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Definitions/Acronyms
Here you can refer the definitions and acronyms mentioned through this help.
Term/Acronym Explanation Definition
CTMS Clinical Trial Management An application uesd as a centralized
System location to manage clinical trial data.

CSM Clinical Study Manager A key clinical study team member that
assists in the conduct of clinical trial
activities in accordance with all applicable
regulations governing the conduct of clinical
trials.

CRA Clinical Research Associate A CRA is a clinical study member that
monitors the progress of investigators in a
clinical study.

ICF Informed Consent Form An ICF is used to ensure everyone involved

in clinical research is a willing 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 v1.67?
Audit Trall

This new feature enhances how the Access Permissions work. The user is able to add a user in the
Access Permissions, enter an end date in the past, and remove a user’s access.

Access Permissions

The access permissions in the Studies page displays the newly added Export and History buttons.

History
This feature helps the user to view the Access Permissions History of a user. Click on the History button
to view the detailed record of each user. Refer to the screenshot below.

A
B e em L™ SudySetings | Access Permissions a A e .
ITRERS Access Permissions
A stov
©Ad  MeditPermissions  @Activate  fSRemove i Setas Owner L export [@search T filters
7 Users
Eei e ac 1D Hame 1 Status Access Permission Email End Date
Proouct Twee 1.5
& admin 001 = Study Manager ADMINDO! B4.com
& " & Admin 003 == Country Manager ADMINOD384i.com
CRACO1
M Regions o Access Permissions History UAT12 1.5 *
9 Miestone Templates £ T Fiters
& csmoot
2 Record:
o & csvonz
T & csmoos o
- - 26 Jul 2023, 0404 PM & CRA0O3 Country Editor & Admin001@ti.com
&  stteVisit Types
4 subjecas
= Import Status
> 272023 12:40PM & agminoo3 Country Manage & Admin001@ti.com
Can
Figure 1

The Export button exports the data history in an excel sheet with the following columns — Time, Action,
Username, Entity ID, Entity Type, Entity Title, Parent ID, Parent Type, Parent Title, Property Name,
Property Value, Old Value, Update Type. Refer to the screenshots below.
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T 5“’:‘2"’;5 . StudySettings = Access Permissions a & e -
. UAT1215 Access Permissions
A swoy
OAdd  MEditPermissions  © Acive  SSRemove & SetasOwner 2 Export ['a search Y Filters
7 Users ' selected
i st Name | Status Access Permission Email End Date
Product Twelve 1.5
& csMo03 [ Acoe ] Unblinded - Study Manager CSMO03@ti.com
e & CSM002 [ rcroe | Study Manager CSMO02@t,com
CSM 001
N 4 2 = Access Permissions History UAT12 1.5 x
& cRAOO3 [ rowne |
o . s
CRADOT vE
& A [ e ]
Y & Admin 003 m 2 Records
= & CRA003 & Admin0.
®
> 27 Jul 2023, & Admin ... & Adming.
i
Import Status
Cancel
Figure 2
Export o ox
Format
Content

Current Page

(® Custom
Number of records *

9,999

Figure 3
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A B C D E F G H 1 J K L M
Entity  Entity Parent Parent Property Property
1 Time Action Username Entity ID Type Title Parent ID Type Title Name Value Old Value Update Type
2 2023-07-28T12:34:32; ADD_PERMISSIONS Admin001@ti.com O01FTGIYA280AMIUSER  CRA 003 aclld 01H4AM159ZV6IMFCB14NFESVO6X
3 |2023-07-28T12:34:32; ADD_PERMISSIONS Admin001@ti.com 01FTGIYA280AMI USER CRA 003 entityType STUDY
4 2023-07-28T12:34:32; ADD_PERMISSIONS Admin001@ti.com 01FTGIYA280AMIUSER  CRA 003 roleld 01H4DDTETKRMWMI3XQXI611T7R
5 2023-07-28T12:34:32;: ADD_PERMISSIONS Admin001@ti.com 01FTGJYA280AMI USER CRA 003 roleName Country Editor
6 2023-07-28T12:34:32; ADD_PERMISSIONS Admin001@ti.com O01FTGJYA280AMIUSER  CRA 003 active FALSE
7 2023-07-28T12:34:32: ADD_PERMISSIONS Admin001@ti.com 01FTGIYA280AMI USER CRA 003 entityld 01H4AM159ZVKNKK692NMMI9N4HA
8 |2023-07-28T12:34:32; ADD_PERMISSIONS Admin001@ti.com 01FTGIYA280AMI USER CRA 003 entityTitle UAT1215
9 2023-07-27T07:10:19: ADD_PERMISSIONS Admin001@ti.com O01FTGK8HGHF1FFUSER  Admin 003 aclld 01H4AM159ZV6IMFCB14NFESVO6X
10 |2023-07-27T07:10:19;: ADD_PERMISSIONS Admin001@ti.com 01FTGK8HGHF1FF USER Admin 003 entityType STUDY
11 2023-07-27T07:10:19: ADD_PERMISSIONS Admin001@ti.com 01FTGK8HGHF1FFUSER  Admin 003 roleld 01FSRMWFABSS3X3A39VBED7958
12 |2023-07-27707:10:19: ADD_PERMISSIONS Admin001@ti.com O01FTGK8HGHF1FF USER Admin 003 roleName Country Manager
13 |2023-07-27T07:10:19: ADD_PERMISSIONS Admin001@ti.com 01FTGK8HGHF1FFUSER  Admin 003 active FALSE
14 |2023-07-27T07:10:19: ADD_PERMISSIONS Admin001@ti.com 01FTGK8HGHF1FF USER Admin 003 entityld 01HAM159ZVKNKK692NMMION4HA
15 |2023-07-27T07:10:19: ADD_PERMISSIONS Admin001@ti.com 01FTGK8HGHF1FFUSER  Admin 003 entityTitle UAT121.5
16
Figure 4

myTI

This feature has a direct impact on the Audit Trail when the data is captured within the CTMS from
another application — myTI. The Audit Trail page from the Access Permissions page displays a Source
column in the grid. This column displays the following options —

e Web — The user has made some changes.
e System — The system has made some changes without any user interaction.
e MyTI - The data is received/updated from MyT| mobile application.
e Import — The data received is from any integration.

Associated — The user has associated two records to each other.

+ O-
Audit Trail

l & Export T Filters
Trial Interact >
Settir N
>
tat, >
>
5
>
>
>
>
>
>
>
>
>
>
>

Figure 5
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Start-End Date for User’s Access
This feature improvement in CTMS v1.6 helps users remove access immediately for those users whose
end date is in the past.

L sugy @ sway Counvry = sie
H o o# evieliness = Uninedstates | wintersssssTauuAr = | S8 SETings | Access Permissions al & e-

winterssss3tau ACCESS Permissions

B g ©Add  MedicPermissions o SiRemove  ASetasOwnmer  Dhistory & Export [ @ search T Filters
= 5 Users | Seect
Mame 1 Status Access Per Email End Date R
me rmission
# v e o ]
Organization 3.TAL A 001 Contract CRA [Deprecated) RAGD1 Bticon e
= e
0 emmb Edit Site Permissions o x
& CRAGOIEH.cOm General Information L]

CRA 001
& cst ; bpreca CSMOQ1DLi.com e S
& CSMOO3@ti.com s

Set permissions

Last Name Suftix

System Access Permission

||| Internal User °
Stats Type
i Reguilsr
User Since Crssted 8y
28Jan 2022 Monica Dayal.. &

Preferred Languages 0 Languages

Preferred Communication Method

Time Zane Best Contact Time

Contact Information ]

Phone Numbers

Figure 6
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Export

CTMS introduces the ability to export to Excel, everywhere that has a grid except for global search.

Sites
With this improved feature, the user can export the Sites additional data in an excel sheet with the user’s
required data.

& suty
B & < arsponsorseeromcoln.. ¢ | OUES a & o-
Sites
All Sites ~ Active  Closed
©Add  #Edit @ Delete & Unlock [@search | Fiters,
1 5ites 7 seieciea
' i " UAT ’
Name Organization Investigator Country Region Completed Miestone
' 3. 16 Trerspecs
xpo o x Site Information -]
Stuely Name
Format UAT Sponsar SWPrOtocs! Number® WUA...
- [ o
Site visits
00300
4 subi Content
® Current Page Principat investigotor
B Organizations e
e ‘e Name
AT
# Tesm
cance o
Ste Organization,
s B 1.6 Therapeutics
— — Ste Location

Figure 7

Site (by Admin001 ti.com 2023-10-09 51 05.15.48 +0000) - Excel

v Hep  Q Tellmewhat you went to do

: =t wioSum * O)
. KA = General - ¥ | normal Bad Good Neutrl Bx W] Zhwown - Ay (O
= - - - =
ol u LA E . S % s % g Comitonsl Fometas [TETTEIRIN colonce =l Note Insert Delee Format Sort & Find &
‘ b~ . - Cleat™  Fitgr- Salact-
Fon Humber 3 stytes cas eaiting
a1 . % | Deactivate
A 8 c o 3 3 s H ] : 3 L M N
1 [oeactivate Jeountry Completed Crestedy CrestedDate Envolled Srstem Favorite Campleted Milestone  Last Site Visit Lot tofollowun  Modied By Wodified Date Wotes
2 s 2023-10-06T22:19:40+00:00 DLHC3HECFFDEWNRDASOL Noe 2023-10-06T22:19:40+00:
3
4
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Subjects

This new feature allows the user to export the data in the .xIsx format from the Subjects page with data to
include about Subject ICFs, Subject Visits and Subject Verifications. Select which information should be
included in the export using the toggle switches prior to clicking the Export button. The user has to select
the required toggle switches before clicking the export button. Refer to the screenshot below.

