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Determining Real-World Data’s Fitness for Use and the Role of Reliability,

[
Duke Margolis Center for Health Policy, September 26, 2019 -

Figure 2. Examples of Quality Check Principles Figure 3. How Verification Checks for Completeness,
Conformance, and Plausibility Contribute to
Assessing Reliability to Support Fit-for-Use RWD"
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NOTE: FDA has identified issuing guidance on assessments of the reliability and relevance of RWD in generating
RWE on drug product effectiveness as a program item in its 2018 RWE Framework. This paper does not reflect the

views, guidance, or recommendations of FDA.
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