States 8.82%

canad 5.88%

Australia 2.94%

1. Navigate to the appropriate level in the data hierarchy (i.e., Domain, Study, Site).
2. Click on the Contact link in the Navigation menu at the left side of the screen.

a. This opens the “Contact” screen.
3. Click on the Add button at the top-left of the screen.

a. The “Create Contact” window is opened.

4. Here we need to enter the mandatory metadata to create a contact i.e. First Name, Last Name, Email
Address and Status which have an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

5. [Ifany of the required fields are missing, an error will appear when we click on the Create button and
it displays the fields which need to be filled to create a contact successfully.

6. (Optional) Click on the Add symbol below Phone Number to add a contact number to that person.

Note: When creating a contact record with at least one phone number, you will need to designate one
phone number as the primary number.

7. (Optional) Click Include Address, select a type for the address, and enter the address information.

Note: The Search functionality can be utilized to search for addresses.
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8. Finally, before clicking Create, verify that all the fields are entered correctly in the Create Contact

window.

9. (Optional) Click Create or Create and Add Another depending on whether you intend to create

another contact right away.

Editing a Contact at Domain, Site and Organization Levels

o The user must have been assigned the necessary permissions by the Company Administrator.

Editing a Contact

1. Click on the check box before the contact’s name.

a. A quick view panel will display on the right side of the screen

2. Click on the Edit button (pencil icon) and make any necessary changes to the contact information.
3. Click on the Save button at the bottom of the quick view panel.
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4. Make sure to check the all the fields and click on the Save Button for the changes to apply.
5. (Optional) Clicking on the Contact’s name will open the Contact Details page. Editing a contact may
also be done on the Contact Details page.

General Information ®

Contacts C
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Additional Information
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Studies

Pre-Requisites

Users creating or managing Studies in an organization should have CSM user access. Company administrators
will need to assign CREATE, UPDATE, EDIT and DELETE permissions/privileges to user’s accounts so that
they can perform these steps.

Creating a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the Add button at the top-left of the screen.
a. The “Create Study” window will open.
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3. Here, we need to enter the mandatory metadata to create a study i.e., Sponsor, Protocol Number,
Protocol Title, Status, Status Date, Primary Product, Phase, Design and Blinded as indicated by
asterisk (*) symbol next to the field title. Enter any additional information, as necessary.

4. This is also where you will indicate whether or not this is a blinded trial. You can do this directly
from the Study Details page after the study has been created but this is your first chance to indicate
that this study will have a blinded component.

5. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a study successfully.

6. Finally, before clicking Create, verify all the fields are entered correctly in the Create Study window.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

| A L
m INTERACTIVE Page 43 of 152

TI CTMS USER GUIDE v1.4

a. The Create Study window closes, and the study record is displayed in the list.

Blinded Studies

Studies that have been indicated as blinded will have the ability to display appropriate information only to
specifically indicated personnel.

Adding Unblinded Personnel to a Blinded Study

Unblinded personnel can only be added to a study by an unblinded study manager. In order to safeguard this
information, the only way to add an unblinded study manager to a study is to contact the Trial Interactive
Service Desk. Service Desk personnel will verify the intent and authenticity of the request prior to
proceeding. The unblinded study manager is able to add unblinded members to the study team using the
steps outlined in the related section of the User Guide.

Editing a Study
1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window, and the study list is displayed.
2. Click on the check box next to the name of the study and click on the Edit button at the top-left of the
screen.
a. The “Study Details” window is displayed.
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3. Make any necessary changes to the Study information.
4. Click the Save button for the changes to apply.
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Study Team vs Access Permissions
TI CTMS separates the study team from access permissions for the study. Managing the study team is done
from the Team area at the study level by using the navigation links at the left side of the screen.
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Some important points to note about managing study team members are:

e  When someone is added to the study team, they are not awarded access to view study information in
the CTMS. This area is specifically designed to track members of the team and which role(s) they are
fulfilling for this specific study.

e Once an entry has been made, the role will not be editable. If you have made an error, you will need
to delete the entry and create a new one. For correct entries, if a team member moves on to a new
role within the study, the study manager should enter an end date for the old role and create a new
entry for the new role. This is to aid in providing tracking for each study team member and the roles
that they may play over the course of a study.
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Managing Study Access Permissions

You will see an ‘Access Permissions’ button at the top-right of the Study Team area. Clicking on that button
will take you to the Site or Study Settings area as appropriate and the Access Permissions menu. Users can
also navigate directly there by accessing the settings area directly.
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Entering Study Settings

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the name of the study in the list.
a. The dashboard for the study is displayed.

3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.
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4. Click Settings in the top-right corner of the study details window.
a. This opens Study Settings General window.
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5. Click Edit from the study settings window at the top-left of the screen.
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6. Make any necessary changes in the Study Settings General window.
7. Click on Save at the top-left of the window.
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Note: Turning off Subject Tracking will prevent the creation of subject records. Actual subject enrollment
statistics are still rolled-up from the site level.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

@=T R | A L TI CTMS USER GUIDE v1.4

HG] NTERACTIVE Page 48 of 152

Defining Study specific Regions
1. Click on the Studies in the Navigation Menu at the left side of the screen.
a. This opens the “Studies” window.
2. Click on the name of the study for which you want to define regions.
a. This opens the dashboard for the study.
Click on the Study Details in the Navigation menu at the left side of the screen.
4. Click on the Settings button in the top-right corner of the screen.
a. This opens the Study Settings window.
5. Click on Regions in the Navigation menu at the left side of the screen.
a. The “Regions Window” is displayed.
6. Click on the Add button at the top-left of the screen.
a. This opens the “Create Region” Window.
7. Here we need to enter the mandatory metadata to create a Region i.e,, Region Name, Countries as
indicated by an asterisk (*) symbol next to the field title. Enter any additional information, as

w

necessary.
8. C(lick Create or Create and Add Another depending on whether you intend to create another Region
right away.
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Note: To enter the State/Province and Cities values you must select only a single country for your region
definition.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

ET R I A L TI CTMS USER GUIDE v1.4

INTERACTIVE Page 49 of 152

Editing Study Regions
1. Navigate to the Regions area for the study you wish to edit.
a. The necessary steps are found here.
2. Click on the region name from the list you want to Edit.
a. This opens “Region Details” window.
3. Click on the Edit button in the-top-left corner.
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4. Make any necessary changes in the Region Details window.
5. Click on Save button in the top-left for the changes to apply.
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Defining and Editing Countries Within a Study.

1. Click on Studies in the Navigation Menu at the left side of the screen.
a. This opens the “Studies” window.

2. Click on the name of the study in which you want to define countries.
a. This opens the dashboard for the study.

3. Click on Countries link in the Navigation menu at the left side of the screen.
a. This opens the “Countries” window, and countries list is displayed.

4. Click Add in the top-left of the screen.

a. This opens Create Study-Country window.

5. Here we need to enter the mandatory metadata to create a Region i.e., Country, Owner, Status,
Status Date as indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

6. Click the Create button, the country is created, and the “Create Study-Country” window is closed.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

HG] NTERACTIVE Page 51 of 152

@=T R | A L TI CTMS USER GUIDE v1.4

A study
LT Countries -
INTEGRITY_IV_001 =
< Countries
& Edit Q Search T Filters
o x
4 Countries | Selec ()
INTEGRITY_IV_001 °
Country Study Name Regions Notes =
NTESRITYR-0%0 _—
) @ United staty |- Country Coda
1 Study Details s
@B Dashhoard @ canada
—
admin admin
@  Countries
b subjes UAT Country 8 175ep2021 &
[ organizations Regions
&% Contacis
f Team
Activities
[  Actiity Plans
Ly
Cancel

To edit the country, click on the check box before the name of the country you want to edit.
Click Edit in the top-left of the screen.

a. A quick view panel will display on the right side of the screen.

9. Make any necessary changes in the quick view panel.

10. Click Save.
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Associating Organizations to a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window.
2. Locate the study to which you want to associate an organization and click on it.
a. This opens the dashboard for that study.
3. Click on the Organization link in the Navigation menu at the left side of the screen.
a. This opens the “Organization” window, organizations associated to the study are displayed.
4. Click on the Add button at the top-left of the screen.
a. This opens the “Add Organization” window.
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5. Ifyou need to create a new organization, follow these steps showing how to create an Organization.