L suay

BB et weloms + | SUbISCE a & e -|
Hope forwellness  SUDjects 001-35 Sopn
A swor 18y 2021
=3 AR ez Saidvia | [
e 12 Subjeces | senzes
e . i s # Edit Collapse Al
Proskucts Curemed — L Subjectin Status Screening Number Subject Iniisls Ste HIE=ETs A
R = Export o x B second' @ supject Information s
1
== ¢ Aoz [ mearen ] | Bowmers o
Sumpect D Sutpact ivte
i Study Detais 1 ooz = Farmat O aoros o
fe DI e
@ countries 4 om-30 Content 8 vantars WAGNE 333 3TAU URE
1 Sas © @ o0to (®) Current Page | B #5-Close Envellmant I Randamazstion 1D
Custom
B Sitevisis & HW-008 B Wiaoar
Include in the Export Screening Mumber
¢k oo | ikor
B Organizations & Hwa0a B wealker Informed Consent Name Signature Dete
& o L Hwas | P Site 1P W23 01 AUE2023
§ Tem A R 3 Infarmed Consent - History
o) o PR — | A
@ Acthity Plans B — Subject History [+
Summary Informatin

Figure 9

With the Custom radio button, the user now has the ability to export the data maximum up to 700
records. Refer to the screenshot below.

H | & - ;mwmm' Subjects Q] & ov
Hope for wellness SUbjects 888 O open

&4 stwov S 06)ul 2023
o e e =

12 Subjects 1 seeces
‘Sponsor Healih Wel Meds - ¥

i Edit % CollapseAll
Froducts Cure-med .. 1 SubjectiD Scraening Number Subject Intials | LD & —=

Subject Information =
o
@& Dashboard 4 00125 = - . EEE B Winters o _
EXpo % Subject 1D Subject intals
i StudyDetails 4 o020 [ eares | iy 8 winters £ L]
@ Milestones 4 00135 [ cozaio | Format v & Wnters ot .
@ Countries 4 w0 = o |EE3 Cim— 01)un 2000 Second Wakker
& ses 800 = P [—, Randomisetonid
555 999
& steviss 4 HW-006 oo oo o R @ Walker
© cust Screening Nunber
4 rwoas [ coueueren | © walker o
B organizations 4 w04 [ e ] B Walker Informes conaent Mame Pr——
& Contacts & Hweoo3 [ e reraaniarec [ o e s &) Walker
Include in the Export -
§ Tem & Hwom = o 1 B Walker (# Informed Consent - History
C o s —
@ Activity Plans Subject History e

Current Status
Cancel
Name Date

Figure 10

Access Permissions

The export button displayed in the Access Permissions page exports the required data in an excel sheet.
Refer to the screenshots below.
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) study
A - ; p -
UAT1215 ~ . o

UAT121.5 Access Permissions
a STUDY
© Add = Edit Permissions <5 Remove & Set as Owner D History Y Filters
7 Users 1 selected 4

Name | Staws Access Permission Emall End Date
& CSM 003 ACTIVE unblinded - Study Manager CSMO03@ti.com

General & CSMoo2 Study Manager CSMO02@ticom

Reglons & csmoot ACTVE Study Manager

Milestone Templates =
& CRAQO! Reader CRA01@ti.com

& Access Permissions.

Import

&

Site Visit Types
ShDJeC(S
Import Status
Figure 11
Al A\ Jr | Access Permission
A B C D B F G
1 |Access Permission |Emai| End Date Inherited from Is Inherited Name Scope Type
2 |Study Manager CSMO01@ti.com false CSM 001
3 [Study Manager CSMO002 @ti.com false CSM 002
4 |Unblinded - Study Mana; CSM0O03@ti.com false CSM 003
5 |Reader CRAQO1@ti.com false CRA 001
6 |Study Manager ADMINOD1@ti.com false Admin 001
7 |Country Manager ADMINOO3 @ti.com false Admin 003
8 |Country Editor CRAOO3 @ti.com false CRA 003
9
Figure 12

Manage Visible Columns

Team
This feature is more refined and is applicable in the Team page of a Study.

Click on any of the three-dot menu in the grid to view the options. Select the Manage Visible Columns
option to add or delete the required columns that will be displayed in the grid after saving the changes.
Refer to the screenshot below. To know more about this feature, click here.
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Figure 13

Organizations
The user is able to add required columns to the grid by clicking the three-dot menu and selecting the
Manage Visible Columns option. Refer to the screenshots below.
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Figure 14

Select the required checkboxes from the Available Columns in the left side section of Manage Visible
Columns pop up window. Click the Apply Changes button.

Manage Visible Columns 0 ox
Available Columns Set Order

10 Visible
¥ Expand All 1 LOCKED COLUMNS

Number

Favorite & ck % Hide

Parent Organization
SCROLLABLE COLUMNS

» Parent Organization Fi... 10 Selected
Primary Contact Name Glock @ Hide
» Primary Contact Fields .

Status flock 9 Hide
Status
Subtype Parent Organization & Lock & Hide
System Id

Type & Lock @ Hide
Telephones
Type Subtype Alock @ Hide

Website
Cancel Apply Changes
Figure 15

The selected columns are reflected in the grid as shown in the below figure.
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Figure 16

The user can save the view if required by clicking the View Options dropdown menu and selecting the
appropriate option. Refer to the screenshot below.

: + Q
Organizations
€ View All nes Unsaved Cranges

oadd 2 Export

¥ Filters

T 324 Records
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Figure 17
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Study Contact View

This new feature the system provides the ability for the user to utilize the custome views and filtering
functionality within the Contact views of a study. (Study, Study Country, Site) to use within the Study
Contact views. With this ability the user can now:

e Access the contact views at each level
¢ View can be customized with columns and filters and the view can be saved.
e The customized data is exportable and looks like the existing user interface.

Hope for Wellness ~

Hope forweliness  CONtacts

The user can save the grid view by selecting the required options displyed under the View Options drop

down menu.
o T Wil < + O
Hope for weliness  Contacts
S as ’ V\MOMWMA
©Add 2 Export I
S 4 Records T e MY
: SO S SR
e & John Doe (e § rimary: 8 jorodosat
& 5nenay e [“icove ] @50
- e ¥ mds
: & pet e ] - mpe
o contacts.
.
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Filters
Study Enrollment

This feature provides the user with a Month and Year filter in the Study Enrollment Dashlet. If the year
and month are not selected, the system displays the data of the current year. Refer to the screenshot
below.

Hope for Wellness

Hope for Wellness
sTuoy B Health Well Meds - HW 4 Hope's Program

A suo

Study Enrollment L exon

g

z

<
<

Total Subjects

1 %) Compenea

Figure 18

Team and Contacts
The new filters are added in the Team and Contacts page of a Study. This assists the user for better
filtered results for further process.

Team

For Team filter, the user is displayed with the filter options highlighted in the screenshot below.

— Hope for Wellness . o 2
Hope forwellness  T€AM =S
All + ew Option:
©add 2 Export
Role All v Start Date All v nd Date All v status Allv | €@ |Scope Type 3 v |+:uc Filter | Clear Values
o 31 Records Sort By Stat 1
s " s EnaD: o 1
& wolly & Rivers = a
& Holly ARivers mHc a
& csuom = .
& Howard Craig Liste. = 1]

Figure 19

Click the Add Filter button to view and apply the filter options. Click the Apply button after selecting the
required checkboxes as displayed in the screenshot below.
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Figure 20

Contacts

For Contacts filter, the user has the options — Study, Study Country, and Site. Refer to the screenshots
below.

+ O

Hope for Wellness ~

Hope forweliness  CONtacts

wudy ¢ | +Add Filter | Clear va é
,MT

Figure 21

Click the Add Filter button to view and apply the filter options.
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Figure 22

Click the Apply button after selecting the required checkboxes as displayed in the above screenshot.
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Global Organization Records

This new feature helps the user define a view for global organizations record. Refer to the screenshots
below. For more details on how to add required columns, apply filters and manage global organization
records, click here.
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Quick View Functionality
In the Quick View Panel, of the Subjects page in the Study Module, the Details and Visits icons are
added. Follow the steps below to navigate to view the required feature changes.

1. Select a Study from the available list. This opens the Studies Dashboard.
2. Click on the Subjects tab displayed in the left corner of the screen. this opens the Subjects page.
3. Select a Subject from the available list and click on the Open button displayed vertically on the

extreme right of the screen.
4. The in Quick View Panel the Details and Visits tab are added. Refer to the screenshot below.

Hope for wellness +

Hope for weliness  SUDjeCtS e
sTUD 12

= ol xpor >3
#Edt AExport ((oaddvisit | (-]

12 subjects

Figure 24

This feature helps the user with a quick and detailed view of the subject visits and the user can also add a
visit from the metadata panel.

In the Subject Details tab the user can view and edit the Subject Information, Subject History, and
Summary Information. The user is able to view the previous and next subject by clicking on the
Previous Subject and Next subject buttons displayed at the bottom of the quick view panel.
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In the Visits tab the user can Add, Edit, Delete, and Export, Search and apply Filters for a visit.
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Bulk Update within a Study Module

This new feature of CTMS v1.6 allows the user to update the multiple team members’ end date in bulk
within a Study. This saves the user’s time instead of selecting an end date for each team member. Select
the team members and click the ‘Bulk Edit’ button as displayed in the screenshot below.

“ i i Wk + ©
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[l & Acminoos 2023, 124 30 Oct 2023, 11:59 PM W ADMINGO3Bt.com E A Ciinical Trial Wellness

Figure 27

In the Metadata panel, select the End Date for the team member by clicking the Calendar icon as
displayed in the image below.
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Figure 28

Click the Edit 3 Members button displayed below in the metadata panel. Again, click the Edit 3
Members button in the Edit Members pop up window.
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The changes made are reflected in the system immediately. Refresh the screen if required.
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Easy Navigation in System while Exporting Data

This improvement of CTMS v1.6 helps the user to perform other activities and continue working on other
functions while the export is in progress.
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Import Status

With 1.6 the import functionality is expanded to allow for users to import data into additional system
locations. So much clinical trial data is stored in multiple systems. Providing additional import locations
allows for customers to continue to use multiple systems but view their data within CTMS when an
integration may be cost prohibitive. The user has the ability to import the following:

e Contacts

e Organizations
e Sites

e Activities

e Milestones
e Site Contacts

+ ©-

UAT121.5 Import
- Collapse All

Import e

Access Permissions Templates e

Download Subjects Import Template @

Figure 31

The Import Status page is displayed in each Study Settings with a user-friendly reason for failure for each
Study Setting Import Status. The failure reason of the Import Status was present in earlier version under
the Settings page visible only for the Administrators. In this version this functionality is accessible and
visible for the Study Managers too. Refer to the screenshots below.

