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Data Standards for Drug and Biological Product Submissions
Containing Real-World Data Guidance for Industry

The Guidance for Industry Providing Regulatory Submissions in
Electronic Format—Standardized Study Data (Study Data
Guidance)

Framework for FDA’s Real-World Evidence Program (December
2018) (https://www.fda.gov/media/120060/download)

Study Data Technical Conformance Guide - Technical
Specifications Document
Website of Clinical Data Interchange Standards Consortium

(https://www.cdisc.org/)

Description of Define-XML file in CDISC Website

(https://www.cdisc.org/standards/data-exchange/define-xml)
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