6. Ifthe organization has already been created, use the search area to locate and select the organization.

7. Click Add or Add and Add Another depending upon whether you need to associate another
organization to this study.

Defining Study Partners

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the name of the study to which you want to add partner information.
a. The dashboard for the study is displayed.

3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.

4. Click on the [+] sign next to the Partner Information to expand that section.

5. Click on the Edit button in the top-left of the screen.
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6. Make the necessary changes in the partner information section.
7. Click the Save button in the top-left of the screen.
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Associating Contacts to a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the name of the study to which you want to associate contacts.
a. The dashboard for the study is displayed.

3. Click on the Contacts link in the Navigation menu at the left side of the screen.

a. This opens the “Contacts” window and all the contacts for the study are listed.

4. Click on the Add button at the top-left of the screen.

a. This opens the Create Contact in Study window.

5. Here we need to enter the mandatory metadata to create a Contact i.e., Organization, First Name,
Last Name, Contact Role, Email Address, Status as indicated by an asterisk (*) symbol next to the
field title. Enter any additional information, as necessary.

6. (Optional) Click on the Add symbol below Phone Number to add a contact number to that person.

Note: When creating a contact record with at least one phone number, you will need to designate one
phone number as the primary number.

7. (Optional) Click Include Address, select a type for the address, and enter the address information.
Note: The Search functionality can be utilized to search for addresses.

8. Finally, before clicking Create, verify all the fields are entered correctly in the Create Contact in
Study window.

9. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another Contact right away.

Note: Contacts can only be created for organizations associated to the study.

10. When editing one of the contact records from the list, only data that is part of the contextual to study
can be updated.
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Creating Sites within a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the name of the study to which you want to add Sites.

a. The dashboard for the study is displayed.

3. Click on the Sites link in the Navigation menu at the left side of the screen.

a. This opens the “Sites” window, and all the sites are listed for the study.

4. Click on the Add button at the top-left of the screen.

a. This opens the Create Site window.

5. Here we need to enter the mandatory metadata to create a site i.e., Site Number, Principal
Investigator, Site Organization, Site Location, Owner, Status and Status Date as indicated by an
asterisk (*) symbol next to the field title. Enter any additional information, as necessary.

a. Ifthe site is a satellite site, this is also where you would identify the parent site. Please note
that the parent site will need to already be created and associated with the study before
identifying a site as a satellite site.

Note: The Site Number field is limited to 5 characters. Satellite sites can either have a unique site
number or they can use the same number as the parent site.
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6. Finally, before clicking Create, verify all the fields are entered correctly in the Create Site window.
7. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another Site right away.

Managing Site Contacts

The functionality here is similar to the improvements described above in the section about managing the
study team. Each contact can have multiple entries as needed to indicate the various roles that they may play
at the site. Importantly, for the purposes of entering the same person more than once, there is now a ‘Copy’
option in the menu above the list of site contacts. The system will verify that you intend to create another
record for the same person, especially if you are doing so in order to change some detail of their information
(for example, someone’s last name might have changed).

Reviewing Subjects Within a Study

Note: Subjects is only available if the study is tracking subjects within CTMS. This list will be populated with
the current list of subjects for the study.

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.

2. Click on the name of the study whose subjects you wish to review.
a. The dashboard for the study is displayed.

3. Click on the Subjects link in the Navigation menu at the left side of the screen.
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a. This displays all the subjects for the study.
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Study Sites Pre-Requisites

The user who is responsible for creating or managing sites in any study should have CRA user access.
Company administrators will need to assign CREATE, UPDATE, EDIT and DELETE permissions/privileges to
users’ accounts so that they can perform these steps.

Editing a Site in a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
2. Navigate to the study you want to access.
3. Click on Sites in the Navigation menu at the left side of the screen.
a. This opens the “Study Site” window and study site list is displayed.
4. Click on the name of the site you want to edit.
a. This opens the dashboard window for the site.
5. Click on Site Details in the Navigation menu at the left side of the screen.
a. This opens the “Site Details” window for the site.
6. Click on the Edit button at the top-left of the screen.
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7. Make the required changes in the site details window.
8. Click on the Save button at the top-left of the screen for the changes to apply.
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Tracking Informed Consents (ICFs) for a Site

1. Navigate to the Site Details area for the related site.
a. The necessary steps are found here.
2. Click on the [+] sign next to the Informed Consent to expand that section.
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3. Click on the Edit button in the top-left of the screen.
4. Click on the Add button in the informed Consent section.
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5. Enter site specific Name and Effective Date.
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6. Click Create.
7. Click on the Save button in the informed consent section to save the record.
a. This creates site level ICF for the site.

Tracking Site Addresses

1. Navigate to the Site Details area for the related site

a. The necessary steps are found here.

Click [+] next to the site addresses to expand that section.

Site location within the site addresses section is displayed as primary address.

Site Location is listed as a primary address for the site.

Click on the Add button under Site Addresses section.

a. This opens the Add Address window.

6. Here we need to enter the mandatory metadata to create an Address i.e., Address Type,
Organization, Address as indicated by an asterisk (*) symbol next to the field title.

7. Click on the Save button.

vl W

Note: Only addresses associated to the selected site organization are available for selection.
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Associating an Organization to a site

1. Navigate to the Site to which you wish to associate an organization.

2. Click on the Organization link in the Navigation menu at the left side of the screen.
a. This opens the “Organization” window.

3. Click on Add button at the top-left of the screen.
a. This opens “Add organization” window.
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4. Here we need to fill the required metadata to create an organization with an address.
5. Click on the Create button.

Change of Principal Investigator (PI)

1. Navigate to the Site Details area for the related site.

a. The necessary steps are found here.
2. Click on the [+] sign next to the Site Information to expand that section.
3. Click on the Change button in the site information section.
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4. Confirmation window is popped up, select Yes in the confirmation window.
a. This opens “Change Principal Investigator” window.

Note: Use the search box to find the contact.

5. Click on the Save button.
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Creating Site Visits

1. Navigate to the site for which you wish to create a site visit.

2. Click on Site Visits in the Navigation menu at the left side of the screen.
a. This opens “Site Visits” window.

3. Click on the Add Visits button at the top-left of the screen.

a. This opens “Create Site Visit” window.

4. Here we need to enter the mandatory metadata to create a Site Visit i.e., Visit Type, Visit Name,
Owner, Planned Date, how was the visit Conducted as indicated by an asterisk (*) symbol next to
the field title.

5. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a Site Visit successfully.

6. Finally, before clicking Create, verify all the fields are entered correctly in the create Site Visit
window.

a. Create Site Visit window closes, and site visit record is created and displayed in the list.

7. (Optional) Click Create or Create and Add Another depending on whether you intend to create

another Site Visit right away.
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Updating a Site visit
1. Navigate to the site whose visit you need to update.
2. Click on the Site Visits in the Navigation menu at the left side of the screen.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

@=T R | A L TI CTMS USER GUIDE v1.4

HG] NTERACTIVE Page 65 of 152

a. This opens “Site Visits” window.

3. Navigate to the Site Visit record you want to update and click on the name.
a. This opens “Visit General Information” window.

4. Make the required changes in this window for the site visit.

5. Click on the Save button which is at the bottom of the screen.
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Tracking Subjects

1. Navigate to the site whose subjects you wish to track.

2. Click on Subjects in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.

3. Click on the Add button at the top-left of the screen.

a. This opens Create Subject window.

4. Here we need to enter the mandatory metadata to create a Subject i.e., Subject ID, Status, Status
Date as indicated by an asterisk (*) symbol next to the field title. Enter any additional information, as
necessary.

5. [Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a subject successfully.

6. Finally, before clicking Create, verify all the fields are entered correctly in the create subject window.
a. Create Subject window closes, subject record is created and displayed in the list.

7. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another subject right away.
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Note: Subjects will not be displayed for navigation when Subject Tracking is turned off within
Study > Settings for the study.
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1. Navigate to the site whose subject requires editing.