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.



l |TNTF|§R/|5\C‘|A'\|\/I|§ TI CTMS USER GUIDE v1.6

Version 1.0

Page 30 of 207

Failure Reason

Study Imported By
UATI21.5 Admin 001

Status Imported On

27 Jul 2023

For the study UAT12 1.5 records were processed:
* 0 were successful

* 0records failed

Failed Records

Invalid sheet name "CTMS v1.4 Suggestions®
Subject D - ; Site Number -

Cancel

Figure 32

Click on the Study link of the Failure Reason window to redirect the user to the Study Details page in a
new tab.

Failure Reason

Study Imported By

Vel-OFF/Sub

Stotus Imported On
03 Mar 2023

For the study Vel-OFF/Sub records were processed:
* 0 were successful
* 7 records failed

Failed Records

Site with site number 0909 does not exist for study with id ‘01GTKAIP76D|YPW32X|9Z4QF4R"
Subject ID - Mi_000S: Site Number - 0909

Site with site number 0909 does not exist for study with id ‘01GTKAIP76D]YPW32XZ4QF4R'
Subject ID - MI_0005: Site Number - 0909

Site with site number 0909 does not exist for study with id ‘01GTKAIP76D|YPW32XJ9Z4QF4R"
Subject 1D - MI_0003:; Site Number - 0903

Site with site number 0909 does not exist for study with id ‘01GTKA9P76DJYPW32X|9Z4QF4R"
Subject ID - MI_0002: Site Number - 0903

Site with site number 0909 does not exist for study with id '01GTKA9P76D]YPW32XJ9Z4QF4R"
Subject ID - MI_0001: Site Number - 0903

Site with site number 0909 does not exist for study with id '01GTKAIPT6D]YPW32XJ9Z4QF4R"
Subject ID - MI_0004; Site Number - 0909

Figure 33
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Study>Site Visit View

With this improvement, the system displays a better view for the Site Visits page. The Site Visits grid view
displays a Site column that is linked to the required Site. The user has the ablility to:

¢ Filter and export the Study> Site Visits grid
e Filter Site Name
o View Site Name for all visits at the study level

UATIZ15 ~ s o =
UAT1215 Site Visits
" e e ¥ Filters
e Ll = Initiation

I3 e N K A T = B T S
P B 05 jul 202 05ul 2023 8 12WiseuaT14 | Evaluation - & craoo! In Person I
Site Visit

Intiation (inactve)

Figure 34

Clicking on the Site link, the user is navigated to the Site Details page. In the Site details page the user is
able to edit the required information for all the dashlets by clicking the Edit button displayed in the top left
corner. The user can also change the settings as required by clicking the Settings button displayed in the
top right corner of the screen. Refer to the screenshot below.
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Figure 35
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Unlock Site

When the system information is coming through an integration (for example myTI-mobile application) the
information is locked in the application. This new feature allows only the Study Manager to unlock a
locked site. The locked site’s tooltip displays as ‘Locked’. A lock icon is also displayed before the site
name. Refer to the screenshot below.

o Study )
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ntries ]172-R . ot avallable for editing since it is integra ™ Pacif Q First Subject First Visit
Synchronized Data 48
vanager can unlock the record
@ 0982 - Miles, H ACTIVE Pharmacy Technician & Jenny Wilso ™ Southwest Ut Q Study Supy
fa 7 - Milevich, K ACTIVE National Association of & Arlene McCoy 8 NorthEast Q IRB/ IEC Reg Pack Sent
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o Makkey, K ACTIVE The Generic. & Brooklyn Simmons ™ Argentina © Al Sites Closed
@ 3762 - johanson, M (ACTIVE United States & Leslie Alexander ™ South America © Database softlock
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ACTIVE National Coundil for... & Jane Coope ™ Maine Q First Patient ir
INACTIVE Board of Pharmaceutical & Savannah Nguyen ™ SouthWest US Q Last Patient Out
A 3289 - Milkway, L INACTIVE Consumer Healthcare. & Ralph Edward: M South America 9 Last Subject
< Previous 1 4 Next >

Figure 36

The sites displaying ‘Synchronized Data’ under the site name suggests that the data is imported from
another external source. Refer to the screenshot below.
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Select the checkbox of the locked site to enable the Unlock button in the top ribbon. Click Yes in the
confirmation window to unlock the site.
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Lookup Values

This improvement provides the user with the ability to delete a lookup value that is no longer in use.
Follow the steps below to Add, Edit, or Delete a lookup value.

1. Click the Settings icon displayed in the extreme left side menu. This opens the Settings page.

2. Click the Lookups option. This opens the Lookups page with links for different pages.

3. Inthe Lookups page, click the Subject Visits link from the center window. This opens the
Subjects Visits page.

Click on the Add button to add a new lookup field. OR Click on a checkbox to edit or delete a lookup field.

Note: The System defined type of Lookup fields cannot be deleted as there is a functionality associated
with it.

Bl # | Semings | Lookups | Subject Visits a a 0.

Subject Visits
© add # Edit @ Delete

Fleld Subject visit Type

8 Lookups | seleced

Lookups.

Value Label 1 Type Active Default
@ Activity Plans. cyde2 cyde2 System Defined =
o Addresses Enroliment Enrollment User Defined =

v

i contacs Follow-up Follow-up User Defined

] Re-screning User Defined
I Products Cycle Re-Screening System Defined v

oS _

4 studes Screening - User Defined =
Confirmatior B x

Treatment User Defined =

Q@ Milestone Templates Do you want to delete the selected record!

Figure 39
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Display Order

This new feature provides the user with the ability to define the status of display order in the Settings
page. The user has to drag and drop the field either up or down. The reordered list is displayed in the
Subjects page while creating/adding a new subject in the Status dropdown menu.

Note: Though this feature is updated for every status field in the system, the user cannot change the
display order from any Study, but only from the Settings page. Refer to the screenshot below.

Defined order
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Figure 40

Create Subject

Study Name™
Hope for wWellness [i]

Site™

Winters 555 3-TAU UAT

subjectID®
\ |

Status* Status Date™

[

] Subject Initials

S Anctrr |

(- - T T - - - ]

Early Terminated

Figure 41

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 | Version 1.0

Page 36 of 207

N&] INTERACTIVE TI CTMS USER GUIDE v1.6

Include Custom Fields for Import Functionality

With this improvement, the system provides the user with an ability to import the Additional Information
data while importing the required documents.
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Warning Message for creating Global Contact Record

This new feature gives the user the ability to promote a Site Contact to the Global Contact record and
while doing so the system displays a warning message if the record is already in the system and if the
same contact is a duplicate. But, this does not restrict the user’s ability from creating two global contacts
with the same email address. Refer to the screenshot below.
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Figure 42

A contact that is global is displayed under the Metadata/Quick View panel of a Study>Site>Contact.
Refer to the screenshot below.
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Figure 43

1. Click on the Go To Global Contact link to view the Contact Details page. Refer to the screenshot

below.
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2. The user can unlink the global contact whenever required. Refer to the screenshot below.
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Figure 45

3. The user has the ability to promote a global contact from Study>Site>Contacts. Refer to the
screenshot below.
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4. Once the contact is promoted globally, click on the name link displayed under the Global Contact
in the grid. Refer to the screenshot below.
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5. An additional Linked Contacts tab and page is displayed. Refer to the screenshot below.
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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.
Organizations
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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, Type and
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 an organization successfully.
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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 the Add symbol to below Emails to add an email address.
a. Select the email address as eiter Primary or Alternate 1 from the dropdown.
b. Manually enter the email address in the blank filed.
c. Click the bin icon to delete the email address.

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 Organization
window.

9. Click Create or Select and Add Another depending on whether you intend to create another
organization right away.
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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.

3. Now, click on the Edit button (pencil icon).

4. Make any necessary changes.

5. Click on the Save button to apply the changes.

Organizations
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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.
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Associating an Address to an Organization
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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.

3. Click the Edit button in the Organization window.

4. Click on the [+] icon 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
titte. Enter any additional information, as necessary.

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

7. If any 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.

# oA !h:f,:::'i“" & -  Organization Details Q ° -
Citizen Citizen Partners<1.5> =
! Partners<1.5>
s - -
| ~cve ]
Type Subtyr
partner Add Address 2 ox
A stuoes v
.
Q) stes a
B Related Organiations Contact Information ]
W Contacts
Primary Contact
IIUIO
Wiew All Contacts
Addresses v
C Add ar Ar
Phone Numbers
No records available
Emalls
No records available
Additional Information B

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.
2. Click on the Name for any non-sponsor organization record from the list displayed.
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a. This opens the “Organization Details” window.
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3. Click the Edit button in the “Organization Information” window, within the Parent Organization
field select a parent organization from the dropdown options available.

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.

1] ”
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3. Click on the Contacts link in the Navigation Menu in the panel at the left side of the screen.

a. This opens the “Contacts” window.
4. Click Add and enter the required contact details in the “Create Contact in Organization” window.
5. Click Create.
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Cancel Create and Add Another

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.
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a. This opens the “Studies” window.
4. The list of studies is displayed.
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Customized Data Export

With this improvement CTMS allows users to customize exports to include or exclude specific data.

e To improve the users export experience CTMS has removed the use of labels for lookup values,
site visit types, and custom fields dropdown values.

e Users can expand the available data set that is included within their export. For example, along
with the record status and status date, the user can include the status notes for the status.

UATI215 ~

UAT1215 SUbJECtS

5 Subjects g

. E

With the export functionality, CTMS 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. This functionality is applicable to the
following fields:

e Dashboard — for each dashlet separately
e Sponsors
e Programs

e Products

e Studies

¢ Organizations and
e Contacts
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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.

Sponsors
© Add & Export ¥ Filters
rial active ¢ " Parent Organization Subtype Primary Contact

peoocooffofoacacanee’

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.

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

Note: The Type field is predefined and cannot be edited.
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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.
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. 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.

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

Note: The Sponsor field is predefined and cannot be edited.
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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.

Note: It is mandatory to enter numbers in between 3 to 255 number or symbols in the number
field.

