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Data Standards Catalog

FDA Data Standards Catalog v4.0 (12-10-2014) - Supported and Required $tandards

This tanle contains a Esting of the data exchange, fle formats and terminology standarts supported at FOA. These standards hawve gone through all the steps necessary to make this part of the regulatory review process, Inciuding
posting af reguiaiory quidancs documents and assoclated Implementation quissiines and technical specifications. The submission of standardized data using any standard not listed, or to an FOA Canter not listed, shoul be
discussed with M2 Agency In advance. This cataleg Is Incorporated by reference In the gukdance to Industry, Providing Reguiatory Submissions in Elecironic formal-Standaniized Study Data

(PTp-dwww T3 gow/downica dsDnugs GudancesUCM202334 pdf). A separate catalog will be published In the future that will contain 3 lsting of standards that are In the development, testing, adogtion or research & develapment

{RAD) phases.
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What Is a Transition Date?

Fed Register  Transition Date March 15th  Requirement Date

Fedlélr%lil %tice Transition Date The Start Date for Required for
issued is always the Implementation studies that
Sept5,2017 | next March 15t [ Periodis ||  start™ 24
announcing a  following Months after
NEW Federal Register March 15, 2018 Transition date:
Standard March 15, 2020

An Example

*NDAs, BLAs, ANDAs, **Earliest date of informed consent among any subject that enrolled in the study. Study Start Date in the SDTM Trial Summary 8

Domain (TSPARMCD = SSTDTC).
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What is a Transition Date?
Fed Register Transition Date March 15th Requirement Date

FEdlél'%lil btice Transition Date  The Start Date for Required for
issued is always the Implementation studies that
Feb 18,2017 [ pext March 15t [ Periodis M  start**12
announcing a ~ following March 15, 2017 Months after
Version Update Federal Register Transition date:
Standard March 15, 2018

An Example

*NDAs, BLAs, ANDAs, **Earliest date of informed consent among any subject that enrolled in the study. Study Start Date in the SDTM Trial Summary 9

Domain (TSPARMCD = SSTDTC).
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e When does all this start?

— The Clock has started. Clinical and nonclinical studies that start after
December 17, 2016 must use the standards in the Data Catalog.

« Can sponsors use the standards in the Data Catalog
now?
— Yes, we strongly encourage you to do so.

« How often will FDA update the Data Catalog?

— New versions or new standards will be posted to the Data Catalog.
A Federal Register Notice will accompany all updates. ldentified
errata will be corrected, as needed.
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e What is a Transition Date?

— Always March 15" and Always the March 15t following the Federal
Register Notice. Itis used to determine the requirement date.

« What is a Requirement Date?
— 24 months after the Transition Date for a new standard.
— 12 months after the Transition Date for a version update.

« How does the FDA determine that a version update or
new standard can be supported?

— We have a process that is executed to evaluate if we can process,
review and archive a new update or standard.
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. Is there a limit to Whaﬂ:an be required under FDASIA
745A(a)?

— Any the data / information that is determined to be part of a

submission under subsection (b), (i), or (j) of section 505 of the
FD&C Act may be within scope.

e Are therecommendations in the Conformance Guide
required?

— No. But we encourage sponsors to submit using the
recommendations in the Guide.

« How often will there be updates to the Conformance
Guide?

— Generally, we will provide updates on an annual basis (or more
frequently for hot topics).
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« Does FDASIA 745A(a) only apply to study data ?

— No. There will be additional binding guidance issued, for example,
the eCTD guidance will be issued as a binding guidance.
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