2. Click on the Subjects in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.

3. Click on the checkbox before the Subject name.
a. A quick view panel will display on the right side of the screen.

4. Now, click on the Edit button (pencil icon) in the top-right of the screen.
a. This opens the “Subject Details” window.

5. Make any necessary changes to the subject information.

6. Click on the Save button at the top-left of the screen.
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Tracking Subjects Visits

1. Navigate to the site in question.
2. Click on the Subjects in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.

3. Navigate to the subject name you want to access and click on it.

4. Click on the Subjects Visits in the Navigation menu at the left side of the screen.
a. This opens “Subject Visits” window.

5. Click on the Add Visit button in the top-left of the screen.

a. This opens Create Subject Visit window.

6. Here we need to enter the mandatory metadata to create a subject visit i.e., Visit Status, Visit Type,
Visit Date as indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

7. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a subject successfully.

8. Finally, before clicking Create, verify all the fields are entered correctly in the create subject visit
window.

a. Create Subject Visit window closes, subject visit record is created and displayed in the list.

9. (Optional) Click Create or Create and Add Another depending on whether you intend to create

another subject visit right away.
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Editing a Subject Visit
1. Navigate to the site whose visit needs to be edited.
2. Click on the Subjects in the Navigation menu at the left side of the screen.

a. This opens the “Subjects” window.

Navigate to the subject name you want to access and click on it.

4. Click on the Subjects Visits in the Navigation menu at the left side of the screen.
a. This opens “Subject Visits” window.

5. Navigate to the Subject visit record you want to edit and Click on the checkbox before the Subject
visit name.
a. A quick view panel will display on the right side of the screen.

6. Now, click on the Edit button (pencil icon) in the top-right of the screen.

Make any necessary changes to the subject visit information.

8. Click on the Save button in the right bottom of the screen.

w
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Reviewing and Tracking Country Details

1. Navigate to the country whose details you wish to edit.
a. This can be done via the navigation menu at the left side of the screen.

2. Navigate to the country in the list you want to edit and click on it.
a. This opens the dashboard for the country.

3. Click on the Country Details in the Navigation Menu at the left side of the screen.
a. This opens the “Country Details” window.

4. Navigate to the section you want to review in the screen and click on the [+] sign next to the name to
expand it.

5. Click on the Edit button on the top-left of the screen to make any changes and before returning, click
on the Save button for the changes to apply.
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Tracking Country Informed Consents (ICFs)

1. Click on Countries in the Navigation menu at the left side of the screen.

2. Navigate to the country in the list you want to edit and click on it.
a. This opens the dashboard for the country.

3. Click on the Country Details in the Navigation Menu at the left side of the screen.
a. This opens the “Country Details” window.

4. Click on the [+] sign next to the informed Consent to expand the section.

Click on the Add button in the informed consent section.

6. Click on the dropdown in the Name field.
a. Study level ICF is displayed and a country specific ICF can be created.

vt
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7. Select the study ICF from the list and click on the save button in the informed consent section.
8. You can add country level ICF by adding name and effective date in the informed consent section and
click on the save button.
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1. Click on Countries in the Navigation menu at the left side of the screen.
2. Navigate to the country in the list you want to edit and click on it.
a. This opens the dashboard for the country.
3. Click on the Sites link in the Navigation menu at the left side of the screen.
4. Click on the Add button in the top-left of the screen.
a. This opens the “Create Site” window.
5. Fill in the required information and click Create.
a. More detailed instructions regarding this step can be found here.
= . A stucy ) Q@ Swdy(wn:ry s ° .
. Sites
AllSites  Active  Closed
United States e - Q5 T s
2 sites.
1 Coreyoems e m . - - .
? ::::: & Funk-1158 = KingDerm G
B s
i Subjeas
B Organizasons a
& Comacs
§ Tem 5
Actvives
@ Acovigy Plans .
T - E
[ce

Associating an Organization with a Country
1.

U1 W

Select Countries from the menu at the left side of the screen.

Click on the name of the country to which you wish to associate an organization.
Click on the Organization link in the Navigation menu at the left side of the screen.
This open the organization window, and organization list is displayed.

Click on the Add button in the top-left of the screen.

a. This opens Add Organization window.

Search for an Organization or create a new one if necessary.
a. More detailed instructions for this step may be found here.
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Associating Contacts with a Country

1. Navigate to the country to which you wish to associate a contact.

2. Click on the name of the country to which you wish to associate a contact.

3. Click on the Contacts link in the Navigation menu at the left side of the screen.
a. This opens the “Contacts” window, and contacts list is displayed.

4. Click on the Add button in the top-left of the screen.
a. This opens the “Create Contact in Country” window:.

Note: Search field can be used to locate and select existing CTMS contacts.

5. Here we need to enter the mandatory metadata to create a contact i.e., Organization, First Name,
Last Name, Contact Role, Email Address, Status, Start Date as indicated by an asterisk (*) symbol
next to the field title. Enter any additional information, as necessary.

6. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a contact successfully.

7. Finally, before clicking Create, verify all the fields are entered correctly in the create contact window.

Create contact in country window closes, contact record is created and displayed in the list.

9. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another contact right away.

®

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

ﬁT R I A L TI CTMS USER GUIDE v1.4

INTERACTIVE Page 74 of 152

A sto @ Study Cour
- T o YUY | contaas -
KingDerm! > Uniced Staces +

Contacts

0 Contacts
0 x
United States Name Stonus I I Phane Stars Date End Date
()
General Information
Country Dezaits
P [
Milestones
s S |
Subjects
p— |
Team
— : =1
Activity Plans. s ¥
day month year 8| |daymonthyear =]
Phone Numbers
0 s

Closing a Site

With the ability to indicate final statuses naturally comes the action of closing a site. Because an entity which
hits a final status cannot be brought back to an earlier status without administrator assistance, we need to
take care that the site is ready to be closed before the status can be successfully applied.

Once a site’s status has been set to its penultimate status, whether that be ‘Closeout’ or ‘Ready to Close’ or
something similar, the ability to close a site will become active. At the bottom of the Site Details area is now a
‘Close Site’ block with a red button labeled ‘Close Site.’

Close Site

All data will be locked after the site is closed

Close Site

Once that button is pressed, a Site Health Card window is displayed indicating the completion status of the
site-related Milestones, Site Visits, Subjects, Activities, and Activity Plans. This gives the user a chance to
locate and deal with any unresolved items before they become locked.
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Site Health Card

All Site data must be reconciled to close the Site. This Site contains data that should be reconciled.

Entity Open Reconciled

& Milestone

0 reconciled

[ site Visit

0 reconciled

[ Subject

0 reconciled

& Activity

of 1 not reconciled Open

& Activity Plan

0 reconciled

Are you sure you would like to close your Site?

Cancel

Once all of the items are resolved, and nothing is left undone, the ‘Yes, Close’ button is activated and the site
can be closed.

Site Visit Documentation

Site visits and can be set up so that they trigger specific site-related events directly in an associated eTMF
room. This can include generating placeholders for required documentation associated with the site. For
more information about configuring your CTMS to work with Trial Interactive’s eTMF solution, please reach
out to your Trial Interactive representative.

Pre-Requisite
The user who is responsible for creating and managing Site Visit Documentation in an Organization must
have Clinical Regulatory Associate user access.
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Unblinded users will have the right to create unblinded site visits and related documentation which will only
be visible to other unblinded personnel.

Navigation to Site Visit

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Studies” window.

2. Navigate to the Study you want to review site visits for and click on the name field.
a. This opens the dashboard for the study.

3. Click on the Sites link in the Navigation menu at the left side of the screen.
a. This opens the “Sites” window.

4. Navigate to the site you want to review site visit for and click on the Name filed value.
a. This opens the dashboard for site.

5. Click on the Site Visits in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Site Visits” window.
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6. Navigate to the Visits you want to review and click on it.
a. This opens the Visit General Information window.

7. Review the site visit information and make any necessary changes if required and click on the Save
button in the bottom of the screen, for the changes to apply.
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Site Visit Attendees

1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Visit Attendees link in the Navigation menu at the left side of the screen.

a. This opens the “Visit Attendees” window.