6. 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.

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

8. Select a radio button of Yes or No for the Test field as indicated by an asterisk (*).

Note: The Sponsor field is predefined and cannot be edited.
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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,
Protocol Title, Status, Status Date, Primary Product, Phase, Design, eTMF Location as
indicated by an asterisk (*) symbol next to the field title. Enter any additional information, as
necessary.

6. If any of the required fields are missing, an error appears 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 to view the sites for a sponsor.
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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
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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. If any 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 the toggle button of 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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Create Contact

General Information

Phene Numbers.
© Add
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Include Address @

Address Information

Cancel Create and Add Another m

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

e The user must have been assigned the necessary permissions by the Company Administrator.
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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.
" o o
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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.
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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 assighn 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 eTMF
Location 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.
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5. 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 study successfully.

6. (Optional) Click the toggle buttons for — Virtual Study, Subject Tracking and Is this a blinded
trial.

7. Finally, before clicking Create, verify all the fields are entered correctly in the Create Study
window.
a. The Create Study window closes, and the study record is displayed in the list.

Calendar View

With the calendar view, the user can see a snapshot of upcoming site visit-related dates. This view provides
CRAs and management with a snapshot of site visit-related activities at a glance to help with resource
allocation. This functionality includes the following:

e Display upcoming visits, ongoing visits, or completed/missed visits
e Filter by CRA

o Filter by time period

e Ability to look at data by various user-defined time periods

e Exporting for use in resourcing reports
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Co-Sponsored Studies

CTMS v1.5 provides the ability to identify when a study is utilizing a co-sponsorship and to associate
more than one sponsor with the study. This feature allows a more accurate depiction of study
sponsorship.

Health well veds - Hw3 - @ 5
Healthwell meds - Health Well Meds - HW9
A HW9 B Health Well Meds - HW 2 HW Studies
STUDY
ZEdit ¥ Expand All P

General Information L]

Health well Meds - HWS

Protocol Information

Project Management

Subject and Recruitment

Informed Consent o

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.

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

Page 63 of 207

p—
N&] INTERACTIVE TI CTMS USER GUIDE v1.6

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

Page 64 of 207

| ~—]
m |TNTF|§R/I_\C'|A|VI|§ TI CTMS USER GUIDE v1.6

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.

Studies
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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.

Team
© Add £ Export Y Filters
‘ Role All - | ‘S(arv. Date Al ~ ‘ ‘ End Date All ‘ [ Current Team N
1 Users
Name 1 Role Start Date End Date Email
& Admin 003 Data Manager 14 Dec 2022, 12:00 AM & Admin003@ti.com

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.

¢ 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.

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.

A G T O-
smavaozszer.  3-TAU 20231207-1356 UAT 1.5 Trial Interactive
A 1356 UAT 1... B 3Tau
sTUDY
# Edit ¥ Expand Al D Edit Histos
General Information s

Cashba] MDNO71356 3TAU20231207-1356 UAT 1.5 Trial Interactive

Products 1 Product
10th Concentration 1.0 PRIMAR

Protocol Information

Project Management

Subject and Recruitment

Informed Consent

Partner Information

Additional Information

Close Study

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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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 enroliment
statistics are still rolled-up from the site level.
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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.
3. 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 necessary.

8. Click 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.
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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.
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7. To edit the country, click on the check box before the name of the country you want to edit.
8. Click Edit in the top-left of the screen.
a. A quick view panel is displayed on the right side of the screen.
9. Make any necessary changes in the quick view panel.
10. Click Save displayed at the bottom in the quick view panel.
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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. If you need to create a new organization, follow these steps showing how to create an
Organization.

6. (Optional) Click the toggle button of ‘This is a Co-Sponsor’.

7. If the organization has already been created, use the search area to locate and select the
organization.

8. Click Create or Create and Add Another depending upon whether you need to associate
another organization to this study.
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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.
a. Click on the Edit button in the top-left of the screen.
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5 Make the necessary changes in the partner information section.
6 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, toggle button to 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. If the 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.

b. Select the Primary Site from the dropdown menu displayed next to the toggle button as
indicated by an asterisk (*).

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.
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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.
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.

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
R& INTERACTIVE TI CTMS USER GUIDE v1.6
Page 82 of 207

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.

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.
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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.
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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.
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Confirmation

I= the new Investigator an existing site contact?
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5. Click on the Save button.

Change Principal Investigator

| @ mewse s

General Infarmation

Promx First Name*
Anne

6. Click Confirm in the Confirmation popup window to save the changes.

Confirmation

You are changing the active Investigator for the site to Anne Wise, by
doing this you will be setting the status of Anne Wise, 1.5 to inactive?
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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. 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 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
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2. Click on the Site Visits in the Navigation menu at the left side of the screen.
a. This opens “Site Visits” window.
3. Navigate to the Site Visit record you want to update and click on the visit name.
a. This opens “Visit General Information” window.
Make the required changes in this window for the site visit.
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., Study Name, Site,
Subject ID, Status, Status Date as indicated by an asterisk (*) symbol next to the field title.
Enter any additional information, as necessary.

5. 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 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.

Note: Subjects will not be displayed for navigation when Subject Tracking is turned off within
Study > Settings for the study.
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Editing a Subject

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. 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 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.
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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. 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.

7. A quick view panel is open on the right side. Make any necessary changes to the subject visit
information.

8. Click on the Save button in the right bottom of the screen.
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Reviewing and Tracking Country Details
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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.

5. 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.
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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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Creating Site within a Country

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. Fillin the required information and click Create.
a. More detailed instructions regarding this step can be found here.

L sway @ sty Counnry

B | & = yieposs » | Unitedstates v | €S Q ° -
United states Sites
STUDY COUNTRY
’ .
All sites  Active  Closed
Vist Docs g o
o sE L esport Create Site in United States = % 9. saarch T Ftars
1 sites. A
General Information
& Dashooerd 1 Neme Status Resion Completed Milestone ]
. Slack001 = uay Name |
i CountryDetails 8 siad vt Doce °
§  Miiestones
& Subjeds e
B organizations
2
& contacs
# Team A
4 Activities
[E Activity Plans v

New o x - [ECVENEE -]

) - |

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 |

N&] INTERACTIVE TI CTMS USER GUIDE v1.6 version 1.0
Page 95 of 207

Associating an Organization with a Country

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 Organizations 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.

akrwdnE

6. 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, as indicated by an asterisk (*)
symbol next to the field title. Enter any additional information, as necessary.

6. 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 contact successfully.

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

8. 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.
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Integrated Payments View
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Tl CTMS has 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. Follow the steps below
to view the payments related information.

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 view the payments.
a. This opens the dashboard window for the site.
5. Click the Payments link displayed in the left side of the screen.
a. This opens the Payments window in the center of the screen.
6. The user can apply filters to view the required payments for ‘Awaiting QC’ and ‘New Request’.
7. The user can also search for a payment ‘Payee Name’ and ‘Invoice Number’. Refer to the
screenshot below.

Payments

Paymencsais ] |

817110 uso New Requast

6178 electroncdepost  invoiceable 476270 usD New Request

604290 uso Awalting QT

923240 usD New Request

806.60 uso Awaiting QC

617 electronic depost visit 301530 usD AWItINg QT

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.
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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.’
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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 £ X

All Site data must be reconciled to close the Site. This Site contains data that should be reconciled.
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[ Site Visi
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t
ed

[ Subject

& Activity
1 of 1 not reconciled Open

[ Activity Plan

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.

Study Specific Settings

CTMS v1.5 makes clear to the user when the system/domain level settings are being utilized or study
defined settings are in use. This improvement ensures the study managers are always aware of what data
is available to users within their study and impact on the available data within the study if changing study
specific settings are interacted with. Enhancing the over all user experience and reducing user confusion.
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Follow the steps below to navigate to the General Settings of the Studies.

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 Settings button displayed in the top right corner.
a. This opens the ‘Study Settings — General’ window.
5. Expand the General settings window by clicking the + icon on the right side of the screen.
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6. Click the Edit button displayed on the top left corner.
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7. Click the Always use Study Specific Settings toggle button.
8. Hover the mouse over the ? icon to view the tooltip.
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9. Selecting this toggle button helps the user to not add any custom fields.
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Fields
Follow the steps below to apply study specific settings for — Milestones, Sites, Studies, Countries,
Subjects, Subject Visits, and Team Members.

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 Settings button displayed in the top right corner.
a. This opens the ‘Study Settings — General’ window.
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Close Study

5. The left side navigation menu displays new added fields — Fields, Site Visit Types and
Subjects.
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6. Click the Fields link.
a. This opens the ‘Study Settings — Fields’ window.
7. Click on the Milestones link from the center of the window.
a. This opens the Study Settings — Fields — Milestones window.
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8. Click the Add button displayed in the center of the page to apply domain settings to the study.

Milestones

=5 Fields

Demain Settings are Applied to the Study

[c=3]

a. This opens the Add Domain-level Custom Fields to Study window.
9. Select the checkbox(s) before the Name field and click Add button.
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10. A notification of Success is displayed in the top right corner of the screen.

o Success

Dynamic fields are successfully added

11. The dynamic added field is displayed with the status in the center of the screen and ‘Study
Specific Settings are Applied’ is displayed in the top right corner of the screen.
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Milestones

add  Filters,

1 Dynamic Fields.

12. Select the checkbox of the added dynamic filed.
13. This enables the Remove button. Click the Remove button to delete the dynamic field.

Note: Likewise, the user can apply Domain Settings applied to Study for Sites, Studies, Countries,
Subjects, Subject Visits, and Team Memebers. Follow the above steps to add dynamic fields.

Site Visit Types
With this the user can apply the Domain Settings to study by - adding site visit type and creating new site
visit type. Follow the steps below to apply domain settings to 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 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 Settings button displayed in the top right corner.
a. This opens the ‘Study Settings — General’ window.
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5. Click the Site Visit Types option in the navigation menu at the left side of the screen.
a. This opens the ‘Study Settings — Site Visit Types’ window.
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6. Click the Add Site Visit Type(s) button.
a. This opens the ‘Add Domain-level Site Visit Type(s) to Study window.
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8. A notification of Success is displayed in the top right corner of the screen.
9. The dynamic added field is displayed in the center of the screen and ‘Study Specific Settings are
Applied’ is displayed in the top right corner of the screen.
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10. Notice that the ‘Create New button’ is disappeared and is now displayed below the ‘+ Add’
dropdown menu.
11. Click the Create New option from the +Add Dropdown menu.
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a. This opens the ‘Create Site Visit Type’ window.

