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Helena Sviglin (she/her), 
US FDA CDER OSP



Disclaimer:

These topics discussed here are to help Industry 
prepare study data for submission to Regulators and 
can not be generalized to topics specific to 
Inspections.
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FDA Study Data Policy 
Framework (Framework) 

Overview



Primary Statute – 745A(a)

This gives FDA the authority from our Congress to 
set forth the requirements for study data

Guidance Database:
Search for FDA Guidance Documents | FDA 
(fda.gov/regulatory-information/search-fda-
guidance-documents)

Website for references:
Study Data Standards Resources | FDA 
(fda.gov/industry/fda-data-standards-advisory-
board/study-data-standards-resources)

Nov 2024 Sviglin

https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources


6http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm

How FDA communicates technical requirements for 
submitting study data through the Framework
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FDA Study Data Policy Framework
Binding Guidance sitting under 745A(a)

• eStudy Data
• eCTD
• Real World Data

Incorporated by reference into Binding Guidance
• FDA Technical Conformance Guides (TCGs)
• FDA Data Standards Catalog (Catalog)
• Certain FDA Technical Specifications (Tech Specs)

Search for FDA Guidance Documents | FDA (fda.gov/regulatory-information/search-fda-guidance-
documents)

Study Data Standards Resources | FDA (fda.gov/industry/fda-data-standards-advisory-board/study-
data-standards-resources)
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Guidance documents that focus on standardized study data

Nov 2024 Sviglin



9

FDA Data Standards Catalog 
(Catalog) Updates



The FDA Data Standards Catalog in the 
Guidance Database

https://www.fda.gov/regul
atory-information/search-
fda-guidance-
documents/data-
standards-catalog
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The FDA Data Standards Catalog Structure

https://www.fda.gov/regulator
y-information/search-fda-
guidance-documents/data-
standards-catalog

11Nov 2024 Sviglin

The contents of the Catalog are housed in a spreadsheet 
with multiple tabs:

• Instructions
• Column Descriptions
• Submission Data Standards
• Submission Data Terminologies
• Abbreviations
• Change History

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog


Let’s take a 
look at a 
screenshot of 
the Catalog

https://www.fda.gov
/regulatory-
information/search-
fda-guidance-
documents/data-
standards-catalog
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https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/data-standards-catalog
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Here are the terminology versions for SDTM, ADaM, and SEND 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog


Let’s take a look at the Catalog

(Navigate to the site)

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-
standards-catalog
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Study Data Technical 
Conformance Guide

(sdTCG)



FDA sdTCG in the Guidance Database
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-
technical-conformance-guide-technical-specifications-document

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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FDA sdTCG
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https://www.fda.gov/regulatory-information/search-
fda-guidance-documents/study-data-technical-
conformance-guide-technical-specifications-
document
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FDA sdTCG Recent Updates
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Technical Conformance Guide (TCG) Recent Updates

• Study Data TCG (sdTCG) updated October 2024
• Biomedical Monitoring (BIMO) TCG updated 

September 2024
• IND Safety Reports TCG updated April 2022

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


Study Data Technical 
Specifications (Tech Specs)
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FDA Study Data 
Technical Specifications 
(Tech Spec) 



References

For Study Data:
https://www.fda.gov/industry/fda-resources-data-standards/study-
data-standards-resources

For eCTD:
https://www.fda.gov/industry/study-data-standards-
resources/study-data-submission-cder-and-cber
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How Industry can submit questions to the agency 

For questions to CDER:
cder-edata@fda.hhs.gov

For questions to CBER:
cber-edata@fda.hhs.gov
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mailto:cber-edata@fda.hhs.gov


Questions

1. When does a new CDISC standard go on 
the FDA Data Standards Catalog?

• The Agency always announces support 
and initiates requirements through a 
Federal Register Notice (FRN) and cannot 
share this information before this notice



Questions

3. How long does it take the FDA to evaluate 
a CDISC property?

• It depends on the size and complexity of 
the CDISC property. It can often take as 
long to evaluate as it did to develop.



Questions

2. How often does FDA update the sdTCG?

• At a minimum, Every March and October



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? 



Thank you    감사합니다
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