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Recent CDISC Mailings

Date: 2023-03-07, Subject: FDA Mandate, Diff Reports v2

Date: 2023-03-08, Subject: CORRECTION: FDA Mandate, Diff Reports v2
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Sheet: Instr. & Column Descriptions

• The FDA Data Standards Catalog (Catalog) lists the data standards and terminologies that FDA supports for use in regulatory 
submissions to better enable the evaluation of safety, effectiveness, and quality of FDA-regulated products. In addition, the FDA has 
the statutory and regulatory authority to require certain standards and terminologies and these are identified in the Catalog with 
the date the requirement begins and, as needed, the date the requirement ends, and information sources. The submission of data 
using standards or terminologies not listed in the Catalog should be discussed with the Agency in advance. Where the Catalog 
expresses support for more than one standard or terminology for a specific use, the sponsor or applicant may select one to use or 
can discuss, as appropriate, with their review division. Sponsors and applicants should review the Catalog terms below, as well as 
any references associated with specific standards or terminologies.

FDA Study Data Standards Catalog v9.0



4

PMDA Data Standards Catalog 2023-02-28
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