12. Enter a name in the Value field as indicated by an asterisk (*).

13. Notice that the Label field displays the same name mentioned in the value field.

14. (Optional) Select the toggle button of Unblinded Site Visit Type.

15. (Optional) Select the Checklist Template from the dropdown menu. The user can select 1 or all
templates from the dropdown menu.

16. Click Create.
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17. The newly added site visit type is displayed in the grid.

18. The user has the ability to Add, Edit, Activate and Delete the Site Visit Types.

19. Click on the checkbox of the site to enable the — Edit, Deactivate (toggle button) and Delete the
site visit type.
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20. Perform the required action.
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Subjects
With this the user can apply the Domain Settings to study by - adding Subject Statuses, Enrollment
Tracking and Subject Visit Types. Follow the steps below to apply domain settings to 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 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 Settings button displayed in the top right corner.
a. This opens the ‘Study Settings — General’ window.
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a. This opens the ‘Subjects — Subject Statuses’ window.
6. Click the Add button displayed in the center of the screen.

UAT1215 Subject Statuses

A STUDY

= Ssubject Statuses

Enrollment Tracking

Subject Visit Types

Domain Settings are Applied to the Study

To use Study Specific Settings and not Domain Settings dlick Add

a. This opens the Add Domain-level Subject Statuses to Study window.
7. Select a checkbox(s) before the value column and click Add button.

Add Domain-level Subject Statuses to Study o ox

17 Statuses 4 Selected

Name Status Description Default  EndSt..
Subject is actively COMPl...

Completed Subject has completed t... ~

Cycle 1

Cycle 2

Cycle3

Early Terminated Subject has early termin... v
Enrolled Subject has been enroll...
Lost to Follow-up Subject has been lost to...
ongoing Subject Continues to par...
Planned Subject has been identi...
Randomized Subject has been rando...
4 Previous 1 of 2 Next b

ol

8. A notification of Success is displayed in the top right corner of the screen.
9. The dynamic added field is displayed in the center of the screen and ‘Study Specific Settings are
Applied’ is displayed in the top right corner of the screen.
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UAT1215 Subject Statuses Study Specific Settings are Applied @

©Add

10. Click on the Enrollement Tracking link in the left navigation menu.
a. This opens the ‘Subjects — Enrollement Tracking’ window.

11. Notice that the newly added subject statuses are displayed in the grid.

12. Here, the user can only select a status by clicking the checkbox and either ‘Activate’ or
‘Deactivate’ a status.

UATIZ1S oEnroIIment Tracking Study Specific Settings are Applied &

Anwe Deactvate

Site Addt Info display? Settings > Statuses » Subjects

tyde2

13. Click the Subject Visit Types option in the left navigation menu.
14. Follow these steps to add the Domain-level Subject Visit Type(s) to Study.
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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.

Unblinded users will have the right to create unblinded site visits and related documentation which will
only be visible to other unblinded personnel.
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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 field 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.

2vishs Sort By Visi Status 0=

Initiation 18 Jul 2023 - . Not Completed

o 0 o2 o 0
....... B Admin00t 4 In P -

[ coustereo | Evaluation 05)ul 2023 05)ul2023 05)Jul 2023 Not Completed

. o
& CRa00T  # InPerson

12 WiseUAT 1.4 Site Visits
o ssva £opon N

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.

| o

Initiation

» Collapse All D ecit sy

Visit Information L]

Visit Report e

Genarata Repart Prevew |
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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.

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

UAT1215 ~ 12WiseUAT 1.4 Initiation ~ ° 3

Initiation Visit Attendees

Sort By Name - [ = B

<Previous Step

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.

Note: Clicking Create New will create a new/additional site contact.
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Add Attendees 0 x
= s 3 Attendees

Pravious Attendees.

]
All Site Team ]
All Site Contacts. 3

1

All Study Contacts

6. We can also the review the presence of the Attendee and make any changes if required.

Edit Attendee Ash |

Presence

In Person

Role
Clinical Research Nurse Coordinator

Type
Sponsor Representative

~ )
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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.

3. 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.

Initiation Locations
- st
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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.

A sy B ste B e v
Chis UATIZ1S = 12WiseUAT14 +  Evalustion v 0C00OTS q H 7
* Evaluation Locations
e SITEVISIT
— " Q Search
Add Locations -
0 Locations

Stoy UATIZ 15
Site 12 WseUAT 1.4

Vistt General Information

vistt Aendees

Enrollment Summary
‘Visit Report
© Confirmation Letter

© Follow-Up Letter
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Site Visit Checklist

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 Checklist link in the Navigation menu at the left side of the screen.
a. This opens the “Visit Checklist” window.
3. Click the [+] icon to expand the Section 1 — General Visit Information.
a. This opens the ‘General Visit Information’ questionnaire.
b. Select the appropriate answer to the questions.
c. Mention a comment in the comment box as indicated by an asterisk (*).
Note: The answer is selected and saved only after a comment is mentioned in the empty
field. Also, it is mandatory to answer all questions. Refer to the screenshot below.

Evaluation Visit Checklist
B smevs
v i g
[ cowrieeo | e
P Section 1 - General Visit Information 20f 2 Completed @

11 rfarmed in persanz*

was

Section 2 - General Evaluation Information 0 of 16 Completed &
Section 3 - Site Required Equipment per Pratocol 0 of 6 Completed @
Section 4 - Visit Evaluation 00f 1 Completed @
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a. This opens the ‘General Evaluation Innformation’ questionnaire.

b. Select the appropriate answer to the questions.

c. Mention a comment in the comment box as indicated by an asterisk (*).
Note: The answer is selected and saved only after a comment is mentioned in the empty
field. Also, it is mandatory to answer all questions. Refer to the screenshot below.

UJ‘-r«z;s . 12 WiseUAT 14 = Evi\ua(io;’i . o =
Evaluation Visit Checklist

Pre-Study/Evaluation Visit
Report

Section 1 - General Visit Information 2 of 2 Completed

Section 2 Evaluation Informat!

o Yes x e

5. Click the [+] icon to expand the Section 3 — Site Required Equipment per Protocol.
a. This opens the ‘Site Required Equipment per Protocol’ questionnaire.
b. Select the appropriate answer to the questions.
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c. Mention a comment in the comment box as indicated by an asterisk (*).
Note: The answer is selected and saved only after a comment is mentioned in the empty
field. Also, it is mandatory to answer all questions. Refer to the screenshot below.

svaluation Visit Checklist
BR smvsr
wpand All
Expand Pre-Study/Evaluation Visit .
Section 1 - General Visit Information 26 Report
Section 2 - General Evaluation Information 6of 16 Completed @
‘General Visit information 2
Section 3 - Site Required Equipment per Protocol 30f 6 Completed 8 € e
us

=

o ves

[0}

©hddActvity D Discard v + Save and Nex Next Step >

6. Click the [+] icon to expand the Section 4 — Visit Evaluation.
a. This opens the ‘Visit Evaluation’ questionnaire.
b. Select the appropriate answer to the questions.
c. Mention a comment in the comment box as indicated by an asterisk (*).
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Note: The answer is selected and saved only after a comment is mentioned in the empty
field. Also, it is mandatory to answer all questions. Refer to the screenshot below.

- UATIZ15 * 12 WiseUAT 1.4 = Evaluation ~ o 2
Evaluation Visit Checklist
=
s TV
« Expand Al
[ coneuieo ] - Pre-Study/Evaluation Visit A
Section 1 - General Visit Information 2 0of 2 Completed @ Report
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Section 2 - General Evaluation Information
n
e t Section 3 - Site Required Equipment per Pratocol 1616

Section 4 - Visit Evaluation

Visit Checklist 41 EVALBOY. Is this site recommended for participation in this protocol?

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

Page 121 of 207

T R |

N&] INTERACTIVE TI CTMS USER GUIDE v1.6

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

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.

UATIZ15 * 12WiseUAT1.4 =  Evaluation = m ]
Evaluation Activities
- e
—

B Remove Y Filters

Unblinded
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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.
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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.
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.

w

Note: Clicking Create New will create a new subject for the site.

Subject History ]

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.
8. To Verify navigate to the subject and click on the check box before subject ID field value.
9. Click 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.
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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 Enroliment 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.

evaluation Enrollment Summary
o sedt @ Dme

Statuses # Subject
_

Early Terminated o

Onddaawity D

4. Select the subject Statuses from the dropdown.
5. Indicate if the system should calculate the enroliment 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.

Note: The statuses that are added once are greyed out from the dropdown menu and cannot be added
again.
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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.

3. Click the Generate Letter button.

a. This opens the Generate Confirmation Letter window with Step 1 to perform.
b. Click Next to select: Activites, Attendees, Locations, and Subjects.

