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FDA’s Study Data Policy Framework Overview
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• Level I Guidance

• eStudy

• Real World Data (RWD) (currently in DRAFT)

• Level II Guidance

• Technical Guides

• FDA Data Standards Catalog

• Certain Technical Specifications

(see number three (3) at this link)

Search for FDA Guidance Documents | FDA
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https://www.fda.gov/media/159970/download
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources#62e282d60201a
https://www.fda.gov/regulatory-information/search-fda-guidance-documents


eStudy Data Guidance Update

Two Level II updates were made since 2020

1. Technical Rejection Criteria (TRC) considerations, 2020

2. Scope of SEND content, 2021
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Providing Regulatory Submissions in Electronic Format --

Standardized Study Data | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-standardized-study-data


RWD Guidance Update

• Establishes that RWD is considered study data at the 

point of submission and falls under 745A(a)

• Published late 2021

• Public comment period is closed
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Providing Regulatory Submissions in Electronic Format 

-- Standardized Study Data | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-standardized-study-data


Technical Conformance Guide (TCG) Updates

• Study Data Technical Conformance Guide (sdTCG) 

updated March 2022

• BIMO TCG updated April 2022

• IND Safety Reports TCG updated April 2022
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Study Data Standards Resources | FDA

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources


24 CDISC TAUGS in Section 5 of sdTCG v4.9

https://www.fda.gov/

media/153632/downl

oad
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https://www.fda.gov/media/153632/download


Additional CDISC Propertied in sdTCG v4.9

https://www.fda.gov/

media/153632/downl

oad
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https://www.fda.gov/media/153632/download


FDA Study Data Technical Specifications Updates

1. Submitting Nonclinical Datasets for Evaluation of Rodent Carcinogenicity Studies of Pharmaceuticals, 

Guidance for Industry, Technical Specifications Document v. 1.0 (May 2021) 

2. Submitting Next Generation Sequencing Data to the Division of Antiviral Products v. 1.0 (July 2019)

3. QT Studies Technical Specification Document v. 1.0 

4. Bioanalytical Methods Validation (BMV) Tech. Spec. v1.0  

5. HIV Technical Specifications Guidance v. 1.0 (March 2018)

6. Vaccines Technical Specification Guidance v2.1 

7. Clinical Endpoint BE Studies v1.0 

8. Technical Specifications for Submitting Clinical Trial Data Sets for Treatment of Noncirrhotic Nonalcoholic 

Steatohepatitis (NASH) (Jan 2022)

Study Data Standards Resources | FDA
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https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources


FDA Data Standards Catalog Recent Updates
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https://www.fda.gov/media/159970/download

https://www.fda.gov/media/159970/download


Recent FRN adding new ADaMIGs to the Catalog
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https://www.regulations

.gov/document/FDA-

2022-N-1366-0001

https://www.regulations.gov/document/FDA-2022-N-1366-0001


Questions?

1. How long does it take the FDA to evaluate a new version of supported CDISC Property?

2. Does FDA evaluate everything CDISC develops?

3. Does FDA participate in CDISC Public Comment Periods?

4. Do FDA and CDISC have regular meetings? 


