Guidance from the FDA on the
Use of Real-World Evidence
(RWE) in Non-Interventional

Studies : A Visual Guide to the

Published Resources

The FDA is continually publishing and updating guidance to allow for and encourage the
generation of RWE specifically for regulatory decisions. In August 2023, they issued new
guidelines for industry:

These guidelines cover the incorporation of RWE in both pre- and post-market regulatory
decisions regarding the effectiveness and safety of a drug and focus primarily on non-
iInterventional studies.

Here we provide a quick visual summary of the resources referenced in that guidance:
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Postmarketing Studies and Clinical
Trials—Implementation of Section
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