Confirmation Letter

Confirmation Letter e

4. Review the sections within the confirmation letter that are relevant.
5. Click on the Create 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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6. Click on the Create button in the bottom of the Generate Confirmation Letter window, once all
the selections are made for the letter.
7. This generates the site visit confirmation letter as per our selections.
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Process of Signing the Document/Workflow Approval

After the document Site Visit Final Report is generated/completed, the workflow approval is required from
the officials. Follow the steps below to complete the workflow approval:

1. Click the View Letter button the in Confirmation Letter link.

e tion 01 Confirmation Letter
@  STEVST
Confirmation Letter e

2. This opens the document in Trial Interactive Collaborative Room in a new tab of the browser.

3. Click the Edit Document button displayed in the top left corner.
a. This opens the document to edit.

4. Make the required changes in the document and click Save at the bottom right of the window.
Notice that the page is refreshed and all the values that are entered in the Visit Report Checklist
are displayed in the document.
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5. Click the Start Approval Workflow button is displayed in the top left corner.

o — L] —————— o —_—— s
Make Changes Waiting for Review Waiting for eSignature Waiting for Approval Metadata
OOTE,‘SW,‘Rep‘o.Iuemplale
+
BTRIAL Site Initiation Visit Report
S
SitelnitvisitRpt -
GBR 002 Saml‘lelVlmes -
dd MMM yyyy -]
Y CRADO3®ti.com -
-y sl
£ || T Gl
6. A notification is displayed in the top right corner — Add document(s) to Monitoring Visit Workflow.
Notice that the Make Changes stepper displayed in the top right corner is shows a green tick
mark with Complete status. Refer to the screenshot below.
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7. The Document is now sent to the reviewer. The Reviewer signs/approves the review. Notice that
the Waiting for Review stepper displayed at the top shows a green tick mark with a Complete
status with the email ID of the reviewer and the date of process. Refer to the screenshot below.
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8. The Status is changed to Submitted in the Site Visits tab. Refer to the screenshot below.
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9. Click the Send document for eSignature button displayed in the top right corner.

o ———— ° —— e — ©
Make Changes Waiting for Review Waiting for eSignature Waiting for Approval Metadata
OOTB_SIV_Report_template
[ Send document for esignature : e =
BETRIAL Site Intiation Visit Report
= Create eSignature request
‘ g Site\GBR 002 Samuel Vimes\Site Visit
. ‘ Documents\Trial Initiation Visit
- i
B Y s
a. This opens the Send for eSignature window.
10. Select a radio button for eSignature Type — Parallel or Serial.
11. Select the checkbox(s) displayed in front of the email IDs and click OK at the bottom of the
window.
e — ) — e — @ | A
Send for eSignature x
. cssroureType ©
- 3
» :
Visit
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12. Notice that the Waiting for eSignature stepper displays In Progress with the number of signers.
It also displays the ‘Sign Document’ and ‘Decline Signature’ buttons in the top right corner.
13. Click the Sign Document button.

©

Make Changes

(]

Waiting for Review

BWTRIAL

Site Initiation Visit Report

|8 il

Waiting for eSignature

&*
Metadata

OOTB_SIV_Report_template
v

Site\GBR 002 Samuel Vimes\Site Visit
Documents\Trial Initiation Visit

Cancel

a. This opens the Sign Document window.

14. Select a reason from the down arrow menu as indicated by an asterisk (*).

C5MOO3@ti.com on 28 jun 2023
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Make Changes Waiting for Review Waiting for eSignature Waiting for Approval
Complete Complete in Progress

%) Go To Document Profile
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T
oo i
T
T % v [ v
e
T
[ o
=
“ 1am the author of this document *
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[ T
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| el ———
Uniet Lmgdem. Cancel -
— — —
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o e ) =
i T ] T ,
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@ Decline Signature

| Metadata Versions History eSignature

Submitted Name
0OTB_SIV_Report_template
+

Document Metadata v
Visit Report Workflow: esignature -
Status’
-
Index

Site\GBR 002 Samuel Vimes\Site Visit
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15. (Optional) Enter the comments if required and click Sign Document button.
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Make Changes

Complete

) Go To Document Profile

ETRIAL

Waiting for Review

T OV e e 71

T

Waiting for eSignature
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(& Sign Document

Sign Document

| am the author of this document

Itain't pretty, but it's done

=
[
‘
[ - — [P
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3
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k
S

a. This opens the Please Provide Your Credentials window.
16. Enter the Username and Password in the fields as indicated with an asterisk(*) and click OK.

@ Decline Signature

Metadata Versions History eSignature

Submitted Name
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17.

The document is signed and approved. Notice that the Waiting for Approval stepper displays a
green tick mark with the email ID of the signed user and the date of signature below. Refer to the
screenshot below.

P © — ] SEEE—— o

Make Changes Waiting for Review Waiting for eSignature Waiting for Approval Metadata

ted Name
OOTB _SIV_Report_template
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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.

Evaluation Visit Report

Visit Report

Ondd Aty Ot

4. Click on the Generate Draft Report button in the screen.
a. This opens the “Generate Draft Report” window.
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5. Click on the Yes, Generate Draft button in the bottom of the window.

Create Visit Report

Completeness Check Other visit Info.

© Genersl information Actrities 5 Itams
‘@ Attendees 3 ltems. Subjects S Items

© Locations 1 ltems. Enrollment Summary 2 items
© Visic Checkist 25 of 25 required

Reviewers defined for this repart
= v aprures winin e Saucy Sexings Seuy Managers can pracess any requred
Related Documentation
) 4l st Milestones ) Al ste subjects
@) Al Site Contacts [ Subjects IcFs
) 4l site 1cFs D subiects visis
@) Al Site Addresses [ 5ite Team

() Al Site Organizations:

ot

Note: The Generate Report button is disabled if the ‘Visit Checklist’ is not completed. The
Generate Draft Report window displays the fields in red color that are not filled. Refer to the
screenshot below.

Generate Draft Report

completeness Check
General Information
© Atendees1items

A Locations 0 Items
Not Completed

Visit Checklist 0 of 0 completed
Not Completed

Other Visit Info

Activities 0 Iltems.

Subjects 1 Items

Enroliment Summary 0 ltems

Do you want to generate the Draft Visit Report?
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6. It shows as Generating Draft Report please wait when we click on Yes, Generate Draft button.

Evaluation Visit Report

. A
= Collapse Al

Visit Report L]

n Progress

7152023

OaddAdiity D

7. Draft visit report is generated, and origami is opened displaying the draft report.

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.
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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.

3. 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.
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Access Permissions
This feature helps the user add, edit, activate, remove access permissions for other users.

Follow the steps below to view the access permissions and make the required changes.

1. Click the Studies link displayed in the left side of the menu bar.
a. This opens the Studies page.
2. Select a study in which you want to manage access permissions.
a. This opens the Studies Dashboard.
3. Click on a Site from the list available.
a. This opens the Sites dashboard.
4. Click on the Team link displayed in the left side of the menu bar.
a. This opens the Team page.
5. Click the Access Permissions button displayed in the top left corner of the screen.
a. This opens the Access Permissions page. Refer to the screenshot below.

Ei‘] 12 WiseUAT 1.4 Team
=

© Add X Export Y Filters
4 Team Members g
Hame Status Fole Start Date End Date Ema
Admin 00: Bicstatistician 26 Jus 00 A 31 0ct 2023, 1159 PM MINDOZ

Bicstatistician 26l 2023, 12:00 AM 31 0ct 2023, 11:59 BM

]

31 00t 2023, 11:58 2M

[T -

aege

Biestatistician 26Jul 2023, 12:00 AM 31 Oct 2023, 11:59 PM

6. Select the checkbox of the name whose access permissions you want to change.
a. This enables the tabs on the top ribbon with the following buttons — Add, Edit Permissions,
Activate, Remove and Set as Owner.
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To add user study access permissions, follow the steps below:

1. Click the Add button displayed in the top left corner.
a. This opens the Add User Study Access Permission window.

2. Select the user(s) from the dropdown list in the Users box.
Note: The names that are already used are disabled and displayed in grey color.

3. (Optional/if required) Click the Pending radio button. Selecting this button, the user has to later
activate this user.

B m «= g% StudySettings | AccessPermissions a ° =
UATIZ 1S Access Permissions
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s ———
a ||| Company Adminsstrator o
o saans Ty
o [ -
o User Since Cresteay
° 28jan 2022 MenicaDayal_. &
o Preferved Langusges 8 Langusges:
o
a
Buerrea Communicaton Methad
Time Zone Best Contact i
Contact Information L]
Phone Numbers

4. Select the Simple or Advanced button from the Set Permissions field.
Note: By default, the button is set on Simple. Selecting Advanced button displays — Show All and
Show Assigned Permissions radio buttons.
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5. Select the Access Permission from the dropdown menu.
Note: The access permissions that display Deprecated next to the role are no longer used. Refer
to the screenshot below.

. UATI215 Access Permissions
STUDY
e 1 Add User Study Access Permission o ox
5 Users 1 5eit

E 12tn Conference 1.5 ] .
G S Name List of Invited Users
Product Twelve 1.5

Users 0 Users*
v
&
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&

) Regions oE

9 Milestone Templates ‘Gﬁ pening @

& — &G ¢ permissions

A import m Advanced

5= Fields Access Permission* End Date
& Site Visit Types hd

4 Subjects [Q

Clinical Research Associate (CRA) (Deprecated)
Clinical Study Manager (C5M) (Deprecated)
Clinical Trial Associate (CTA) (Deprecated
Contract CRafDprecated) |

Country Editor

Country Manager

20QQQQQ

CRA Manager (Deprecated)

S

6. Click Add at the bottom of the pop up window. The added user acces permission is displayed in
the grid.
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To Edit user study access permissions with Simple option, follow the steps below:

1. Select the checkbox of the name whose access permissions you want to change.

2. Click the Edit Permissions button displayed in the top left corner.
a. This opens the Edit Study Permissions window.

3. By default, the Simple button is selected and accordingly the options are displayed. Select the
role from the dropdown menu of Access Permission field.

4. (Optional) Select the End Date from the Calendar icon. Refer to the screenshot below.
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5. Click Save.
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To Edit user study access permissions with Advanced option, follow the steps below:

1. Select the checkbox of the name whose access permissions you want to change.

2. Click the Edit Permissions button displayed in the top left corner.
a. This opens the Edit Study Permissions window.

3. Select the Advanced button. Notice that two radio buttons are displayed — Show All and Show
Assigned Permissions. Select the role from the dropdown menu of Access Permission field.

4. (Optional) Select the End Date from the Calendar icon. Refer to the screenshot below.

