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DCT Overview : Background & History

DCT has been started more than.decade, and COVID-19 Pandemic push the trend
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DCT Overview

Concept of DCT : from Site Centric Approach to Patient Centric Approach
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https://www.jpma.or.jp/information/evaluation/results/allotment/dct.html

DCT Overview

DCT is “How” (not “Purpose”) : Hybrid DCT is starting point for DCT implementation é%f-k’e,

DCT4#EHRT A ENBMNTITLGL. [?ﬁiﬂémﬁﬁﬁﬁﬁﬁl.
DCTIZEHRBIRDF &(How) D— 2 Th 3. -9-0-0—9-0-0—6

o] - HETORE
- B ToRE - AE
- EFBETORE, EMER

iz’;‘f'é.l]:% E ‘f‘?’C (j: nm Eﬁgﬁo) 70 O t Zéf % [ERERA %R ICHKF L 4 W ERRAR (DCT) ]
= Bm(_%ﬁﬁ-d_éJ:L):E) *&%ﬁﬁo)joan/r)[/\ Q“-mﬁ-ﬂﬁ-*ﬂ*“- ‘_E%m — 5T
AREROFFMER. BFEDHFEEFICH->T. H9 o a8

HISDCTFEZEAT S NIEGH ODDCT 1 hE i (B - )
]\0) II:I:II %ln\ & L/ -t HX :E) ﬁ% E’] —C % é o [EEREHBY o EBR ICHRTF L e LW ERARELER(DCT. BE&RY))

ERN THA st 9 A2, [Patient Q Web 3 £/ Web

HEEICIGETEREBET

Centric] 2 IO BEHISE T #BrIE LT, OBE - A BHEDE D
%DCT$5£ (HOW) G) H 75} f? ﬁﬁﬁ é -l-:_l— %) :E G) % B 1.2-1 rmmmi:&#bf:b\?ﬁ“ (ncT) |
ELSCERLTOW ZENEETHD, a4 i

https://www.jpma.or.jp/information/evaluation/results/allotment/dct.html

2/21/2023 Company Confidential ©2021 Eli Lilly and Company. Content is not to be recorded or photographed without prior permission. 6



https://www.jpma.or.jp/information/evaluation/results/allotment/dct.html

Why do we need DCT? <, I3

We need to make clinical research accessible and convenient

DCTOEAIZL Y., BERSIMERME~DT VL XEM, BBRSMEOEBRER. RBRSMEOSHCHEENZERTS TS,

WE KNOW THAT: DECENTRALIZED CLINICAL
TRIALS CAN HELP US:

Fewer than 5% of eligible patients
participate in clinical trials.?

@

Increase access to potential patients:
Barriers to participation, including time
Fll) off work, time to travel to sites, and
O—0~  other inconveniences can be a
significant deterrent.2

Remove barriers for trial participantss

@

Enhance diversity in trial participantss

@

Across a number of disease areas, racial
@? minorities are at increased risk yet are
under-represented in clinical trials.3

12020 Clinical Trials in the Age of Coronavirus | Medidata Solutions - Medidata Solutions
29019 Assessing Patient Parficipation Burden I|Sased on Protocol Design Characteristics - PubMed (nih.gov) 42019 Decentralized Trials in the Age of Real-World Evidence and Inclusivity in Clinical Investigations - PubMed (nih.gov)
32018 Addressing Diversity in Clinical Trials - PharmaVOICE : PharmaVOICE 2018 Decentralized Clinical Trials | Clinical Trials Transformation Initiative (ctti-clinicaltrials.org)

2/21/2023 Company Confidential ©2021 Eli Lilly and Company. Content is not to be recorded or photographed without prior permission.


https://www.medidata.com/en/clinical-trials-covid19-infographic
https://pubmed.ncbi.nlm.nih.gov/31426692/
https://www.pharmavoice.com/article/2018-03-diversity/
https://pubmed.ncbi.nlm.nih.gov/31013350/
https://www.ctti-clinicaltrials.org/projects/decentralized-clinical-trials

Why do we need DCT in Japan? <, 30

We need to accelerate clinical trials inJapan for simultaneous drug development
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https://www.jpma.or.jp/opir/news/063/pdf/pdf-08-01.pdf
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From Site-Centered to Decentralized <o, (138

We can utilize multiple DCT capabilities. We have also what is NOT changing.