Click on the Add Attendee button in the top-left of the screen.

4. Click on the Add Attendee from the dropdown of “Add Attendee” button.
a. This opens the “Add Attendees” window.

5. Select an existing site contact and click on Add button in the bottom of the Add Attendees window.
a. Attendee is added to the visit report and the “Add Attendees” window is closed.

w

Note: Clicking Create New will create a new/additional site contact.
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Site Visit Locations

1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Locations link in the Navigation menu at the left side of the screen.
a. This opens the “Locations” window.

Note: If the visit was stated as being conducted remotely, a location will not be required to
generate a final visit report.

w

Click on the Add Location button in the top-left of the screen.
4. Click on the Add Location from the dropdown of the “Add Location” button.
a. This opens the “Add Locations” window.

Note: Clicking Create New will create a new/additional site address.

5. Select an existing location and click on the Add button in the bottom of the “Add Locations” window.
a. Location is added to the visit report and the “Add Locations” window is closed.
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Site Visit Activities
1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.
2. Click on the Activities link in the Navigation menu at the left side of the screen.
a. This opens the “Activities” window.
3. Click on the Add button in the top-left of the screen
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4. Click on the Add Activities from the dropdown of the Add button.
a. This opens the “Add Activities” window.

5. Select an existing site activity from the list of All Site Activities.

6. Click on the Add button in the Add Activities window.

Note: Clicking Create New will create a new activity for the site.
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Note: When a previous visit has occurred a user can select Previous Visit to select Activities that
were associated with the previous visit report.

Site Visit Subjects

1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Subjects link in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.

3. Click on the Add button in the top-left of the screen.

4. Click on the Add Subject from the dropdown of the Add button
a. This opens the “Add Subjects” window.

5. Select an existing site subject from the list of All Site Subjects.

6. Click on the Add button in the Add Subjects window.

Note: Clicking Create New will create a new subject for the site.
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Note: When a previous visit has occurred a user can select Previous Visit to select subjects that
were associated with the previous visit report.

7. Add Subjects window is closed, and the subject is displayed in the list.

®©

9. C(lick on the Verify button in the top-left of the screen.
a. This opens “Subject Verification” window.
10. Select a subject visit to verify during the site visit.
11. Click on the Go to ICFs button in the bottom on the subject verification window.
12. Select an ICF to verify and click on the Save button.

To Verify navigate to the subject and click on the check box before subject ID field value.
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Site Visit Enrollment Summary

1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Enrollment Summary link in the Navigation menu at the left side of the screen.
a. This opens the “Enrollment Summary” window.

3. Click on the Add button in the top-left of the screen.
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4. Select the subject Statuses from the dropdown.
5. Indicate if the system should calculate the enrollment statistic or should it be manually entered by
the visit report author.
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6. Click on the Save button in the top-left of the screen.

Note: By turning off Calculated by System, the system will allow the user to manually enter the
site's enrollment statistics for the site at the time of the site visit.

Site Visit Confirmation Letter Creation
1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.
2. Click on the Confirmation Letter link in the Navigation menu at the left side of the screen.
a. This opens the “Generate Confirmation Letter” window.

Note: Confirmation letter content will be based on the visit preparation data selected.

w

Review the sections within the confirmation letter that are relevant
4. Click on the Next button in the bottom of the Generate Confirmation Letter window.

Note: A user can turn off any section that is not relevant to a visit related confirmation letter.
Regardless of user selection/incorporation a letter will only display content that there is a
location within the template to display that data.
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5. Click on the Create button in the bottom of the Generate Confirmation Letter window, once all the
selections are made for the letter.
6. This generates the site visit confirmation letter as per our selections.
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Site Visit Draft Report Generation

1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Visit Report link in the Navigation menu at the left side of the screen.
a. This opens the “Visit Report” window.

3. You can update the Report Status to In Progress and click on the Save button.

mv Visit Report °

4. Click on the Generate Draft Report button in the screen.
a. This opens the “Generate Draft Report” window.
5. Click on the Yes, Generate Draft button in the bottom of the window.
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6. Itshows as Generating Draft Report please wait when we click on Yes, Generate Draft button.
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7. Draft visit report is generated, and origami is opened displaying the draft report.
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Site Visit Final Report Generation

1. Navigate to the Site visit area for the related site.
a. More detailed instructions on this step can be found here.

2. Click on the Visit Report link in the Navigation menu at the left side of the screen.
a. This opens the “Visit Report” window.

3. Click Generate Report in the visit report window.
a. This open the “Generate Visit Report” window

4. Click on the Yes, Generate button in the Generate Visit Report.

Note: A final visit report can be routed through the submission/review/approval process within
origami.

Site Visit Follow-up Letter Creation
1. Navigate to the Site Visit area for the related site.
a. More detailed instructions on this step can be found here.
2. Click on the Follow-up Letter link in the Navigation menu at the left side of the screen.
a. This opens the Follow-up Report window.

Note: Follow-up letter content will be based on the final visit report data selected.

w

Review the sections within the confirmation letter that are relevant.

4. Generate Follow-up Letter window displays the selected sections and the selected content from the
final report

5. Click on the Next button on the screen.

Note: A user can turn off any section that is not relevant to a visit related follow-up letter.
Regardless of user selection/incorporation a letter will only display content that there is a
location within the template to display that data.

6. Click on the Create button of the window.
7. Follow-up letter is generated, and origami is opened displaying the letter

Product

Creating a Product

1. Click on the Product link in the Navigation menu at the left side of the screen.
a. This opens the “Products” window, and the products list is displayed.
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2. Click on the Add button in the top-left of the screen.
a. This opens the “Create Product” Window.

3. Here we need to enter the mandatory metadata to create a product i.e., Product Name, Type, Status,
Status Date, Sponsor as indicated by an asterisk (*) symbol next to the field title. Enter any
additional information, as necessary.

4. If any of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a product successfully.

5. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another product right away.
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Reviewing and Editing a Product

1. Click on the Product link in the Navigation menu at the left side of the screen.
a. This opens the “Products” window, and the products list is displayed.

2. Click on the name of the product you want to edit.
a. This opens the “Product Details” window.

3. Click on the Edit button in the top-left of the screen.
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4. Make the necessary changes in the product details window.
5. Click on the Save button in the top-left of the screen.
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Associating an Organization to a Product

1. Click on the Product link in the Navigation menu at the left side of the screen.
a. This opens the “Products” window, and the products list is displayed.
2. Click on the name of the Product you want to associate to an organization.
a. This opens the “Product Details” window.
3. Click on the Organization link in the Navigation menu at the left side of the screen.
a. This opens the “Organization” window.
4. Click Add and either search for an existing organization or create a new one.
5. Press Create when done.
a. More detailed instructions on this step can be found here.
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Associating a Contact to a Product

1. Click on the Product link in the Navigation menu at the left side of the screen.
a. This opens the “Products” window, and the products list is displayed.

2. Click on the name of the product to which you wish to associate a contact.
a. This opens the “Product Details” window.

3. Click Add and either search for an existing Contact or create a new one.

4. Press Create when done.
a. More detailed instructions on this step can be found here.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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 1.0

INTERACTIVE Page 92 of 152

ET R I A L TI CTMS USER GUIDE v1.4

- | w ) e Contact
Medicalimmune Patch ~ ogaey i
L Contacts
0 Contacts
0 x
Medicallmmune Patch Name Stotws Phane Star Date End Date
)
P General Information
1 Product Details
& Programs =
A Studes
2 Sies
Organizavons

day month year 8 [daymonthyear )

Phone Numbers

VVVVV ([ Cresce sna Ase anotner | ()

Program

Pre-Requisites

Each Organization will need to decide who should handle Program creation and managing. It may be a
specific group of people in the organization who are assigned to handle this to reduce the chances of creating
duplicate program records. Company administrators will need to assign CREATE, UPDATE, EDIT and DELETE
permissions/privileges to user’s accounts to that they can perform this step.

