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o author(s) and do not necessatrily reflect the official policy or position of

T CDISC.
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» We are going to discuss on Decentralized Clinical Trails in particularly
Umbrella Trails in the post covid era.
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.. Why we need Decentralized Clinical Trials

It is well evident that safety and efficacy data collected from randomized controlled

% trials (RCT) provide high quality data on restricted patient populations and has been
.. standard for determining market authorization. There are reasonable benefits in using

ize RWE:
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Some Examples of Decentralized Clinical Trial concepts
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‘... lab Test Results, Diagnosis, Route, NDC / RxNorm Medical Claim, Testing Data (SNPs / Conditions and Allergies
o Procedures, Pathology codes), Concomitant Prescription Drug Claim, Panels ) , Multi-Omics Data Relating to Patient and
**:1  Images, Microbiology Data, Therapies, Point of Sale Other Drug and (Proteomics, Extended Family, Smoking
sevi@d Provider Notes, Admission / Data, (Prescription & Treatment Use Data Transcriptomics, Status, Alcohol use
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g;c?:essng]l(e?ra’eg?ﬁfblz Climate Factors, Patient Reported Patient Communication Disease Burden Clinical
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stress), Other Personal Health Rates of Treatment,
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Occupational Sources Reporting, Quantity of Costs, Disease Control,
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Umbrella Trial Protocol Design

. Patient registration

1

Analysis of genomic information using NGS

. Marker 1 Marker 2 R— Marker N Negative for
PR ok positive positive positive all markers
Sub-study
Sub-study 1 Sub-study 2 Sub-study N /follow-up

Source: Trails Journal, Article Number:572 (2019)
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General Schema of a Umbrella Trial Protocol

’ """ ' Biomarker Profiling

s Sub-protocol 1 Sub-protocol 2 Sub-protocol 3 Sub-protocol N Non-match
Fa (experimental drug [l (experimental drug [l (experimental drug (experimental drug protocol (drug
1) 2) 3) N) —

Source: Trails Journal, Article Number:572 (2019)
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Differences between Umbrella & Basket Trials

+.. [umbrella trial Basket trial

Single disease  Multiple targeted Multiple diseases ~ Common targeted
fih : intewentions . |ntervent|0n(8)

o /l\->
I Targeted intervention 1 > T
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S\ Targeted intervention 2 )
l >
/
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— Targeted intervention 3 >

Source: Jay J. H Park et al. Trials, Article Number: 572 (2019)
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https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-019-3664-1

Schematic Diagrams of Umbrella & Basket Trials

i ¢ )

Single dissase Disease or Disease or Disease or
hostologic hostologic hostologic
feature 1 feature 2 feature 3
Screen for presence of targets \ l /
Screen for presence of target
Biomarker 1: Biomarker 2: Biomarker 3: 9
positive positive positive Target-positive particpants
Targeted therapy 1 Targeted therapy 2 Targeted therapy 3 Yral op
r d '_. L) =L a
Single group or assigned according to ground oS .

Source: Jay J. H Park et al. Trials, Article Number: 572 (2019)
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Platform Trial

. Interim analysis Interim analysis Final analysis
o s
CIETRr ° Standard-of-care
_ > T > i T—l
e 3 o =
: e - 2 \ Intervention 1 =
R )
. /
~ 5 @
— Intervention 2
g > R

New arm = | 3 = — -
ntervention
= > > -
® o

. ® o
Ability to drop arms early and New arm Siletvention B m -

Flexibility to add new arms introduced

Source: Jay J. H Park et al. Trials, Article Number: 572 (2019)
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Estimated Benefits of Decentralized (Umbrella) Trials

— Cost-savings assumptions
Derisking programs

* Quickly test hypothesis, answer scientific
questions, and fail fast Source data

Estimated reduction
Cost component in cost (percentage)*

10-205%
- Evaluate and compare treatment verificatlon costs
combinations or competing drugs N o0 Do
Reducing cost and cycle time Site monltoring costs 20-25%
 Faster time to activation Administrative costs 20-25%
 Partner to share risk and cost
i ; Shared cost of 30-35%
Continuous learning control arms
« Access the latest and best thinking on Overhead costs 30-35%
complex disease area
Aggregate savings 129%-15%

» Generate real-world evidence across entlire trial

Source: Jay J. H Park et al. Trials, Article Number: 572 (2019)
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Estimated
Savings —
Time & Cost
with Umbrella

Impact of cycle time savings Impact of cost savings

Traditional patient enrollment

LIS and site-startup time: Trag:i:’”;';;’su
117 weeks '
Master protocol patient enrollment Master protocol cost:
and site-startup time: $9.5-$9.8M
i 96-102 weeks
savings: 13%—18% savings: $1.3—-$1.6M

(15-21 weeks) (12-15%)

Source: Trails Journal, Article Number:572 (2019)
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Thank You!

Thank you for your
time and attention.

We appreciate the
opportunity to share
Decentralized Clinical
Trials — Umbrella with

you all.
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