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Moving from Site-Centric to Patient Centric Approach
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Two Key Success Drivers for Decentralized Trials

Technology Partnerships

HEALTHCARE & CLINICAL
SERVICE SUPPLIERS
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Move clinical ]
research to another

dimension

ETHICS COMMITTEES &
HEALTH AUTHORITIES

PHARMA & CLINICAL
Prevent Embed Augment RESEARCH ORGANIZATIONS

Covid-19 pandemic brought to prominence several factors

TCS' vision on DCT published in PharmaVOICE, July 2020 & a webinar on ‘Shaping the future of Decentralized Trials’, September 2020
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https://www.pharmavoice.com/contributed-article/modern-technologies-partnerships-enabling-next-generation-patient-centric-research/
https://www.tcs.com/decentralized-clinical-trials-patient-centric-podcast

TCS Capabilities & Expertise In Decentralized Trials

/Patient & Site Engagement Supply Management \

« eConsent + Digital Label
«  Personalized notifications * KitTracking v 8 Ton-20 pharma combanies
. Educational material & Audio * Pill/Unit Tracking p p p

«  Smart questionnaires i : v 80+ studies (phaSe |‘|V, # TAS)

«  Smart Site Assistance Devices & Connections
- Voice enabled data collection * Smart Devices & Wearables v 25+ countries
«  Behavioral Insights ‘ g_‘g'ta| B'?mtarkifs %
«  Community Forum * bio-sample tracking
Y * Telemedicine & new 15 + Ia nguages

\ operational model /

Bayer Overhauls Its Clinical Trial Planning Process
Citeline Awards | ) | B e Fast Track Implementation of eConsent:
din -19 Paves the Way for Virtua
2020 EUROPEAN COVID-19 P he Way for Virtual
Trials
o 7 2 INNOVATIONS 59&‘9’”“’;”‘;20 " DECENTRALIZED TRIALS
4 Hilde Vanaken, PhD, Priyanka Sawant
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Use Case of Healthcare Driven Decentralized Trial — Key Stakeholders

Sponsor

Collaboration of several
Universities funded by
government

Courier

Many local drivers of
one central courier
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Any Patient, Any Place, Any Time

Sites

One physical visit
(screening), other visits
remotely/nurses at home

Depot
Medication stored at
one central depot
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High Level Process Flow

\
Kit preparation by depot

Cw . Medication shipment by
using “newly randomized . o
Stient” report courier using “patient contact
| )
P P details” report.
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Recruitment, Enroliment,
Personal Data Collection,
Patient App activation, Health
Survey completion
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Nurse visits at home, Video/telephone Health surveys, medication diaries

.

return of medication connects with site

@

Final video/ telephone o ,
L Study end notification Permanent deletion
call with site o
& App deactivation of personal data
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and motivational support
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Using TCS' ADD Data Management & Decentralized Trials solution, First Patient In March 2021
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Medication receipt by
patient using scanning

o

Digital label, medication intake
notifications and diaries activated

&
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Site Portal: Easy-to-Navigate & Hands-on Guidance

R

New subject » Step-by-step guidance
* Easy navigating between different screens

Complete baseline visit including
randomization via external software

2 3 4 5

Enter subject ID Subject Subject
eConsent ERrRiment EDC in eConsent Personal Data App. Activation
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eConsent: Flexibility as a Key Component

Role-based consent creation Multimedia

Select the persons involved in the consent process

() patient () Legal Authorised Representative

() Impartial Witness () Translator Courier delivers

medication @home

eConsent and Paper consent

LS °
= Medication
Electronic Consent Process Paper Consent Process inta ke SC h eme
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Personal Data Collection and Courier Report

UZ Leuven
First Name Shawn
Address Street Street 179
Address Postal Code 4557

Phone Number 04793853

Email address if zpplicable
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v Subject ID
LastName
Address Number
Address Town/City

Reporting

Viedication kits - Subject shipment address detail repo

Configure report

Study ID *

Show records

—-Please select-- v

from

3

until 11-Mar-2021

X

Smith

Brussels

First name & Last Name will be auto-

populated from eConsent.

