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lusditons | AASYAE | s

EC (Europe) Metadata list describing real-world data sources and studies 2022/6
Good practice guide for the use of the Metadata Catalogue of Real-World Data Sources 2022/9
Reflection paper on use of real-world data in non interventional studies to generate real- 2025/3
world evidence for regulatory purposes

FDA (United Framework for FDA’s Real-World Evidence Program 2018/12

States) Considerations for the Use of Real-World Data and Real World Evidence to Support 2023/8

Regulatory Decision-Making for Drug and Biological Products

Real-World Evidence: Considerations Regarding Non Interventional Studies for Drug and 2024/3
Biological Products

Assessing Electronic Health Records and Medical Claims Data To Support Regulatory Decision- 2024/7
Making for Drug and Biological Products
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MHLW/PMDA  [HGREHGFEZFCHITDIL A MNUDERICEEITAIERNE XS] (CDULT 2021/3
(HA) [L2X MNUFT—A % AR BEE CHAT DISEDOERTIBERDICHDEBEE S ]
(CDL\T

EEHEEROFKREIE—EZE Eﬂm$ﬁ2m%¥méntmﬁzinuam 2024/10
CLZXMIF—A%&FERIBIBOEBERICDLT

AERTBRERER (CRE T DEERSEIE(CDULVT (Early Consideration) 2025/3
Health Canada Optimizing the Use of Real World Evidence to Inform Regulatory Decision-Making 2019/4
(Canada)
Elements of real world data/evidence quality throughout the prescription drug product 2019/3
life cycle
MHRA (UK) Guidance on the use of real-world data in clinical studies to support regulatory decisions 2021/12
Guideline on randomised controlled trials using real-world data to support regulatory 2025/75E5h
decisions
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SFDA (Saudi Real-world data in Saudi Arabia: Current situation and challenges for regulatory decision-  2020/5

Arabia) making
Framework on the Use of Real-World Data (RWD) and Real-World Evidence (RWE) to 2025/6
Support Effectiveness and Safety for Marketing Authorization of Medicinal Products
NMPA Guidance on Using Real-World Evidence to Support Drug Development and Regulatory 2020/2
(China) Decision-making (For Trial Implementation)
Guidance on Using Real-World Data to Generate Real-World Evidence 2021/4
Swissmedic Swissmedic, Switzerland position paper on the use of real world evidence 2025/4
(Switzerland)
ANVISA Best practices guide for real-world data studies 2023/9
(Brazil)
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e CIOMS Working Group XIII'C¥H. Real World Data/Real World
EvidencelC DU\ CERDMTHILZ,

Real-world data and * This consensus report aims to describe the potential use

real-world evidence in of RWE for decision making; RWD and data sources; key
isi ki "5“ . . . . . .
regulatory decision making scientific considerations in the generation of RWE; and

Report of the CIOMS Working Group Xl ethical and governance issues in using RWD.

The Council for International Organizations
of Medical Sciences (CIOMS)

CI@MS
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e RWD/RWEDERFZMRHZRICKDERD TS,
| jurisdictions | ____________Rwop | Rwe

FDA (United States) the data relating to patient health status and/or the delivery of clinical evidence about the usage and potential
health care routinely collected from a variety of sources benefits or risks of a medical product derived from
analysis of RWD

EC (Europe) routinely collected data relating to a patient’s health status or  the information derived from the analysis of RWD
the delivery of health care from a variety of sources other than
traditional clinical trials

Health Canada (Canada) data relating to patient status and/or the delivery of health the evidence regarding the usage, and potential
care routinely collected from a variety of sources. benefits or risks, of a medical product derived
from analysis of RWD

Swissmedic (Switzerland) all data other than those collected through a clinical trial information derived from analyses of RWD
conducted as per ICH GCP. This may include — but is not
limited to — registries, observational studies, electronic
healthcare records, medical claims, billing data, and patient-
generated data (e.g. using mobile devices/wearables).

https://www.fda.gov/media/1 54449/ download
Clin Pharmacol Ther. 2 :
www.canada.ca/en/services/health/ publications/drugs-health-pfodulls/real-world- data- ev1dence drug-lifecycle-report.html
https / /www.swissmedic.ch/swissmedic/en/home/newsymittei nagends pesitionspapier-veswendungirealworld-evidence. html
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C (Early Consideration) ZDOEBRDEEIRIE T CHISEN/ZT—7% (Real World Data. AF
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RWD Dl & LTI, BFEREER (EHR) S5SNI —4. EER:
RUOGERT—4. BRhkWMERESFEHNSESNIET—4. BEEFMER U
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ENEELFBRUTDMOERD FRIRET—4) HEITEND, —



1. B

Randomized, Nonrandomized,
Interventional Study Interventional Study
Traditional randomized trial Trial in clinical practice settings,
using RWD in planning with pragmatic elements Externally controlled trial
RWD used to assess enrollment Selected outcomes identified using, Single-group trial with
criteria and trial feasibility e.g., health records data, claims external control group
data, or data from digital health derived from RWD

