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Disclaimer

The views and opinions presented here represent 
those of the speaker and should not be considered 

to represent advice or guidance on behalf of the 
Food and Drug Administration. 
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Road to Required Electronic Standardized 
Study Data
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…no earlier than 24 

months after final 

guidance issued after 

public notice” 

[certain] submissions 

shall be submitted in 

such electronic 

format as specified 

by the Secretary in 

such guidance.

… the [FDA] may—provide 

a timetable for 

establishment  

of further standards for 

electronic submission as

required and set forth 

criteria for waivers of and 

exemptions

from the requirements.   

FDASIA  Statute*
Authorized Required Electronic Submissions 

*FDASIA:  FDA Safety & Innovation Act (2012)

CDER

CBER



PDUFA V
Goals  –Section 

XII

7

“…develop 

standardized clinical 

data terminology 

through open 

standards

development 

organizations (i.e., 

CDISC)”

“… periodically publish 

final guidance specifying 

the completed data 

standards, formats, and 

terminologies that 

sponsors must use to 

submit data in 

applications.”

FDASIA* Re-Authorized PDUFA V  

*FDASIA:  FDA Safety & Innovation Act (2012)

http://www.phrma.org/
http://www.bio.org/


Re-Designed FDA Web Page

8
http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm

Quick access to 
Catalog, Guidance 
and Tech Guide

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


Draft Binding Guidances & Tech Guide

9http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm
Published for Public Comment:  6 February 2014



What is Binding Guidance?
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Binding 
Guidance =

Guidance = • Recommends,
• Suggests, 
• Encourages

• Requires

“Please”

Do it! 
Binding 

Guidance 
has a bite!



• Submission types: 
– NDAs, ANDAs, Certain BLAs & INDs

• Submission not in the electronic 
format(s) specified in guidance will
not be filed.

• Electronic submissions are required 
no earlier than 24 months after a 
final guidance is issued. 

• Individual draft guidances will be 
developed.
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FDASIA 745A(a) Guidance (1)



• Electronic submission of 
standardized study data 
required for: 
– Certain INDs
– NDAs
– ANDAs
– Certain  BLAs 

• Including amendments, 
supplements, and reports  
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eStudy Data Guidance (1)  



• Study data must be submitted 
electronically or it will not be 
filed…unless exempt:

– Devices regulated by CBER as 
biological products under Section 351 
of the PHS Act

– Study data in noncommercial INDs 
(e.g., investigator-sponsored INDs, 
emergency use INDs, and treatment 
INDs).  
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eStudy Data Guidance (2)



• What are the requirements for 
Standardized Study Data?
– Must be in a format that FDA can 

process, review, and archive.

– Formats listed in the Data Standards 
Catalog (DSC). 

– DSC lists the supported and/or required 
standards.

– DSC lists key dates for each standard. 
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eStudy Data Guidance (3)

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



• What are the requirements for 
Standardized Study Data?
– DSC lists (or will) dates when:

• Support begins and ends
• Requirement begins and ends

• FDA may Refuse To File
– If study data do not conform to the 

required standards, formats, and 
terminologies. 

15

eStudy Data Guidance (4)

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



Data Standards Catalog
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eStudy Data Guidance (5)

Dates: 
Requirement 

Begins & Ends



• Will there be waivers from the 
requirement?  

– No.

– However, waivers may be granted to 
use specific (e.g., retired) versions of 
standards listed in the Data Catalog.
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eStudy Data Guidance (6)



• Initial Timetable for Requirements
– NDAs, ANDAs, certain BLA Submissions

• Studies that start 24 months after publication of final
eStudy Guidance.

– Start Date defined as  by CDISC SDTM Trial Summary 
Domain

• Studies must use the standards, formats, 
terminologies posted in Data Standards Catalog.

– Certain IND Submissions
• Studies that start 36 months after publication of final

eStudy Guidance.
18

eStudy Data Guidance (7)



• Initial Timetable for Requirement – Example
– November 15, 2014 - Federal Register Notice of final 

eStudy Guidance
• #1- Sponsor starts a study October 22, 2016

– Submission of Standardized Study Data not required (but 
recommended) for that study.

• #2- Sponsor starts a study December 3, 2016
– Submission of Standardized Study Data will be required 

for that study.

– Must use FDA-supported standards, formats and 
terminologies specified in the Data Standards Catalog.
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eStudy Data Guidance (8)



• Version Updates
– Types

• Content or structural changes (e.g., new SDTM 
domains or variables).

• Typographical errors, corrections, or clarifications. 

– Federal Register notice will specify the effective date 
and will correspond to a specific calendar month, e.g., 
March.

– Required in submissions for studies starting no earlier 
than 12 months after the Federal Register notice.
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eStudy Data Guidance (9)



• Version Updates – Example
– May 6, 2016, Federal Register notice - support for 

new version, SDTM 4.1, and update to the Data 
Standards Catalog. 

• Effective date posted in the Federal Register notice is 
March 15, 2017.

• Required in submissions for studies that start after 
March 15, 2018.  

• The Data Standards Catalog will list March 15, 2018 as 
the “date requirement begins.” 
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eStudy Data Guidance (10)



• New Standards
– New standards, formats and terminologies 

• Not supported by FDA and 
• Not listed in the Data Standards Catalog when Guidance 

is final. 

– After notice in the Federal Register, required in 
submissions for studies that start 

• 24 months (NDAs, ANDAs, and certain BLAs) and 
• 36 months (for certain INDs).  
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eStudy Data Guidance (11)



Milestone Timetable Example
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2/6/2014

FY2017

FY2018

5/7/2014

FY2015



Study Data Tech Conformance Guide

24http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm

• Guide supplements the eStudy
guidance. 

• Provides technical recommendations / 
specs for e submission of 
standardized data in INDs, NDAs, 
ANDAs, and BLAs.

• Consolidates Common Issues and 
Study Data Specs + much more.



Study Data Tech Conformance Guide

25http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm



Next Steps 
• eGuidances

– Public Comment Period ends May 7th.

– Revise draft documents.

– Publish final documents in FY2015.

• Other Activities
– XML Transport Pilot for study data

– Testing & Acceptance project for data standards

– TA project plan update in FY2014

– TA development – internal and CFAST ongoing
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Thanks!

Ron Fitzmartin
ronald.fitzmartin@fda.hhs.gov
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mailto:ronald.fitzmartin@fda.hhs.gov
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