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Current Contributions:

▪ Internal policy development and 
study data governance

▪ Chair, FDA Study Data Technical 
Conformance Guide (sdTCG)

▪ Chair, FDA Data Standards Catalog

▪ Chair, FDA Business Rules

▪ eData responses
▪ I AM NOT A LAWYER
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FDA Study Data Policy 
Framework Overview



Primary Statute

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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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


FDA’s Study Data Policy Framework

Binding Guidance (sitting under 745A(a))

• eStudy Data

• Real World Data

• eCTD

Incorporated by reference into Binding Guidance

• Technical Conformance Guides (TCGs)

• FDA Data Standards Catalog (Catalog)

• Certain 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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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

Binding
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Focus on study data

Incorporated by reference into Binding Guidance

Binding
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FDA Data Standards Catalog 
(Catalog) Updates



FDA Data Standards Catalog Recent Updates

Data Standards Catalog | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog


The FDA Data Standards Catalog Structure

Data Standards Catalog | FDA
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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


New with Catalog version 10.3 
(last reported on 10.0)

Data Standards Catalog | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog


Let’s take a look at the Catalog

Data Standards Catalog | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog


Problem: Please share thoughts. 
How best to display Properties that don’t follow the model and IG outline?

Data Standards Catalog | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
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Study Data Technical 
Conformance Guide (sdTCG) 

Updates



FDA sdTCG Recent Updates
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Study Data Technical Conformance Guide - 

Technical Specifications Document | FDA

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


FDA sdTCG Recent Updates
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Study Data Technical Conformance Guide - 

Technical Specifications Document | FDA

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


Questions?
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