RWD used to support selection
of trial sites

N Engl J Med 2022; 386: 1680-2

technologies

RCT conducted using, e.g., electronic
case report forms for health records
data or claims data

Generation of RWE

Increasing reliance on RWD
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Nonrandomized,
Noninterventional Study

Observational study
Cohort study

Case—control study

Case—crossover study
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20229678 : ICMRADRBIZ B ICH T DRWEER (Cd =D TDDecision-making(C
B9 EFTITOCEmRiGERIALIE,

(https://icmra.info/drupal/sites/default/files/2022-07/icmra_statement_on_rwe.pdf)

20244E68 : ICH Reflection paper NGRS N D,
BITFD2DD MEYIICDUNT, SEICHCEA I D EMRRESINT

* QGuideline 1 RWD/RWE terminology, metadata, and assessment principles

* QGuideline 2 RWD/RWE protocol & report format, and study transparency
X Guideline 2(3Guideline 1H'Step 4(CEHE U (ICHIBT D &N/,

2025438 : ICH MCIC KX D Guideline 177 bEWY O EUTERAIT A EMNERESIND,
2025%F5H : ICHY R — REA(ICHBUT. Guideline 1 F/lZ/RAICHNEW O E LT
KRIR=na.

k.
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Topic Objective Deliverables
RWD/RWE * Promote a common e Common operational definitions of RWD
terminology, metadata, understanding of the types and and RWE, with clear scope, breadth of
and assessment scope of RWD/RWE potential RWD sources, and level of
principles * Guide the discoverability, granularity (e.g., pertaining to RCTs and

identification, and description non- interventional studies)

of RWD * Core list and use of metadata

* Inform the assessment of * General principles for assessment of
RWD/RWE for regulatory RWD/RWE
purposes

-
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e E23 EWGIC(I30HAEMS SN,
e Rapporteur : Dr. Patrice Verpillat (EC, Europe)

* Regulatory Chair: Mr. Andrew Raven (Health Canada, Canada)

* ANMAT, Argentina « Global Self-Care Federation * NMPA, China

* ANVISA, Brazil e Health Canada, Canada e PhRMA

* BIO * IFPMA « PPBHK, Hong Kong, China

* CECMED, Cuba » IGBA » Roszdravnadozor, Russia

 CIOMS e JFDA, Jordan * SAHPRA, South Africa

* DINAVISA, Paraguay * JPMA * SFDA, Saudi Arabia

e EC, Europe  MFDS, Republic of Korea * Swissmedic, Switzerland

« EDA, Egypt « MHLW/PMDA, Japan * TFDA, Chinese Taipei

* EFPIA « MHRA, UK * TGA, Australia r

~_* FDA, United States « MOH, Kuwait * TITCK, Turkiye —
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+ 2025/9H E23 EWGH'IBRKEND
LAPE. FE(CConcept Paper®ORNEFIC DU\ TCixkim

e 2025/10A Concept PaperZzZICH MCICigH

« 2025/11B ICHS > HR—ILES
e Team Introduction
* Concept PaperhVEGE =N D,

SESA

e Work Plan. Technical Document®ORNBE(C DU\ CiEsmFALL
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« 1DDEMREEE(L, FRH_EDEBIRE (CHIZD CRWDAURWEN [EDKDIC
[V D] OSSNSO DV TIRERIEFENIGIT SN TS ZETHD.
NICKD, LIFMEIEtiRZ =N TLS,

o RWDMRURWEDFRAKRMNEIHCEITDIFRICEALT. YBE. %, 7HFT =7 PMAoED
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e Concept Paperd D —&Bk#: (I BZ4EHFNER)
R NERERE
@ HUKEITD. RWDKRURWEDEERDA—EL
@ RWDDKDERULVEFHHEDITOWMES
® RWDKRURWEDFHICdH Tz > ChO—ARIRAIDH— %D R,
15 (C. EEMOBIMEZIHMN T BD(CHIcD T WLWDRWEZEHIAREH
Timeframe .
o #24F (~2027£FF) TStep 2a/2b/\DE|E
o FI3FEFBUAN (~2029%) DERKZHEHIET
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e Concept Paperd~ D —&B#k#: (I HEEFER)
AWGH'EZESIANRI AW |
- IFEDEZBMHEBNROEBEERZRINT . FERRIDEEMNSHIREICED S
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RWEZ FHVWVZEHI (CH 1T D30, —&81%. SHEOIEEZBIET .
« BRREZIBEL. 72RAY hAT A DI Z—X(CHIGL. EREmODTZEN
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« Work PlanDICH T JHA hrMADNEK

« 5|EZHEZE23 EWG CTechnical Document®ARE (C DU\ T DGR TR &
* Introduction
* RWDRURWEDTEER
* the types and methods of data collection

etc...
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