5. Select the checkbox in front of the Level.

6. Click the Dropdown menu and select a role. Click the Apply to Selected button.

7. Select the role from the dropdown menu of the Access Permission column.

8. (Optional) Select the End Date and click Save.
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To activate user study access permissions, follow the steps below:

1. Select the checkbox of the user that displays the Pending Status.
a. This activates the Activate radio button in the top ribbon bar.
2. Click the Activate radio button.
a. This opens the Activate Users window.
3. Click the Activate button in the popup window. Refer to the screenshot below.
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To remove user from access permissions, follow the steps below:

1. Select the checkbox of the user that is no longer needed.
2. Click the Remove button displayed in the top ribbon bar.

a. This opens the Remove users from Access Permissions window.
3. Click Remove. Refer the screenshot below.
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To set new owner of the study, follow the steps below:

1. Select the checkbox of the user whose access permissions need to be changed .

2. Click the Set as Owner button displayed in the top ribbon bar.
a. This opens the Set Owner window.

3. Confirm the selected new owner is as per the requirement and click Change. Refer to the
screenshot below.
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Manage Visible Columns

This feature helps the user to create customized view of Activities for themselves. Follow the steps below
to manage visible columns:

1. Click the Studies link displayed in the left side of the menu bar.
a. This opens the Studies page.
2. Select a study in which you want to manage the columns to be visible.
a. This opens the Studies Dashboard.
3. Click on a Site from the list available.
a. This opens the Sites dashboard.
4. Click on the Activities link displayed in the left side of the menu bar.
a. This opens the Activities page.
5. Click on the Ellipsis (three dot menu) displayed next to the Activity Name column.
a. This displays the following options — Sort Ascending and Descending, Hide and Lock
Column and Manage Visible Columns. Refer to the screenshot below.
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6. Click the Manage Visible Columns option.
a. This opens the Manage Visible Columns window.
7. Select a checkbox of the appropriate option from the left Available Columns.
a. The selected option is displayed in the right side Set Order column.
Note: Scroll down in the window to view the selected options. Also, the already selected columns
can be Locked or Hidden from the current view by clicking the appropriate option.
8. Click Apply Changes in the Manage Visible Columns window.

Z oy B
HoO# 6 s e rawieuarig . ACUES a ° N
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. 11 Visible General Information ]
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@ Milestones = ﬁ_ Expand All | Sort By Alphabet | T v " Activiey Name
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e suype
4 subjecs (o= Sita Visit Deviation
B Organizations £ Blinded- e
A &L b ;
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5 G Activity Management L]
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Status Status Date
=m0
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D Status History
Orwner™
Admin 001
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9. Move the horizontal scroll bar to the right side to view the selected column. Refer to the
screenshot below.
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10. Observe that the All button displays an yellow asterisk (*) in the options bar.
11. If you want to export this data, the system asks for a confirmation and you will first have to save
the view. Refer to the screenshot below.
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Senin 001 I Thisis important. ASTD-1043

o Waker CLSIl Continue Export | P UAT script 10 Approval AsTD1082

12. Select the View Options dropdown menu to save the view.
a. This displays the options — Save Changes, Save as New View, Discard Changes and so on.
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[“new ] AlL* Open Unplanned Past Due Closed I | view Options ~
Cranges
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© Add 7 Edit 1 Delete £ Export
23 Save Char
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Dashboard 7 Records 1 seiecred
View's Actions
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% Close View
Miestones m———— NS B reauired. ASID 10410 i View Details
Site Visits RA.001 B Something is wrong ASTD-1048 % Copy linkto View
Add to Favorites
Subjects 4min 001 - Conduct this activity ASTD-1046
All Views' Actions
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£ Manage Views
Contacts 00 Thisis required A-STD-104-4 O Reset to Default Views Config
Team 4min 001 - This is important ASTD-104-3
I ope Weisser - @ APt UAT Seript 10 Approval A-STD-104-2
Activity Plans
Payments

13. Select the Save as New View option.
a. This opens the Save as New View window.
14. Enter a name in the View Name field as indicated by an asterisk (*).
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15. (Optional) Enter the Description in the Description field.
16. Select an appropriate radio button from the Sharing Options.

a. If Private radio button is selected, the last 3 radio buttons are disabled and after saving, the
view is displayed only for you.
b.

If Public radio button is selected, the last 3 radio buttons are enabled and after saving, the
view is displayed for all.

17. Select the radio button(s) as required.

18. Click the Save View button in the window. Refer to the screenshot below.
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Create Contact Copy

A contact can be copied and made a duplicate of it. Follow the steps below to create a contact copy.

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 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 and click on the Name field value.
a. This opens the dashboard for site.
5. Click on the Contacts in the Navigation menu in the panel at the left side of the screen.
a. This opens the “Contacts” window.
6. Select a checkbox in front of the name that you want to copy.
a. This enables the buttons in the top ribbon bar.
7. Click the Copy button.
8. This opens the create Contact Copy window.
9. (Optional) Change the first and last name fields.
10. Click Create. Refer to the screenshot below.
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11. A Notification is displayed in the top right corner — The contact details have been created/copied.
Refer to the screenshot below.
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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 is displayed.
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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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K

¢ IMV Checklist (Training)

@ Save 0 Copy il Delete
Site Visit Checklist Template Name™ Template Numbering & @
IMV Checklist (Training) Section Order
Description Numerical v 4 Configure Preview 1,2... N
This is the description of the checklist. Question Order
Numerical v 4 Configure Preview 1,2... N

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 ] 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 A Duplicate @ Delete
Question™ Type of Question™
Type your question here. @ Yes, No, N/A
Description for the Question (NG [ (M7
Options = Text (Line)
£ Text (Paragraph)
ves B ® one Answer from the List
@ Few Answers from the List
No B & bropdown List
5 Buttonize Answers i)
A g Date
= Scale
# 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 i <

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 S=lected

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?

MName 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

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 | Version 1.0

l |NTERAC'|A|VI|§ TI CTMS USER GUIDE v1.6

Page 160 of 207

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:

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
Enroliment 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 mip

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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Auto-Saving Answers for Site Visit Checklists

When a user is filling out a site visit checklist, their answers will automatically save when they move on to
another question. The screen will refresh between questions and the visit checklist progress bar will be
updated to display the user’s current progress toward completion.

ralth ] ki - H + WilislEn ¢ Iebeimnd = o .

[r— Visit Checklist

 Prewnn Sep
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Unblinded Visit Type Naming Requirements
With this improvement, users can now indicate that a visit type is unblinded without the necessity of
having ‘unblinded’ appear in the name of the visit type.

CTMS ensures all unblinded content is restricted to unblinded team members —

e Site Visits,

e Site Visit Reports,

e Visit Report Content (responses),
e Subject related comments, and

e Unblinded activities/actions.

I pecial Projects « Caciah Skl v Sk
Collaborative Workspace / Collaborate Q sear O Add 4 0 Sanag

Interim Visit Report

Sponsor; Acrme Pharmacoutic sl e 'vml Type: Interim Ste Visit

Protocol No ACMEAIDL Visit Staet Date: B:Ape 2020

tvestigator Name: Or. Jsmes Seith Visit End Date BApr-2020

Sito Number; _ 301-200 [Visit Duration: 1 Day

"CRA Name: Jamesiohn Doo Report Reviewer Salty West

Comments:

Site Address ~ suv
Mayo Cliric Sports Medicine b

742 Marsh Landing Road Parkwary -

Ixcksonvile, FL 32224
USA
Phone Number +1(504) 9530305

Additional Addresses visited during the visit)

Addeoss Type [ surgery Facility
Mayo Chric Vascular Surgery
4500 San Pablo Road
Iksonvile, AL 32224
e~ —r - —— s 3 B W O -

N
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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.

Products
© Add & Export T Filters
H -

Medicinal & Admin 001

Device & Admin 001

(I T I I T

Device

Combination

womomom oW m

Custom

Combination

Custom

Combination

Fo

Combination

8
H

L]

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

Create Product

cancel [ create and add ancther | ([

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.



.
fﬂ ITNTER,IA\CWAIVIE TI CTMS USER GUIDE v1.6 e 1o
Page 165 of 207

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.

= O
UAT003-008 1.5 UAT003-008 1.5 —
T roouc B Research inc
Product Information ]
J Loy i 3-008 1.5 :
Additional Information -]
4. Make the necessary changes in the product details window.
5. Click on the Save button in the top-left of the screen.
3

UAT003-008 1.5 UAT003-008 1.5
] ne

U eroouc
e ancel 4 Collapse All D Edit History
Product Information L]
. Froduct Kame® Product Number
i Produd Detalls
UAT003.008 1.8]
rograms
Sponsac* Regulatory Identifiers 0 dendiers
udies B Research Inc. 15 = - - ’
Ty
Combination X v
Indications b Indications

Additional Information L]
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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 Organizations 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 on the Contacts link in the Navigation menu at the lleft side of the screen.
a. This opens the ‘Contact’ window.

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

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

6. Press Create when done.

a. More detailed instructions on this step can be found here.
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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 and Test 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.
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Note: Program records can be created in multiple locations within the system:

1. Programs
2. Sponsors > Programs
3. Product = Programs

Create Program
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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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Make any necessary changes in the sections you want.
5. (Optional) If required, Click the Change Status button in the ‘Project Management’ tab to
change the status of the program.
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6. (Optional) If required, Change the option of the radio button in the ‘Additional Information’ tab.
7. 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.

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

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

6. If any of the required fields are missing, an error appears when clicked on the Create button,
displaying the fields which need to be filled to create a program successfully.

7. 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, as indicated by an asterisk (*)
symbol next to the field title. Enter any additional information, as necessary.

6. 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 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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Activities

Roll-up Views
CTMS has introduced Study Contact roll-up views. This feature consists of the following:

e Study, Country, and Site Level data: CTMS provides users within a study the ability to see all
site contacts for all sites within a study in a single location at the Study level.

¢ Cumulative site contact lists can be sorted and used for distribution of study mass communication
and may reduce the need for contact report development.
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Customized Activity Grid and Saving Customized Views
Users have the ability to do the following:

e Select which data is displayed in the grid view.

e Choose how the selected data should be filtered to ensure relevant data is always displayed to
the user when completing tasks associated to key business processes.

¢ Identify which entity-level data should be displayed.
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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.
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.
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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.
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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 appears in the dropdown menu.

5. 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.

6. (Optional) Click Create or Create and Add Another depending on whether you intend to create
another activity right away.
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All activities in the CTMS will be given a unique ID number as shown below.
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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.

Make necessary changes in the quick view panel.

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

»

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.

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

4. This deletes the Activity record.

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.

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

4. This Inactivates the Activity record.
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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. If any 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. 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.

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
avahabtetor-tdture-setection.
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Create Activity
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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.
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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.
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.