EREEP LN, BERDDOERKRAEN, ZLODCTFENEFRATEDLIICHEOTETLEIN., BB ELHYFET,

o Protocol visits solely at investigator site
5 2 e site Sites lareel SIEL
Q' Staff Ites largely =y { [ERN ‘_f
> ¢t b identify patients g xZ 0—O |- -I % :/
8 8 '8 I- ] g through their
) ©
é 9 S databases Paper, in-person Patient driving Most assessments Data collection
o n Consent to site every visit conducted at stie at site
o ﬂ@ﬂ o U E A C
RRRTR
Patient

O 8 Add and enhance recruitment capabilities Transform delivery so that many protocol procedures are designed to be conducted remotely
- Ny E
m o
Hw® X am]
o £ 3 [e] < =
ot c ® CDJ
b o [—————
5 O @©
= O o
E 8 Digital Recruitment Recruitment Telemedicine Mobile Local service Local lab Full e-data capture Local drug

Partnership Healthcare provider (e.g. collection (e.g., EMRs, delivery &

Minute Clinic) & Imaging wearables) dosing
= |Investigators are responsible for oversight of trial participants and trial records
What is NOT ARERISRRESMENEECRROBRLICHLTEEEETS
cha nging; =  Same high standards for patient safety, trial integrity, and data quality
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Lilly DCT Goals & Value

<z, (X350

BEISAICEFMETERSRZ—HTHERE(BECEBBIAICEITSZ M. LillyIZEH 1+ 5DCTDGoal T,
BHMZEFE->TTHA U OERBNSDCTOa VYT FZ2lY AN, #HEBREOHBSMADT7 VR EAESEFET,

Decentralizing clinical trial conduct
to accelerate new innovative medicines to patients

DECENTRALIZED BY DESIGN B

Designing Clinical Trials to Meet Patients Where They Are
* Decrease the additional burden of clinical trial participation by
designing trials with patient accessibility attributes

0 00

0NN

ACCESS TO TRIAL PARTICIPANTS

Enabling Greater Patient Access to Clinical Trial Participation

* New virtual and physical ways to educate, engage, screen, and
enroll patients who would not otherwise have considered clinical
research as an option.

Achieve/exceed enrollment goals for diverse patient population, and
more geographical coverage across the US

I

Faster enrollment, and maintained or higher retention

Clinical research that is increasingly accessible to a larger and more diverse patient population in any given country.




Lilly’s DCT Capabilities

LillylZ387E. DCT®MCapabilitiesz#Group%y [+ L=t T, Leaderz{Efm L. RFDDCTEEADELZHITTLNET,

TELEMEDICINE LAB + NOVEL
+ VIRTUAL DIAGNOSTIC RECRUITMENT
ORCHESTRATION COLLECTION + SCREENING

i g

MOBILE REMOTE DRUG SUPPLIES MOBILE RESEARCH +
HEALTHCARE + DATA ANCILLARIES SUPPLY UNITS
NEW SITE MODELS CAPTURE DEVICES

& o o) -
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Lilly DCT Journey

Lily®DCTMJourneyldUSM bigE Y . SPOEHFIZEMN > TULVET,

Adapt to changing clinical trial Expand use of Novel Screening Implement decentralized Active efforts to assess and
environment by employing capabilities to increase capabilities across Lilly portfolio implement decentralized
decentralized capabilities diversity and enrollment for trials capabilities OUS
including, Mobile Research Alzheimer’s trials
Units, in COVID, Alzheimer’s, [ Televisits | Mobile Healthcare

and Diabetes trials | Site & Patient Applications |
. Novel Recruitment |

Patient Education | & growing!]

