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eStudy Data Framework

• Added by section 1136 of FDASIA (Pub. L. 112-144)

• Section 745A(a) – Drugs and Biologics
• Applies to all submissions for INDs, NDAs, ANDAs and BLAs, 

including supplements, DMFs, and drug/device combination 
products – Requires submission in electronic format

• Noncommercial IND exemption

• Applies to submissions made no earlier than 24 months after the 
issuance of a final guidance 

• FDA may establish effective dates for standards/formats 
promulgated under guidance



How will eSubmissions be Implemented?

• Added by section 1136 of FDASIA (Pub. L. 112-144)

• Section 745A(a) – Drugs and Biologics
• Applies to all submissions for INDs, NDAs, ANDAs and BLAs, 

including supplements, DMFs, and drug/device combination 
products – Requires submission in electronic format

• Noncommercial IND exemption

• Applies to submissions made no earlier than 24 months after the 
issuance of a final guidance 

• FDA may establish effective dates for standards/formats 
promulgated under guidance

Final 
Published
December, 2014

24 Months
after Final
Guidance 

Individual
Guidances

Implementation 
Guidance for 

Electronic 
Submissions

NDAs, 
ANDAs, BLAs, INDs

• Timetable

• Content 

• Format



When will Study Data Standards be Required?

• Added by section 1136 of FDASIA (Pub. L. 112-144)

• Section 745A(a) – Drugs and Biologics
• Applies to all submissions for INDs, NDAs, ANDAs and BLAs, 

including supplements, DMFs, and drug/device combination 
products – Requires submission in electronic format

• Noncommercial IND exemption

• Applies to submissions made no earlier than 24 months after the 
issuance of a final guidance 

• FDA may establish effective dates for standards/formats 
promulgated under guidance

Final 
Published
December, 2014

December 
17 

2014 

December 
17 

2016 

Compliance

Studies starting** 
after MUST use the 

standards in the Data 
Catalog (NDAs, 
ANDAs, BLAs)

24 Months*

*36 months for INDs **Study Start Date in the SDTM Trial Summary Domain (TSPARMCD = SSTDTC). 



What Study Data Standards will be Required?

• Added by section 1136 of FDASIA (Pub. L. 112-144)

• Section 745A(a) – Drugs and Biologics
• Applies to all submissions for INDs, NDAs, ANDAs and BLAs, 

including supplements, DMFs, and drug/device combination 
products – Requires submission in electronic format

• Noncommercial IND exemption

• Applies to submissions made no earlier than 24 months after the 
issuance of a final guidance 

• FDA may establish effective dates for standards/formats 
promulgated under guidance

Final 
Published
December, 2014

December 
2016 

Data Standards 
Catalog

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

Study Data….SDTM, 
ADaM, SEND, Define.XML



Data Standards Catalog



How to Submit Standardized Study Data Standards

December 
17 

2014 

Non-binding 
guidance

Use it 
NOW

TCG supersedes the 
Study Data Specs & 
Common Issues  

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



eStudy Guidance and Technical Conformance 
Guide: 

Are you Ready?



FDA Webpage

http://www.fda.gov/ForIndustry
/DataStandards/StudyDataStand
ards/default.htm
.

CDER OBI 
eDataTeam

eData@fda.hhs.gov

http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
mailto:eData@fda.hhs.gov
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