Create a Program

1. Click on the Programs link in the Navigation Menu at the left side of the screen.
a. This opens the “Programs” window, and the programs list is displayed.
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2. Click on the Add button in the top-left of the screen.
a. This opens the Create Program window.

3. Here we need to enter the mandatory metadata to create a program i.e.,, Program Name, Number,
Status, Status Date, Sponsor, Products as indicated by an asterisk (*) symbol next to the field title.
Enter any additional information, as necessary.

4. If any of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a program successfully.

5. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another program right away.

Note: Program records can be created in multiple locations within the system:

1. Programs
2. Sponsors > Programs
3. Product - Programs
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Reviewing and Editing a Program

1. Click on the Programs link in the Navigation Menu at the left side of the screen.
a. This opens the “Programs” window, and the programs list is displayed.

2. Navigate to the program you want to review or edit and click on the name.
a. This opens the “Program Details” window.

3. Click on the Edit button in the top-left of the screen.
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4. Make any necessary changes in the sections you want.
5. Click on the Save button on the top-left of the screen, for the changes to apply.
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Associating an Organization to a Program

1. Click on the Programs link in the Navigation Menu at the left side of the screen.
a. This opens the “Programs” window, and the programs list is displayed.
2. Click on the name of the program to which you wish to associate an organization.
a. This opens the “Program Details” window.
3. Click on the Organization link in the Navigation menu at the left side of the screen.
a. This opens the “Organization” window, and the organization list is displayed.
4. Click Add and either search for an existing organization or create a new one.
5. Press Create when done.
a. More detailed instructions on this step can be found here.
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Associating a Contact to a Program

1. Click on the Programs link in the Navigation Menu at the left side of the screen.
a. This opens the “Programs” window, and the programs list is displayed.

2. Click on the name of the program to which you wish to associate a contact.
a. This opens the “Program Details” window.

3. Click on the Contacts link in the Navigation menu at the left side of the screen.
a. This opens the “Contacts” window, and the contacts list is displayed.

4. Click on the Add button in the top-left of the screen.
a. This opens Create Contact in program window.
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5. Here we need to enter the mandatory metadata to create a Contact i.e., Organization, First Name,
Last Name, Contact Role, Email Address, Status, Include Address as indicated by an asterisk (*)
symbol next to the field title. Enter any additional information, as necessary.

6. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create a contact successfully.

7. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another contact right away.

Note: The search bar at the top of the “Create Contact in program” window can be used to
search for an existing CTMS contact record for associate to the program.

Note: The system will restrict the level of data that can be updated to only information relevant
to the association of the contact to the program. All other data will need to be updated at the Home >
Contacts level.
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Associating a Product to a Program

1. Click on the Programs link in the Navigation Menu at the left side of the screen.
a. This opens the “Programs window”, and the programs list is displayed.

2. Click on the name of the program you want to associate to a product.
a. This opens the Program Details window.

3. Click on the Products link in the Navigation menu at the left side of the screen.
a. This opens the “Products” window, and the products list is displayed.

4. Click the Add button in the top-left of the screen.
a. This opens Add Product window.

5. Select a product from the available products list.
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Associating Domain library Activity Records to a Study

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window.

2. Click on the name of the study.
a. This opens dashboard for the study.

3. Click on the Activity Plans link in the Navigation menu at the left side of the screen.
a. This opens the “Activity Plans” window.
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4. Click on Templates in the top-left center of the screen.
a. This opens the “Templates” window.

5. Click on the Add button in the top-left of the screen.
a. Now click on Associate from the dropdown menu.

Plans InUse  Scheduled Plans | Templates
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6. This opens the Associate Activity Plan Templates to study “Study name is displayed”.
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7. Click on the check box before the plan name you want to associate to a study.
8. Click on the Associate button in the bottom of the Associate Activity Plan Template.

Creating Domain library Activity Records

1. Click on the Activities Library link in the Navigation menu at the left side of the screen.
a. This opens the “Activities Library” window.

2. Click on the Add button in the top-left of the screen.
a. This opens the Create Activity window.

3. Here we need to enter the mandatory metadata to create an Activity i.e., Activity, Type, Sub Type,
Description as indicated by an asterisk (*) symbol next to the field title.

4. Initially Sub Type is greyed out, once you select a value for the Type from the dropdown menu the
related values for the sub type will appear in the dropdown menu.

5. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create an activity successfully.

6. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another activity right away.
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Editing Domain Library Activity Records

1. Click on the Activities Library link in the Navigation menu at the left side of the screen.
a. This opens the “Activities Library” window.

2. Navigate to the activity name you want to edit and click the check box before the activity name or
click directly on the activity name.

3. Click on the Edit button in the top-left of the screen.
a. This opens the quick view panel on the right side of the screen.

4. Make necessary changes in the quick view panel.

5. Click on the Save button in the bottom right of the screen.
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Note: Updates to an activity record will not be reflected within activity plans already actively
applied or tracking. Updated activity records will be used for any new application or tracking of
an activity plan containing the updated record.
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Deleting Domain Activity Records

1. Click on the Activities Library link in the Navigation menu at the left side of the screen.
a. This opens the “Activities Library” window.
2. Navigate to the activity name you want to delete and click the check box before the activity name or
click directly on the activity name.
Click on the Delete button in the top-left of the screen.
4. This deletes the Activity record.

w

Note: The system will restrict the ability to delete an activity record that is being used within the
system, the user should inactive such records and not delete them.
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Inactivating Domain Activity Records

1. Click on the Activities Library link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Activities Library” window.

2. Navigate to the activity name you want to set as Inactive and click the check box before the activity

name or click directly on the activity name.

Click on the Set Inactive button in the top-left of the screen.

4. This Inactivates the Activity record.

w
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Creating Domain Library Activity Plans

1. Click on the Activity Plan Templates link in the Navigation menu in the panel at the left side of the

screen.
a. This opens the “Activity Plans Templates” window.

2. Click on the Create Template in the top-left of the screen.

a. This opens the Create Activity Plan Template window.

3. Here we need to enter the mandatory metadata to create an activity plan template i.e., Activity Plan
Name, Level as indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

4. Ifany of the required fields are missing, an error will appear when we click on the Next Add
Activities button, displaying the fields which need to be filled to create an activity plan template
successfully.
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5. This opens the Associated Activities window.

6. Click on the Create button in the associated activities window.
a. This opens Create Activity window.

7. Here we need to enter the mandatory metadata to create an activity for the template i.e., Activity,
Type, Sub Type, Description as indicated by an asterisk (*) symbol next to the field title.

8. Initially Sub Type is greyed out, once you select a value for the Type from the dropdown menu the
related values for the sub type will appear in the dropdown menu.

9. Ifany of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create an activity successfully.

10. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another activity right away.

Note: The activity records created in this location will be records within the Activities Library,
available for future selection.
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11. Click on the Save Activities button in the create activity plan template window.
a. The create activity plan template closes and a template is created.

Note: Activity plans default to Draft status to allow for review and updates before making the
plan available for selection by the user community throughout the system.

Editing Draft Activity plans

1. Click on the Activity Plan Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Activity Plans Templates” window.

2. Navigate to the plan you want to edit.

3. Click on the Edit button in the top-left of the screen.
a. This opens the Edit Activity Plan Template window.

4. Make any necessary changes in the Edit Activity Plan Template window.

5. Click on Save Activities in the bottom of the edit activity plan template window.
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Publishing Activity Plans

1. Click on the Activity Plan Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Activity Plan Templates” window.

2. Navigate to the plan name which is in Draft status you want to publish it and click on it.

Click on the Publish button in the top-left of the screen.

4. Activity plan is displayed with a status of published and can no longer be updated.

w
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Retiring Activity Plans

1. Click on the Activity Plan Templates link in the Navigation menu in the panel at the left side of
the screen.
a. This opens the Activity Plan Templates window.

2. Navigate to the plan name which is in Published status you want to retire and click on it.

3. Click on the Set to Retired button in the top-left of the screen.
a. Confirmation window for activity plan retirement is displayed.