Address, phone number, email address will
be permanently deleted after the study

SUBJ_Z_1001

h

and PDF format

* Courier can select period & run report
Report can be downloaded in excel

¥

SAVE FILTER RUN REPORT
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Patient’s App Activation & App Features

Study ID -

Subject ID - Sub0022

Regenerate codes

Privacy policy

App activation codes Qe  Medication * Patient App menu, flexible
For user ID: 1603378409047 (Patient or legal authorised representative) features, f/eXib/e reordering
Scan the QR code OR Enter the unique code % Label * Alerts for notifications
Unique code
741369 B Health Log
Subject ID
TCS2202 E
Learn
The codes are valid for 2879:59 mins .
(‘ Contact

Settings

Generated by Site
QR code or Unique Code

Y

Log out
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Medication Receipt & Verification by Patient @home

Enter kit number
Scan barcode

Enter kit number

12110109

- -
DILTIAZEM HC
130 mg | TABLET

N5107974501

il
'
Lot 9C054 Exp. 3/ 1
G, BY: UDL, ROCKFORD, IL

No study information available

Confirm receipt of medication kit

Scan barcode

If Scan barcode If Enter kit number

Enter kit number . .
is selected is selected

Kit 12110109 has been received

OK

Kit receipt confirmed

Wrong kit message
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All-in-One Digital Label in Local Language Pushed To Patient’s Phone

MK7001201
* Integrated & all-in-one Label (e.qg.
or placebo subject ID from EDC/RTSM)
N * Easy-to-read with headers and
= A ‘ zoom in/out functionality
° Oral use, 4 x 2 tablets/day . .
* Flexible reordering, most
Dosng nstructions important info at the top
e Take 2 tadlets 60 minutes before each meal and then ° Confirm ready & understanding
before bed, 50 approximately 4 hrs apart, and a1 the o

time each day
MK7001201 © Warreg

Study medication: Blister Keep out of sight of children. For clinical trial use only

Store at room temperature (1525 degree C)

New (or updated) Label notification ey
60 tablets

/' | HAVE READ AND UNDERSTOOD THIS
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Personalized Support Throughout The Trial

Diary entry

It's time for your medication

Please remember to take 2 tablets at least 1 hr prior to your
lunch and confirm your intake by completing the diary.

Medication
) 2 Tablet
Personalized treatment .

notification

Evening

Did you take your medication?

YES NO

How many Tablet did you take?

= 2 W

* If smart packages are used, # tablets,
date & time are uploaded automatically.

* Integrated with external smart blisters, \
smart bottles and smart inhalers in place

When did you take your medication?

b 17:00

- [C5 ADD

Digital Advantage for Life Sciences

Medication Diary

Did you take the medication 1 hour before your meal
(applicable for moming, noon and evening) *

%

() Not Applicable
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Medication Intake Not as Planned with Smart Site Alerts

Diary entry
Evening * If No is selected or Not the expected dose was taken, a reason
Medication need to be provided.
o Select a reason * In case Medical or Other is selected a free text field will pop up.
Forgot
Did you take your medication? Medical

YE Other

/ Site Alert on Home screen of Site Portal

hy could you not take your medication as planned?
Select a reason

Todo Medical reason selected

Subject SUB002 from study CCTDEMOO1 and site A20-1001 has
selected “Medical Reason” on the dosing information form for

planned dosing instance date 25-Feb-2021 and time 00:15.
25-Feb-2021
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Automated Motivational Messages & Score Card

Medication

[0

Your score this week

100

Well done!
You're a superstar!

Pending diary

0

(Last update : 1 minute ago)

(treatment intake compliance
between 75-100%)
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Medication

0

Your score this week

65

Nice work!
Keep trying for 100%.

Pending diaries

7

©,

(Last update : 1 minute ago)

(treatment intake compliance
between 50-75%)

0%

Medication

Your score this week

25,

Is everything OK?
Let us know if we can help.

Pending diaries

7

(Last update : 1 minute ago)

(treatment intake compliance
between 0-50%)
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Real-time Insight & Oversight for Site

@ LAUNCH EDC

SUBJECT INFORMATION ) @

SUBJECT ACTIVITIES

( MEDICATION ACTIVITIES

Approve adherence data

@ Doses pending site approvals

VIEW DATA

Health logs

@ Pending review

VIEW LOGS

Pending acknowledgement

CURRENT

’

Real-time insight and review of
medication intake data, Health
surveys, Label confirmations

@ LAUNCH EDC

SUBJECT INFORMATION

[ @ SUBJECT ACTIVITIES

@ MEDICATION ACTIVITIES

Real-time insight in kit dispensing,
lost/damaged kits, return of kits and
flexibility to delay or skip dosing
scheme (e.g. based on adverse events)
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Dispense kits

To dispense

@]
[ dY 0

Mark lost/damaged kits

d 0 Lost and damaged

D

16

Collect used kits

To collect

@]
FS dY 1

Modify treatment

(Change dosing regimen, dose skip and dose delay)

P Treatment start date
Day1
00? S

COLLECT

Dosing regimen
Medication
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Key Takeaways

...are you ready to
join this journey?
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Experience certainty.

Any Questions?

- UC5 ADD

ol

TATA

If you are interested to learn more about TCS
ADD offerings, please do not hesitate to contact

Dr. Hilde V. eh

E: hilde. vanaken@tcs com /

E: add.platforms@tcs.com

W: https://www.tcs.com/advanced-drug-development
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