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Evolution of RWE policies across.
HTA and Regulatory organizations
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Disclaimer

Views are my own and not that of my employer, Johnson & Johnson Medtech, nor any of the funding partners of the
Innovative Health Initiative, or any of its affiliated entities.

This project is supported by the Innovative Health Initiative Joint Undertaking (JU) under
grant agreement No 101112135. The JU receives support from the European Union’s Horizon Europe research and

innovation programme and life science industries represented by COCIR, EFPIA / Vaccines Europe, EuropaBio and
MedTech Europe.

In addition, there are financial and/or in-kind contributions from our Swiss and UK partners.

IDERHA is funded by the European Union, the private members, and those contributing partners of the IHI JU. Views and
opinions expressed are however those of the author(s) only and do not necessarily reflect those of the aforementioned
parties. Neither of the aforementioned parties can be held responsible for them.



Real World Data

challenges — Data quality
what we hear...

Data interoperability

Data access and sharing

Ethics and privacy

EU wide frameworks

Real-world data/RWD is information pertaining to health status and health care delivery that is collected routinely from sources other than traditional clinical trials
Real-world evidence/RWE is derived from analysis of RWD.
www.iderha.org



http://www.iderha.org/

Real World Data
study challenges -
what we hear...

Selection bias

Confounding

Lack of randomization

Missing and Incomplete data

Data protection




RWE for I‘egulatOI‘y and = Expectations in study design
HTA acceptance -
what we hear... = Preference for local data

mm ACCeptance requirements

mm Multiple submissions

= Guidelines

Adoption




Global RWD/RWE Regulatory Policy Landscape
Key RWD/RWE Activities Led by FDA, NMPA, EMA & PMDA

BRWD/RWE MHRA NMPA A IR LN
EmA

uUgFpa  Health ~ Korea MDA

.
.

.

.

.-

TGA

=

policies- what we QQ @ Q@Q
see... o e =EE=E

ic ATaiwan Q
ANVISA FDA

i : e Hman i = e -
RWD/RWE: 50+ guidelines & regulations 9 9 ?
'WHO-CIOMS XIll WG: |1/ -
ICMRA: ICMRA statement on lmem-mu wlhbovllm o sﬂlole mwm m (RWE) for requlatory oomn—mlkmq COVID-19 Ra.l -World Evidence and Observational studies I H
2019: ICH endorsed the Reflection paper on “Strategic Approach to of Technical Scies Studies L_‘_“ : i
‘Submitted to Regulatory Agencies to Advance More Effective Data™ group. mme ° »

* FDA, May 2013, + FDA, Jul l')()
DQ/SM « FDA. De:

* FDA, Dec 2016, FW/DQ/ S‘\A
FW

Medical Device RWE Activities & Guidances

2017 2018 2019 2020 2021 2022 2023

=p=—— & =0—0= ¢ —4—

——
* FDA, Sep, PG * FDA, Jan, SM
* FDA, Dec, FW

A, Dec. FW
* TGA. Nov, FW

* HC, Mar, DQ/SM
* HC. Apr, FW

e .Oiﬂllllﬂ*l

* NMPA.Tan, * NMPA, Apr. - NMPA, Jul. SM
US - FDA o o FW/D W/ + NMPA; Aug. PG
RWE Guidance South Korea ~ China~ NMPA  Japan~PMDA  EUIHI-Call for  US FDA User = NMW{) A, FW FW/DQ g,
MFDS RWD/RWE RWOD/RWE 2Registry RWD  Hoterogenous  Fees for RWE
guidance gu-dance&"vle( guidances Health data P + EMA, Mar, FW  + EMA, Oct, < EMA, Igh FW
roposals b - May. FW  DQism . 3
Pprop: Projects Funded « El FW T EM \q‘ DQ
+ EMA! I)::c W
* PDMA, Mar 2014, ) + PDMA, Mar,
US FDA User EW/
Fees for RWE FDA h . pmw\ Jun 2017, *+ PDMA, Mar,
RWE Examples 1 2 SDQY e W S M Ly,
Report Australian ~ ‘o * MFDS, Jun,
Eumpnn i EU - Initiate  Launched RWE Hub = FW/DQ/SM
Commission | the EHDS < Swissmedic,
MDCG-RWD  Australian TGA~  Legistative Jul. FW/

report on RWD/RWE  Framework

* TFDA, Jul, * TFDA, Jul, PG
B & ® e
SouthKorea-UPDATED S MHRA. Dec,
gquidance

Rl FW/DQ
*H * MHRA, Dec,
Singapore - DRAFT

ol gy ) R
guidance
Authorities Released
NEW or UPDATED ARSI = DRAET
guidance
quidance
US - UPDATED DRAFT
quidance
ICER (USA): A Framewark REALISE working group
YR o to Guide the Optimal (Asia): Use of Real-World
Crz;m_aga nU_K 4 o o Davaloprent anel LUsa of Erwam Data and Real-World CADTH (Canada): | HTACG (EU)
= = o Real World Evidence for ll  Registry Evaluation ] Evidence to Support Drug e Guidarcs on
S 2 Coverage and Formulary fl and Quality Standards | Reimbursement Decision- Pa——— Validity of
us Europe ot S Decision Tool (REQueST) Making in Asia World Evidence Clinical Studies
n=10 n=10
Asia
n=16

ISPOR: Good Practices for e et

NICE (UK): Real World

Australasia e ““:::;g‘;r:;:f:;’”;:f o'l Evidence Framework
n=2 of Treatment and/or published

5 medical devices
Comparative

Effectiveness The SUITABILITY h((kll t

https://globalforum.diaglobal.org/issue/may-2023/rwd-rwe-in-2023-regulatory-policy-world-tour/
IMDRF 2023 - Session 2 Real world Evidence. — adapted.

The maze of real-world evidence frameworks: from a desert to a jungle! An environmental scan and comparison across regulatory and health technology assessment agencies — PubMed 8
https://www.frontiersin.org/journals/medicine/articles/10.3389/fmed.2023.1236462/full
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RWE lor regulatory and
HTA acceptance -

what we are looking for...

Similarities

International data

Collaboration

Harmonization?




RWD/RWE what we
want to discuss...
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Harmonization of RWE policy between
regulatory and HTA?

What has been harmonized? What hasn’t?

What could be harmonized?

|s it harmonization or convergence?
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