4. Enter areason for retiring the activity plan.

5. Click on the Set to Retired button in the window.
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Copylng Activity Plans

Click on the Activity Plan Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Activity Plan Templates” window.
2. Navigate to the plan you want to copy and click on it.
3. Click on the Copy button in the top-left of the screen.
a. This opens the Copy Activity Plan Template window.
4. Update the necessary fields and click on Next Add Activities.
a. This displays all the associated activities.
5. Click Browse All Activities in the Copy Activity Plan Template window.
Select an existing library activity for association to the activity plan.
7. Click Save Activities in the Copy Activity Plan Template window.

o

Note: Draft and Retired activities are not available for selection for any entity.
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Associating Activity Plan Templates to a Study

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
a. This open the “Studies” window and the studies list is displayed.

2. Navigate to the study you want to associate to an activity plan template and click on it.
a. This opens the dashboard for the study.

3. Click on the Activity Plans link in Navigation menu at the left side of the screen.
a. This opens the “Activity Plan” window’s Plans in Use section.

4. Click on Templates in the top-left of the screen.

a. This opens the “Templates” window and templates list is displayed.

Click on the Add button in the top-left of the screen.

Now click on the Associate from the dropdown menu.

This opens the Associate Activity Plan Templates to study window.

Click on the check box before the plan name you want to associate to a study.

Click on the Associate button in the bottom of the Associate Activity Plan Template window.

N

Note: Activity plans default to Draft status to allow for review and updates before making the
plan available for selection by the user community throughout the system.
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Scheduling Activity Plans

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
a. This open the studies window and studies list is displayed.

2. Click on the name of the study to which you want to associate an activity plan template.
a. This opens the dashboard for the study.

3. Click on the Activity Plans link in Navigation menu at the left side of the screen.
a. This opens the Activity Plan window’s Plans in Use section.

4. Click on the scheduled Plans button in the activity plans screen.
a. This opens the Scheduled Plan window.

5. Click on the Add button in the top-left of the screen.
a. This opens the “Scheduled Activity Plan for Study: “Study Name” Sites” window.

6. Navigate to the activity Plan you want to schedule, click on it.
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7. Now click on the Next button in the bottom on the window.
a. This opens the “Schedule Plan” tab on the window.

8. Select at least one level of status by clicking on the dropdown.
a. Select one value from the dropdown.

9. Click on Schedule button on the bottom of the window.
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10. If you want to cancel the scheduled plans which was scheduled.
11. Navigate to scheduled plans window and click on the scheduled activity plan you want to cancel.
12. Click on the Cancel Schedule button in the top-left of the screen.

Plans In Use | Scheduled Plans | Templates
Diagnova

1 Scheduled Plans 1 5elece Sart By Unknawn [ =
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Tracking Activities Outside of Activity plans

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
a. This open the “Studies” window and studies list is displayed.

2. Click on the name of the study for which you need to check the activities.
a. This opens the dashboard for the study.

3. Click on the Activities link in the Navigation menu at the left side of the screen.
a. This opens the “Activities” screen.

4. Click on the Add button in the top-left of the screen.
a. This opens the Create Activity window.

5. Here we need to fill the mandatory metadata to create an activity i.e., Activity Name, Type, Sub
Type, Description as indicated by an asterisk (*) symbol next to the field title.

6. Initially Sub Type is greyed out, once you select a value for the Type from the dropdown menu the
related values for the sub type will appear in the dropdown menu.

7. If any of the required fields are missing, an error will appear when we click on the Create button,
displaying the fields which need to be filled to create an activity successfully.

8. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another activity right away.
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To edit any activity, select the activity name and click on the Edit button in the top-left of the screen.

10. This opens the quick-view window on the right side of the screen, make necessary changes in the
activity.

11. Click on the Save button in the bottom right of the screen.
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Tracking Actions Taken Toward Activity Completion

Some activities associated with studies or sites, especially records of deviations associated with site visits,
may require correction or additional steps associated with their eventual completion. Users may enter these
actions in the right-side menu. See the screenshot below:

Activities
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Milestones

Pre-Requisites
Any users who are responsible for creating and managing Milestones must have been granted appropriate
access rights by the Company Administrator.

Milestone Groups

Only published milestone templates may be added to a group. Milestone groups may be set up at the Global
or Study level by users with sufficient access to either level of data.

Milestone Templates

Milestone Templates  Groups Auto Apply Templates & @

© Add ~ © Create Group

Creating Domain Library Milestone Template

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.

2. Click on the Milestone Templates link in the Navigation menu in the panel at the left side of the
screen.

a. This opens the “Milestone Templates” window.

3. Click the Create button in the top-left of the screen.

a. This opens the “Create Milestone Template” window:.

4. Here we need to enter the mandatory metadata to create a milestone template i.e., Level, Template
Name as indicated by an asterisk (*) symbol next to the field title. Enter any additional information
as necessary.

5. Ifany of the required fields are missing, an error will appear when we click on the Create button
displaying the fields which need to be filled to create a milestone template successfully.
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6. The Create Milestone Template window will close, and milestone template will be displayed.

Creating a Study Milestone from a Template

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Studies” window, and study list is displayed.

2. Click on the name of the study for which you want to create a milestone.
a. This opens the study.

3. Click on the Study Details link in the Navigation menu at the left side of the screen.
a. This opens the “Study Details” window.

4. Click on the Settings button in the top-right of the screen.
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Click on the Milestone Templates link in the Navigation menu at the left side of the screen.

a. This opens the “Milestone Template” window.

6. Click on the Add button in the top-left of the screen.

7. Click on Add from Sponsor in the drop-down menu.

a. This opens the “Add Milestone Template from Sponsor” window. A list of all the available
milestone templates is displayed, select one if you have the milestone template you are looking
for.
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8. Click on the Add button in the Add Milestone Template from Sponsor window.
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Editing Domain Milestone Templates

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
2. Click on the Milestone Templates link in the Navigation menu at the left side of the screen.
a. This opens the “Milestone Templates” window.
Click on the milestone template you want to edit.
4. Click on the Edit button in the top-left of the screen.
a. This opens the “Edit Milestone Template” window.
5. Make any necessary changes.
Click the Save button.
7. The Milestone Template is Updated and displayed in the list

w

o

Note: You can edit only milestone templates with Draft status.
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Deleting Domain Milestone Templates

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
2. Click on the Milestone Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Milestone Templates” window.
3. Click on the milestone template which needs to be deleted.
a. Please note that the template needs to be in Draft status to be deleted.
4. Click on the Delete button in the top-left of the screen.
a. This opens the “Confirmation” window.
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5. Click on the Delete button in the confirmation page.
6. The Milestone Template will be Deleted from the list.

= A Milestone Templates e -

% =g Milestone Templates
O Creste A fdic @ Set 10 Rtires & Publish 0 Copy Q Search Y Fiters
15 Milestones | <eiecied = IEN

Trialinteractive
9 Third - Copy (Milestone UAT) e
Manual Updated 23 Sep 2021 admin admin
@  Deshboord
B sporion v
2 e 9 Third G
s Producs Manual Updated 23 Sep 2021 admin admin
A Swdies
I oot Ve ke
e © Counry
g 9 second
S User Managemen: M Do you want to delete the selected Milestone Template Updazed 23 Sep 2021 admin admin
Actvivies Libary v
[ A 3
- o= Q First A sy
M
Manuat Updated 23 Sep 2021 admin admin
o Amsndavnt A sudy
Q test- Copy
Manuel Updated 10 Sep 2021 admin admin
' Regulatory B ske
9 Initial Ethics Approval (IRB/IEC)
Menual Updated 01 Sep 2021 admin admin
'ﬂn Close-ous A sudy
9 Anuj Milestone
Merue! Updsted 31 Aug 2021 admin admin
Ve Asendment A sudy
Q test
Manuol Updated 10 Sep 2021 admin admin
=

Publishing Milestone Templates

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.

2. Click on the Milestone Templates link in the Navigation menu in the panel at the left side of the

screen.

a. This opens the “Milestone Templates” window.

Select the Draft template you want to publish.

4. Click on the Publish button in the top-left of the screen.
a. This opens the “Please Review Milestone Template” window.

