Ensuring Registry Data Relevance and Reliability

for Regulatory Use
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Data fit for purpose Security and privacy
e The registry may or may not be suitable for use « The electronic system used to hold data,
in drug development - it depends on multiple such the as registry platform, has to be
factors, such as population enrolled, which data validated and conform to 21 CRF Part 1.
was collected, and how registry datasets were « Privacy and security controls need to be in
created, maintained, curated, and linked to place.

other datasets.
e The institutional review board (IRB) should
) be consulted.
e The registry may also have been created for one
purpose and may not be appropriate for e There should be informed consent to use the
another. data for the intended purpose.

FDA guidance, ‘Real-World Data: Assessing Registries to Support Regulatory Decision-
Making for Drug and Biological Products-, is available at: 7\
https://www.fda.gov/media/154449/download phuse

This resource is brought to you by the Best Data Practices for Rare Disease Patient
Foundations and Researchers Working Group Project.
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