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Where does RWE come from?

Disease and Product
Registries

-
Other Sources Informing

on Health Status
(e.g., mobile devices)

B8
https://www.fda.gov/scienc
e-research/science-and-
research-special-topics/real-
world-evidence

© Integrity Healthcare Co., Ltd.



RWD/RWE# {9 2 EHE

Why is RWE/ non-RCT evidence on the rise?

RWE/ non-RCT evidence is growing in utility, acceptance, and
real-world use across the therapeutic product life cycle

Increasing need

for RCT
alternatives

Efficiency in
generating
impactful
evidence

Increasing

regulatory use
globally

Utility in Maturity of RWD
supporting quantity and
lifecycle value quality

{8 : The Rise of RWE/ non-

RCT Data in Regulatory
Effectiveness Decisions; Daryl

Spinner, PhD, MBA
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Steady rate of regulatory RWE/ non-RCT policy and

initiatives in the US —_—r=
--lllustrative/ Non-exhaustive--
Guidance: EHR Draft Guidance:
m 0 - data in clinical Natural history
/ investigations studies for rare
! diseases
21st Century Draft Guidance:
Cures Act w/ Final Use of placebos &
mandate to Guidance: blinding Draft Guidance:
expand RWE in RWE for ! Submitting RWD/
drug approval medical FRAMEWORK FOR FOA'S RWE for drugs &
device REAL'WORLD bio|ogics
regulatory IE"I(ICI))(EII?“ CE
AM
decisions

Draft Guidance:
RWE for medical
device decisions

.

& M',,TNE.!’!D'9§

D k ( \ Green Park Collaborative =~ .~ "~
@ u € RCT DUPLICATE

MARGOLIS CENTER RWE Decoder

for Health Policy

H 81 : The Rise of RWE/ non-RCT

Data in Regulatory Effectiveness
Decisions; Daryl Spinner, PhD, MBA
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KEY FACTS ABOUT THE ® E \0)15_%'”( ;E:E:/)-l_b
WEARABLE TECH IN HEALTHCARE FWERESEHEED=——XIC
~ LI, XKEDZT7SD

: could be saved by doctors = )Lﬁﬁuﬁxo)*uﬁﬁli:o)élﬁ—écﬁg
hrs/ o & T LLE4iEMLTNS,

week | caranis technology
. BAQREEEICEHESH
TERHES D LT 5 T Lk
KD, ERADEAGHE
ShTW?

In a study with over 100 people.
wearable technology identified

]
%
disease-related @0
findings

by O ° from body-sensing technology

workout efficiency
improvement

Hi88 : Aug. 20, 2020, 10:30 AM BUSINESS
INSIDER INTELLIGENCEZ &% (L& (CCTYERK
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The use of real-world evidence to serve as synthetic control arms (SCAs) 11
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EXHIBIT 1 | How Do Synthetic Control Arms Work?

Select relevant flisnto seoct Conduct propensity
studies plnaardized @ score matching

control pool

» Assess available data sets « Apply inclusion and exclusion criteria « Determine the baseline characteristics
, ‘ . . : : o, of the control grou
« Consider the type of tnals being conducted  Use trial-specific design criteria, such el
as indication, line of therapy, phase, » Conduct a comparative analysis of
age, or risk profile efficacy (response rates and survival
curves)
» Ascertain the adverse event frequency
Source: BCG.

HE : https://www.bcg.com/publications/2021/synthetic-control-arms-changing-clinical-trials/(accessed 8/21/2021)



The use of real-world evidence to serve as synthetic control arms (SCAs)
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EXHIBIT 2 | Synthetic Control Arms Can Drive Higher Returns

Nononcology trials—

A : °"C°l°$y trials— RWE partially replaces
' RWE partially replaces ! comparator
' comparator '

RWE supports trial design

Reduction in the number of

@ Reduction in the nu1:nber!ot' ; patients: Up to 50%
E:;;esnts‘ tpifo 0% setecte @ Cost impact: Medium to high

{ @ Costimpact: Medium to high X Time impact: Medium to high

@ Reduction in the number of & Time impact: Medium to high
patients: Up to 10%
@ Cost impact: Low

R Time impact: Low

Significant potential impact
in the near term

Any comparative trial—
RWE completely
replaces comparators

Reduction in the number of
patients: 50% or more

@ Costimpact: High
% Time impact: High

Today Medium term

Long term

Efficiency potential @ Patients needed © Resource costs & Time to market

Source: BCG analysis.
Note: RWE = Real-world evidence.

HE : https://www.bcg.com/publications/2021/synthetic-control-arms-changing-clinical-trials/(accessed 8/21/2021)
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PHR (Personal Health Record)
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Warmful Healthcare for the next 100 years & ever.