- Continuously collecting Site + Patient Feedback
A — we want to hear from you!

https://www.lilly.com/news/stories/lilly-creates-mobile-research-
units-reach-elderly-patients


https://www.lilly.com/news/stories/lilly-creates-mobile-research-units-reach-elderly-patients

CONSIDERATIONS for DCT TRIALS “u, (150

BESADZLZRDICEWNV-LT, KE. HBRTHY A . Phase, BBRE. EARHFZMKL. DCTICET B R/E L TLFET,
BHRMICE, FHEBREEMTORERFECEDICERERIC, BHBTOEDCTFENDBATEZRELTVEET,

New DCT Trials are Disease state and patient population
selected based on: that benefit from more
access and remote visits

Planned milestones allow for
strategy, planning, and
implementation of
decentralization as part of
study design

| Studies in which essentialism (VBR) is
£ 3 ‘ applied to design and include procedures for
i :

which prioritized capabilities can enable
remote visits

\ Keeping the Patients in the center j

; /
\\ ’POf everything we do /

Phase 2: DCT benefits design or where DCT capability

Storage, preparation, . . L
£, prep validation is needed to support phase 3 use within the

administration, and other IP
considerations are feasible P
within a decentralized design

I?l

1

same program
Phase 3: non-primary outcomes or where validation is
already available or not required




Lilly DCT Challenges in Japan
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e-Consent
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DCT in Oncology

Advancing Oncology Decentralized Trials by FDA

FoA IR & DRUG

+Home / AboutFDA /

In 2020, the US Food and Drug Administration
issued guidance for trial investigators on clinical
trial conduct for the duration of the COVID-19
public health emergency. This guidance clarified
that, where appropriate, FDA regulations can
accommodate the adoption of methods to
facilitate trial decentralization through the remote
collection of trial data outside of a standard in-
person clinical trial site. These methods include
patient-centric trial flexibilities such as electronic
informed consent, virtual clinic visits, delivery of
investigational product to the home and obtaining
laboratory or imaging assessments locally.

The FDA Oncology Center of
Excellence (OCE) supports efforts
to modernize clinical trials and

evidence generation. CovID-19
provided a proof of concept for several
decentralized trial modifications, and OCE is
engaging with stakeholders to evaluate the
benefits and challenges seen with decentralized
trials in order to prioritize streamlined procedures
to deploy in future prospectively designed cancer
clinical trials

FDA Organization / Oneology Center of Excellence / Advancing Oncology Decentralized Trials

<z, (X350

‘ Q Search | ‘ = Memw ‘

Advancing Oncology Decentralized Trials

Modernizing Evidence Generation

Background Why is This Important? Ongoing Initiatives

 Decentralized Clinical Trials

(DCT) hold promise to reduce
patient and sponsor burden
and increase accrual and

retention of a more diverse trial

population, a key goal for OCE
programs including Project
Equity and Project Silver.

Evaluating the COVID-19
experience with remote
assessments is important to
develop best practices when
deploying DCT modifications in
future prospective DCT designs.

The Clinical Trials Transformation Initiative (CTTI)
Collaboration

There is a lack of data as to which DCT modifications were used in
registrational trials conducted during the COVID-19 pandemic that subsequently
were submitted and led to FDA approval of a new oncology indication.

FDA OCE has partnered with the Clinical Trials Transformation Initiative (CTTI)
to conduct sponsor surveys to understand the prevalence of remote trial
modifications for trials that provided evidence supporting the approval of
supplemental or new drug or biologic applications for oncology indications.

ASCO - Friends of Cancer Research Protocol Adherence and
Fidelity Project

Currently there isn’t a quantitative or qualitative analysis of the impact of
COVID-era protocol deviations on clinical trial data from multiple sponsors.
Using a mixed methods approach (sponsor survey, interviews, and data meta-
analysis), the project aims to describe and evaluate the impact of the COVID-19
pandemic on the types, frequency, and risk of protocol deviations documented
in cancer treatment trials.

FDA'’s OCE is providing oncology regulatory perspective as a member of this
working group.

https://www.fda.gov/about-fda/oncology-center-excellence/advancing-oncology-decentralized-trials



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
https://www.fda.gov/about-fda/oncology-center-excellence/project-equity
https://www.fda.gov/about-fda/oncology-center-excellence/project-silver
https://www.fda.gov/about-fda/oncology-center-excellence/advancing-oncology-decentralized-trials
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