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“Real-World Evidence (RWE)
is the clinical evidence 
regarding the usage, and 
potential benefits or risks, of 
a medical product derived 
from analysis of RWD.” 

“Real-World Data (RWD) are 
data relating to patient health 
status and/or the delivery of 
health care routinely collected 
from a variety of sources.” 

Defining Real-World Data and Evidence

Rigorous and Reliable 
Analytical Methods

US FDA CDRH’s 2017 Guidance was the first policy explicitly addressing RWD and RWE 
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Medical Device RWE Activities & Guidances
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US FDA Recent 
Policy Guidance 
Overview
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Main Take-Aways: Generally, similar components as 2017 version. Updates include expanded details on expectations AND 
more structured overview of the Agency’s submission expectations. 

FDA CDRH RWE Guidance 2023 DRAFT

RWE
RWE Assessment Criteria
Draft provides a clearer set of 
expectations for WHAT to include in a 
submission but not HOW it will be 
assessed by the Agency

RWE Use Cases
List of possible uses of RWE in a regulatory 
submission has been expanded and now 
includes training AI, validating COAs and 
converting EUAs (IVDs)

Real-World Data Sources
The examples of RWD has been expanded to 
include patient-generated health data (PGHD), 
device-generated data and public health 
surveillance data 

Good Research Practices
Draft includes reference to Good Clinical 
Practice (GCP) and our policy shaping will focus 
on supporting the development of consensus 
on good RWE research practices. 

Data Relevance and Reliability
Significant clarification of the Agency’s 
expectations with “checklists” and tables for 
components to include in submissions

Source: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-use-real-world-evidence-support-regulatory-decision-making-medical-devices

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-use-real-world-evidence-support-regulatory-decision-making-medical-devices
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Slide Curtesy of Daniel Caños, US FDA CDRH

Common Considerations

§ Scientific rationale for the study

§ Definition of the subject populations to be evaluated

§ Listing of the study endpoints

§ Definition for treatment group

§ Summary of the methods of analysis and an evaluation 
of the data derived from the study, including any 
appropriate statistical methods utilized

§ Discuss considerations around missing(ness), data 
quality, misclassification, variable 
(conceptual/operational) definitions, & data accrual 

§ Recommendations may also be applied to clinical studies 
used to support some 510(k) and de novo submissions 
with clinical data 



More guidance on submission components & expectations

• Table of Recommended RWD Relevance Elements for 
Submission of RWE

• Table of Recommended RWD Reliability Elements for 
Submission of RWE

• Examples Where RWE is Used
• New or Expanded Indications for Use
• 522 Submissions
• Control group
• Supplementary Data
• RWE Obtained from Use of EUA device
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Appendices
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Role of Public-Private 
Partnerships to 
Advance Regulatory 
Science and Policy 
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IHI core goals are to:
• translate health research and innovation into tangible benefits for patients and 

society, and 
• ensure that Europe remains at the cutting edge of interdisciplinary, sustainable, 

patient-centric health research.

IHI is a partnership for health research and innovation between the EU 
and Europe’s life science industries.



Integration of Heterogeneous Data and Evidence towards
Regulatory & HTA Accetance (IDERHA)

academia & research & public industry & SM associated affiliated



IDERHA Vision
Integration of heterogenous Data and Evidence towards Regulatory & 
HTA Acceptance

Build an open, disease agnostic and federated data space which enables connectivity, access, use and 
reuse of digital health data

Develop consensus policy recommendations on 

1) health data access

2) heterogeneous health research (e.g., RWE) for regulatory & HTA decision-making



Data 
Requester

Data 
Holder

IDERHA Secure Data Access Infrastructure Principles
Based on standards, enabling interoperability & easy re-use of existing solutions incl. FAIR, GA4GH* & IDSA**

Data Request / Analysis Tool / Algorithm

Results / Insights

Receiving Analysis Request

Source Data is ACCESSED
not SHARED

Sending Analysis 
Request

Receiving the Results of 
the Analysis

Technical SolutionGovernance

*GA4GH: Global Alliance for Genomics and Health (GA4GH) sets standards and frames policies to expand genomic data use https://www.ga4gh.org/
**https://internationaldataspaces.org/

https://www.ga4gh.org/


Ongoing Policy Changes
(EHDS & AI regulations)

Policy Barriers, Challenges and Evolution

Clear governance to enable 
Health Data Access & Sharing

Criteria for determining the 
Acceptability of RWE for 

Regulatory & HTA Decision-
making



Provide well-researched 
and consensus-driven 
recommendations to 
Inform and Accelerate
harmonized policy 
development 

Develop 
Recommendations

Define Policy Priorities

Engage with Key 
Stakeholders

Policy 
Goal

Landscape of Current 
RWD/RWE Policies

• Potential benefits of RWE

• Policies and requirements reflect concerns 
about the potential for poor quality research 
and misuse

Evolving 
Perspectives

Emerging Best Practices

Finding: To build trust, policy & programmatic changes 
needed to ensure high-quality and transparent research. 
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Key Policy Gaps

https://www.iderha.org/

Funded by