5. Click on the Publish Milestone Template button in the Please Review Milestone Template
window.

6. Milestone Template is Published and displayed in published status on the list.

w

Note: Milestone Templates are not available for selection by the user community until
Published.
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Retiring Milestone Templates

Milestones that are retired at the Global level are retired in all levels of the data hierarchy. If you want to
continue to track a milestone after retiring it at the Global level, it is imperative that you make a copy of the
milestone at the Sponsor level or lower before retiring the milestone at the Global level.

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
2. Click on the Milestone Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Milestone Templates” window.
Navigate to the milestone template you want to retire and click on it.
4. Click on the Set to Retired button in the top-left of the screen.
a. This opens the “Set to Retired” window.
5. Click on the Set to Retired button in the “Set to Retired” window.
6. Milestone Template is Retired and displayed in the list

w

Note: Only Published templates can be Retired.
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Copylng Milestone Templates

Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
2. Click on the Milestone Templates link in the Navigation menu in the panel at the left side of the
screen.
a. This opens the “Milestone Templates” window.
Navigate to the milestone template you want to copy and click on it.
4. Click on the Copy button in the top-left of the screen.
a. This opens the “Copy Milestone Template” window.
5. Click on the Copy button in the Copy Milestone Template window.
6. Milestone Template is Copied, and the copy is displayed in the list

w
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Associating Milestone Templates to a Sponsor

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
2. Click on the Sponsors link in the Navigation menu at the left side of the screen.
a. This opens the “Sponsors” window and list of sponsors is displayed.
3. Click on the sponsor to which you wish to associate a template.
a. This opens the “Sponsor Details” window.
4. Click on the Settings button in the top-right of the screen.
a. This opens the “Sponsors Setting Milestone Template” screen.
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7. This opens the Add Milestone Template from Domain window.
8. Select one of the milestone templates from the list and click on the Add button.
9. The Milestone Template is added to the list.

Defining Sponsor-Specific Milestone Templates

1. Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.

2. Click on the Sponsors link in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Sponsors” window, and the sponsors list is displayed.

3. Click on the sponsor that you want to associate with a milestone template.
a. This opens the “Sponsor Details” window.

4. Click on the Settings button in the top-right of the screen.
a. This opens the “Sponsors Setting Milestone Template” screen.

5. Click on the Add button on the top-left of the screen.

6. Click on the Create New button from the dropdown.
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This opens the Create Milestone Template window.

8. Here we need to fill the mandatory metadata to create milestone template i.e., Level, Template
Name as indicated by an asterisk (*) symbol next to the field title. Enter any additional information
as necessary.

9. Ifany of the required fields are missing, an error will appear when we click on the Create button
displaying the fields which need to be filled to create a milestone template successfully.

10. Click on the Create button in the Create Milestone Template window.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright © 2023
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.



i3

T R

| A L TI CTMS USER GUIDE v1.4

INTERACTIVE

Version 1.0

Page 128 of 152

B sporsr Spansor Settings | Milestone Templates
Dermeron =
Milestone Templates
QAddv  FEdt @ Deke  @ScttofRetied & Publish I Copy
5
Dermeron
Wil emplk e

step1 o 0 % ErT— o=

A sy

Updated 16 Sep 2021 admin admin

Bisee

Updsted 01 Sep 2021 admin admin

& sy

Updated 01 Sep 2021 admin admin

Defining Study Milestone Templates (New)

1.

Click on the Study link in the Navigation menu in the panel at the left side of the screen.

a. This opens the “Studies” screen.

Click on the name of the study for which you want to define a new template.

a. This opens the study dashboard.

Click on the Study Details link in the Navigation menu at the left side of the screen.
a. This opens the “Study Details” window.

Click on the Settings button in the top-right of the screen.

a. This opens the “Study Settings General” window.
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Click on the Milestone Template link in the Navigation menu at the left side of the screen.
a. This opens the “Milestone Template” window.

6. Click on the Add button in the top-left of the screen.

7. Click on Add from Sponsor from the dropdown.

[« [
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Note: Clicking Add from Sponsor will allow for the selection of a milestone template that is
already associated to your study sponsor.

8. Select an available Milestone Template from the list.
9. Click on the Add button in the bottom of the Add Milestone Template from Sponsor window.
10. The selected sponsor Milestone Templates are displayed in the list
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11. To create a new Milestone Template, follow these steps.
12. Click on the Add button in the top-left of the screen.
13. Click on the Create New button form the dropdown list.

Note: Clicking Create New will allow for the creation of a new study specific milestone template.
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Sty Uniro -

14. Here we need to fill the mandatory metadata to create a milestone template i.e., Level, Template
Name as indicated by an asterisk (*) symbol next to the field title. Enter any additional information
as necessary.

15. If any of the required fields are missing, an error will appear when we click on the Create button
displaying the fields which need to be filled to create a milestone template successfully.
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Tracking Milestones

1. Navigate to the Milestones you want to track.
2. Click on Start Tracking in the top-left of the screen.
a. This opens the “Start Tracking” window.
3. Click on the Yes, start tracking button in the Start Tracking window.

Note: The milestone will not be displayed for tracking at any level until Start Tracking is clicked for the
desired milestone.

A stugy °
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Diagrova ~
Milestone Templates
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It can be difficult, at times, to remember to apply a newly added or created milestone to a study. To that end,
we have added the ‘Auto Apply Templates’ toggle switch at the top-right corner of the Milestone Templates
screen at the study level. This way, our Study Manager level users will be able to indicate whether or not
milestones should be applied manually, as needed, or automatically once they are published and added to a
study.

It should be noted that this would not apply the template to sites created after this switch is activated. For
future sites, we recommend using the scheduler for activity plans.

Dashlets
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The Portfolio Dashlet

Log into the CTMS.

Click on the Dashboard link in the Navigation menu in the panel at the left side of the screen.
The Portfolio dashlet is displayed on the screen.

Click on the Details button in the top-right of the screen to expand the portfolio window.

We can use the dropdowns available in the portfolio to restrict our select list to view.

#  Dashboard e -
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Trialinteractive
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23.04%

1]

Mock Data

The Top Countries Dashlet
1. Click on the Dashboard link in the Navigation menu in the panel at the left side of the screen.
2. This displays 3 Top Countries on the screen.
3. This list shows the countries with most activities in the system.
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The Studies Dashlet

Click on the Dashboard link in the Navigation menu at the left side of the screen.
Scroll down to Studies in the dashboard screen.

This displays the Studies information in grid and in pie chart form.

We can use the Group by dropdown to select a value for grouping.

Click on the Details button to expand the Studies window.
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The CRA Visit Report Performance Dashlet

1. Click on the Dashboard link in the Navigation menu at the left side of the screen.
2. Scroll down to CRA Visit Report Performance on the dashboard.

3. This displays the data in grid and pie chart format.

4. We can use the dropdowns available to filter the search criteria to view.
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Reviewing Studies via their Dashboard

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window.
2. Navigate to the study you want to review.
Study Enrollment, Study Timeline, and Activities dashlets are displayed.
4. Navigate to Study Enrollment in the dashboard.
a. This reflects planned and actual numbers.

w
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5. Navigate to the Study Timeline in the dashboard.
a. This shows a red dot and a line indicating today on the timeline.
6. It shows the status of each milestone in the study.
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7. Navigate to Activities on the dashboard.
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8. This shows data for Study General Activities, Site Total Activities, Country Total Activities in pie
chart, that can be changed to a bar graph if preferred.
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Reviewing Countries via their Dashboard

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window.

2. Click on the name of the study you want to review.
a. This opens the dashboard for the study.

3. Click on the Counties link in the Navigation menu at the left side of the screen.
a. This opens the “Countries” screen.

4. Click on the name of the country you want to review.
a. This opens the dashboard for the country.

5. This displays the Country Timeline and Activities in the dashboard.
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Reviewing Site Dashboard

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window.

2. Click on the name of the study you want to review.
a. This opens the dashboard for the study.

3. Click on the Sites link in the Navigation menu at the left side of the screen.
a. This opens the “Sites” screen.

4. Click on the name of the site you want to review.
a. This opens the dashboard for the site.

5. This displays the Site Timeline and Activities in the dashboard.
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Site Visit Report Review Status Dashlet
The Site Visit Report Review Status dashlet is intended to allow users who are indicated as site visit report
reviewers to see the status of any reports generated for their studies. Users can filter their view to identify

overdue documents along with a number of other available filters.