3. 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.

Activity Plan Template Review
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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.
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 a reason 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.
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.
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.
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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.
5. Click on the Add button in the top-left of the screen.
6. Now click on the Associate from the dropdown menu.
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8. Click on the check box before the plan name you want to associate to a study.
9. Click on the Associate button in the bottom of the Associate Activity Plan Template window.

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.
b. Verify the details mentioned and click the Next button.
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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.

Schedule Activity Plan for Study: "UAT12 1.5" Sites
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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.
13. Enter a reason (*) for cancelling the schedule and click the Confirm button.
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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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9. 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. Refer to the screenshot below:
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Milestones

This section describes about Milestones module in the application.

The application of Milestones to studies in CTMS has undergone some minor changes in order to help
our users better apply milestones quickly and efficiently to a study.

As a note, with CTMS 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.

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

Creating milestones in the CTMS has not changed but now we’re offering users the ability to create and
apply groups of milestone templates as needed. 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.
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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. 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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6. The Create Milestone Template window will close, and milestone template will be displayed.
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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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5. 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.
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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.

3. 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

o

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

1.
2.

Navigate to the Home Screen by clicking on the home icon in the top-left of the screen.
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.
Click on the milestone template which needs to be deleted.
Note: The template needs to be in ‘Draft’ status to be deleted.
Click on the Delete button in the top-left of the screen.
a. This opens the “Confirmation” window.
Click on the Delete button in the confirmation page.
The Milestone Template will be Deleted from the list.

Delete Milestone Template

Doyouwant 1o deler
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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.

Publish Milestone Template(s)
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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.
3. Navigate to the milestone template you want to retire and click on it.
Note: Only Published templates can be Retired.
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.
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Note: Click the Status filter and select the retires option to view the retired milestone template. Refer to
the screenshot below.
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Copying 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. 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.

Click on the Copy button in the Copy Milestone Template window.

6. Milestone Template is Copied, and the copy is displayed in the list.

o

Note: The milestone templates displaying both Draft and Published status can be copied, only

B #  Milestone Templates Q ° g
Milestone Templates
Milestone Templates  Groups
@create  AEdit 00 WAddtoGroup ~ @SettoRetired o Q search
Trial Interactive [status Al -] [Lovel Al ] [classification I -] Copy Milestone Template = ox
e S —— | =
e
= spomsors (BT g UATO11 Step 16 <1 . Level Country
2 Programs
Manual Willesmne Mome™ Classifice: Updated 28 Nov 2022 Admin 001
1M Products COM- Copy Amendment x X v
s =3 ;o P s
B Organizations
B Contacts Manual Updated 18 May 2023 Hope Weisser
Activities Library v | F
EEEED 9 Closeout Site Visit el She
(M Activity Plan Templates
@ Milestone Templates Manual Updated 16 May 2022 system system
(4 sexparent Mestone Tempiate @ [ com - :
EEEED ¢ country #1 Level Country  Groups (81 )
Marual Updated 17 Nov 2022 system system
¥ )
EEED ¢ country#2 Level Country  Groups (BB 1)
Manual Updated 17 Nov 2022 system system
cancel
r
EEEDD ¢ country 1 ; e Ey
Manual Updated 12 May 2022 system system

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 |

Version 1.0

N&] INTERACTIVE TI CTMS USER GUIDE v1.6
Page 207 of 207

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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5. Click on the Add button on the top-left of the screen.
6. Click on Add from Domain in the dropdown menu.
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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.
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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.

7. 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. 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.

10. Click on the Create button in the Create Milestone Template window.
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Defining Study Milestone Templates (New)

1. Click on the Studies link in the Navigation menu in the panel at the left side of the screen.
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a. This opens the “Studies” screen.
2. Click on the name of the study for which you want to define a new template.
a. This opens the study dashboard.
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.
a. This opens the “Study Settings General” window.
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5. 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.

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.

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.




K

T R |

A L
INTERACTIVE

11.
12.

TI CTMS USER GUIDE v1.6
m | .| ) 22 Study Settings | Milestone Templates a N
= UATIZ15 * Y B P!
© UAT121.5 Milestone T Add Milestone Template From Sponsor o ox
sTuoY
MUSSOSTEIRRY \......... yicstone Tempistes 1 onty QEEEEEE Witone Termpises can e e SR O (e
Sadd e o ¥ Filters
Sponsar 12t Canference 15
F e 9 Milestone Templatet [Level an + | [ classification Al - L = N
| 4 d 2 Mile: remplates e
& Genersl Templ. Leve Descriptior Tie Classificatio Applied
Manual
A regons Applied © Updiated 08 Jul 2023 system system
&  Access Permissions F d Level Country
A Import L=
Applied @ Updated 06 jul 2023 system system
= Felds
& site Visit Types. 4 d Level Country
4 subjeas nanual
spplied @ Updated 06 ul 2023 system system
r o= Level Study
Manual
Applied @ Updated 06 Jul 2023 system system
7 e et sty
% Manual
Applied @ Updated 06 Jul 2023 system system
L r
= e
) Manual
Applied @ Upcatad 06 ul 2023 system system
T r
) O o oo 0 Lewel ste

To create a new Milestone Template, follow these steps.
Click on the Add button in the top-left of the screen.
Click on the Create New button form the dropdown list.
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Fields
Site Visit Types ¢ Country Milestone 3
Subjects Manual
Applied @

Note: Clicking Create New allows for the creation of a new study specific milestone template.
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13. 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.

14. 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.

s % i":“:’:, . | StudySettings | Milestone Templates Q o b
TS Milestone Templates &2
STUDY
e Milestone Templates ~ Groups Auto Apply Templates & @
B C' <2< Milestone Template oo [@sws ) Thken
Spansor 12th Conference 1.5
ottt s - =
& ceneral [ 4 -
9 Milestone 1 [icsione ramer ) (e
N Regons
Manual Phase 4 | | Amendment x v
9 Milesto Applied & . Updated 06 jul 2023 system system
S
&  Access Permissions. v
£ mport EEEID ¢ Milestone 2 Lovel Study
= Felds e
Applied ® Updated 06 Jul 2025 system system
& Site Visit Types.
fi prres r ,
e 9 Milestone 3 sz
Manual
Applied @ et Parent Milestone Templace Updated 06 jul 2023 system system
r -
EEEED ¢ site Milesto st
Manual
Applied @ Updated 06 Jul 2023 system system
r —
EEEED ¢ site Milesto eien
o o
Applied & Updated 06 Jul 2023 system system
P e e e e
9 Site Milestone 3
Manual
Applied @ Updated 06 Jul 2022 system system

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 | , | he S ki indow.
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Note: The milestone will not be displayed for tracking at any level until Start Tracking is clicked for the
desired milestone.

z
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Auto Apply

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 are able to indicate
whether or not milestones should be applied manually, as needed, or automatically once they are
published and added to a study.
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©add # Edit MAddtaGroup  @Setto Retired copy T Fiters
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°
' PUBLGHED -
EEEED ¢ country Milestone 3 Country
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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

This section describes the dashlets available in the application.
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The Top Countries Dashlet

Login to the CTMS application.

Click on the Dashboard link in the Navigation menu in the panel at the left side of the screen.
This displays 3 Top Countries on the screen.

This list shows the countries with most activities in the system.

e e

Trial Interactive

Top Countries & Export

Unitad States 29.51%

Canada 15.53%

Portiolio B

Status A sponsar All ~ | [Phase Al ~ | [program Al < | [country all « | [ Product All < | Therapeutic Area Al -

The Portfolio Dashlet

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

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

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

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

This displays the data in grid and pie chart format.

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. The Study Milestone Dashlet is displayed next to the dashboard.
a. This displays the Site and Country milestones. Apply the required filters to view the
milestones.
b. Click on the Details button to expand the studies window.
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5. Scroll down to Study Enrollment in the dashboard.
a. This reflects planned and actual numbers.
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6. Navigate to the Study Timeline in the dashboard.
a. This shows ared dot and a line indicating today on the timeline.
7. ltdisplays the status of each milestone in the study.

Diagnova

8. Navigate to Activities on the dashboard.
9. 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 Countries 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.
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Team Management

This section describes about creation and management of users and teams in the application.

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. If any 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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Editing 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.
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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.

N&] INTERACTIVE TI CTMS USER GUIDE v1.6
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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.
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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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Navigate through the list of organizations below or use the search box to find the sponsor.
Expand the selected organization and select the appropriate product or study.

Assign the user a specific role associated with that product or study.

Click on the Save button the bottom of the edit permission window.

No gk
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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.
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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.

3. 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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Diagnova Name Starus e Email End Dace

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.
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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.

Note: The reverse of this action can be done to activate a user.

Do you wan: 1o deactivate the following user(s)?
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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.

resend an invite 1o

serls)  testti
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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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Access Management

Access Management is more improved, more intuitive user access matrix, clearly stating how the user will
be expected to interact with CTMS data for studies, countries, and sites. With regard to Study access, the

previous user access terminology is still present but will have the word ‘Deprecated’ after it to indicate
that we have moved on to other terminology such as, in the case of a CRA, ‘Site Editor’, for example.
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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.
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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.
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.
Note: The maximum size of the image and the formats supported are displayed after
hovering the image. Refer to the screenshot below.
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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.
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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 click 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.
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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
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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’

©oNow;
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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. lItis 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:

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
Use the ‘Include Additional Fields’ toggle switch to enable the inclusion of new fields.
5. Press the ‘Add’ button

a. A dropdown will appear in the grid below the ‘Add’ button.

6. Using the dropdown menu, select the appropriate field
7. Press ‘Save’.
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Lookups Field

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.

5. Check the box in the ‘Active’ column

6. Press ‘Save’

Activity Plans

Regulatory Regulatory

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

Page 239 of 207

p—
N&] INTERACTIVE TI CTMS USER GUIDE v1.6

Favorites

CTMS has 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.

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.

The user can select the following fields as favorites:

e Sponsors

e Programs

e Products

e Studies

¢ Organizations

e Contacts and

e Activities Library

Click the star icon to turn it yellow. The selected field is added to favorites with a notification displayed in
the top right corner. Refer to the screenshots below.
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