Users can navigate directly to the Site Visit in question by clicking on the name of the visit as shown in the
grid or they can navigate directly to the report to be reviewed by clicking on the “View Report” link in the

grid.
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Study Milestones Dashlet
The Study Milestones dashlet will track milestones as defined in the study settings. Please note, no data will
be displayed until the relevant fields have values entered in the milestone management area.

Study Milestones ® L Export
~ Configuration

XN country wilestones | site Milestones 3 Selected ~ | [site Milestones Date Type 1 selected | [ study Milestones None + | [study Milestones Date Type 1 Selected
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User and Team Management
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Creating Users

1. Click on the User Management link in the Navigation menu at the left side of the screen.
a. This opens the “User Management” screen.

2. Click on the Invite button in the top-left of the screen.
a. This opens the Invite User window.

3. Here we need to enter the required mandatory metadata to create a user i.e., Email, First Name, Last
Name, Global Role as indicated by an asterisk (*) symbol next to the field title.

4. Ifany of the required fields are missing, an error will appear when we click on the Invite button,
displaying the fields which need to be filled to invite a user successfully.

5. (Optional) Click Invite or Invite and Add Another or Invite and go to User Profile depending on
whether you intend to create another user right away.
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iting a User

1. Click on the User Management link in the Navigation menu at the left side of the screen.
a. This opens the User Management screen.

2. Navigate to the name of the user you want to edit and click the check box before the username.
a. This opens the quick view on the right side of the screen.

3. Click the Edit button on the top-left of the screen or click on the Pencil Icon in the quick view panel
to make changes in the user account.

4. Make any necessary changes to the user account.
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5. Click on the Save button in the bottom right of the screen, for the changes to apply to the user
account.

Editing a User’s Permissions

1. Click on the User Management link in the Navigation menu at the left side of the screen.
a. This opens the “User Management” screen.

2. Navigate to the user whose permissions should be edited and click the check box.

3. Click on the Edit Permissions button in the top-left of the screen.
a. This opens the “Edit Permissions” window.

Note: Study membership role is inherited throughout the study team lists and can be updated
on the individual entity level to increase the user’s access.
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4. Navigate through the list of organizations below or use the search box to find the sponsor.
5. Expand the selected organization and select the appropriate product or study.
6. Assign the user a specific role associated with that product or study.
7. Click on the Save button the bottom of the edit permission window.
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Note: Turning on Invite/Manage Users under Global Permissions will allow for the user to create
and invite users to the system.

Study Team Management

1. Navigate to the study name and click on it.

2. Click on the Team link in the Navigation menu at the left side of the screen.
a. This opens the “Team” window.

Select the username from the list displayed that has the status of PENDING.
4. Click on the Activate button in the top-left of the screen to activate the user.
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Clinical Study Manager test

Please note that only study team members listed as Unblinded team members will be able to see unblinded
study data where applicable. An Unblinded Clinical Study Manager may assign study team members to
Unblinded roles but a Blinded Clinical Study Manager cannot.

Deactivating a User Account

1. Click on the User Management link in the Navigation menu at the left side of the screen.
a. This opens the User Management screen.

2. Navigate to the user you want to deactivate, click the check box before the username.
a. This opens the quick view on the right side of the screen.

3. Click on the Deactivate button in the top-left of the screen.
a. This opens the Deactivate Users window.

4. Click on the Deactivate button in the Deactivate user’s window.
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Resending a User’s Invite

1. Click on the User Management link in the Navigation menu at the left side of the screen.
a. This opens the User Management screen.

2. Navigate to the user whose invitation you want to resend and click the check box.
a. This opens the quick view on the right side of the screen.

3. Click on the Resend Invite button in the top-left of the screen.
a. This opens the Resend Invite window.

4. Click on the Resend button in the Resend Invite window.

Note: You can only resend an invite to a user with an Invited status.
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Removing Users from a Team list

Navigate to Studies screen and click on the name of the study whose team you wish to edit.
Click on the Team link in the Navigation menu at the left side of the screen.

Navigate the user you want to remove from a team list and select them.

Click the Remove button in the top-left of the screen.

a. This opens the Delete user from a Team window.

5. Click on the Remove button in the bottom of the Delete user from a Team window.
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Settings

Users with Company Administrator access to the CTMS will be able to make changes to settings which impact
all users.

Company Name and Logo

Users can change the name and logo associated with their CTMS environment in order to keep up with the
changes that happen over the course of a company’s lifetime.

To do this, users will need to navigate to the Settings area and select the General menu.
To change the Company Logo:

1. While in Settings, hover over the logo at the top-left of the screen and select one of the available
options: Edit or Delete
a. Deleting the existing file will remove it from the company environment.
b. Selecting ‘Edit’ will allow the user to select a file from their computer for upload. Once the
file is selected, it will appear in the logo area at the top-left of the screen.
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To change the company’s name:

1. Navigate to the Settings are and to the General menu.

2. Click the ‘Edit’ button in the menu ribbon at the top of the menu.
a. The menu will become editable.

3. Type a new name for the organization into the “Client Name” field.

4. Press ‘Save’ in the menu ribbon at the top of the menu.

Final Statuses

Users have the ability to indicate which of the available statuses is considered a Final or ‘End’ status.

To set an ‘End’ status:

1. Navigate to the Settings area and go to the Statuses menu.
2. Select the particular area of interest (Programs, Sites, etc.)

a. Note: This is not available for all areas.
3. Select the status which should be indicated as an ‘End’ or ‘Final’ status using the checkbox.
4. Press the ‘Edit’ button in the menu above the list.
5. Check the box in the ‘Is End’ column (or uncheck the box to indicate a status as non-final)
6. Press the ‘Save’ button in the menu above the list.

Custom Fields for Milestones

To create a custom field:

1. Navigate to the Settings area and select the Fields menu.
2. Select the sub-type (Activities, Contacts, etc.)
3. Press the ‘Add Field’ button in the menu above the list of fields.
a. The ‘Add Custom Field’ window will open.

4. Select the type of field

a. Please note that the steps below may vary slightly depending upon the type of field chosen.
Press ‘Next’
Give the new field a name and, if desired, a description.
If the new field should be mandatory, check the box next to ‘Required’
Press ‘Next’ and select any other necessary information such as validation options as required.
Press ‘Create’

Lo N U

Site Visit Custom Fields related to Visit Types

It is critical to bear in mind that creating a field will not automatically make it available across all visit types.
It is likely that any one field will not be applicable to all visit types across the board so, in order to allow for a
customized list based on the visit type, once a custom site visit field has been created, the user must navigate
to the Site Visit Types in Settings and manually choose to add the new field to the associated visit type before
it will be applied.

To apply a custom field to a site visit type:
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1. Create the custom field using the steps outlined previously.
2. Navigate to the Settings area and go to the Site Visit Types menu.
3. Select the site visit type to be edited and press the ‘Edit’ button in the menu above the list of visit
types.
a. The ‘Edit Site Visit Type’ window will open
4. Use the Include Additional Fields’ toggle switch to enable the inclusion of new fields.
5. Press the ‘Add’ button
a. Adropdown will appear in the grid below the ‘Add’ button.
6. Using the dropdown menu, select the appropriate field
7. Press ‘Save’

Lookup Fields

The term ‘Lookups’ refers to the options found in various dropdown menus throughout the system. If your
group is upgrading to a new version of CTMS which includes additional standard values, in order to avoid
impacting current study data, these values will be added in an ‘inactive’ status and will need to be manually
updated if desired.

To activate a lookup value:

1. Navigate to the Settings area and choose the Lookups menu.

2. Select the sub-menu to be edited (Activity Plans, Addresses, Contacts, etc.)

3. Above the list of values is a dropdown menu indicating which field’s values are shown. Use the
dropdown menu to select the correct field.

4. Select a value using the checkbox and press ‘Edit’ in the menu above the list of values.

Check the box in the ‘Active’ column

6. Press ‘Save’
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