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Binding Guidances
Standards Catalog & Tech Guide

http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm 2



Framework for 
Submissions in 

Electronic Format
No earlier

than
24 Months 

Individual
Guidances

NDAs, 
ANDAs, BLAs, INDs

• Timetable

• Content 

• Format

How will eSubmissions be Implemented?

Final 
Published
December, 2014
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When will Study Data Standards
be Required?

24 Months*

December
17

2014

December
17

2016

Studies starting** 
after MUST use the 

standards in the 
Data Catalog (NDAs, 

ANDAs, BLAs)

Compliance

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

Final 
Published
December, 2014
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What Study Data Standards 
will be Required?

December
2016

Data Standards 
Catalog

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

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

Final 
Published
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What Study Data Standards 
will be Required?

Data Standards Catalog

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



How Study Data Standards 
will Be Required?

Use it 
NOW

Technical 
Conformance Guide
(non-binding)

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

Version 2.0
Published…
2.1 on its way
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Timetable for Study 
Data Standards  

8*NDAs, BLAs, ANDAs, **Earliest date of informed consent among any subject that enrolled in the study. Study Start Date in the SDTM Trial Summary 
Domain (TSPARMCD = SSTDTC). 

What is a Transition Date?

An Example

Federal Notice 
issued

Sept 5, 2017
announcing a 

NEW
Standard

Fed Register 
Notice

Transition Date
Transition Date 
is always the 

next March 15th

following 
Federal Register

March 15th
The Start Date for 
Implementation 

Period is

March 15, 2018

Requirement Date
Required for 
studies that 
start** 24 

Months after 
Transition date: 
March 15, 2020
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Timetable for Study 
Data Standards  

9

Transition Date March 15th Requirement Date

The Start Date for 
Implementation 

Period is
March 15, 2017

Transition Date 
is always the 

next March 15th

following 
Federal Register

Required for 
studies that 
start** 12

Months after 
Transition date: 
March 15, 2018

*NDAs, BLAs, ANDAs, **Earliest date of informed consent among any subject that enrolled in the study. Study Start Date in the SDTM Trial Summary 
Domain (TSPARMCD = SSTDTC). 

What is a Transition Date?

An Example

Federal Notice 
issued

Feb 18, 2017
announcing a 

Version Update
Standard

Fed Register 
Notice
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Waivers and Exemptions
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But,  

11
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• When does all this start?
– The Clock has started.  Clinical and nonclinical studies that start after 

December 17, 2016 must use the standards in the Data Catalog.

• Can sponsors use the standards in the Data Catalog 
now?
– Yes, we strongly encourage you to do so.

• How often will FDA update the Data Catalog?
– New versions or new standards will be posted to the Data Catalog.  

A Federal Register Notice will accompany all updates.  Identified 
errata will be corrected, as needed.
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• What is a Transition Date?
– Always March 15th and Always the March 15th following the Federal 

Register Notice.   It is used to determine the requirement date. 

• What is a Requirement Date?
– 24 months after the Transition Date for a new standard.  
– 12 months after the Transition Date for a version update.

• How does the FDA determine that a version update or 
new standard can be supported?
– We have a process that is executed to evaluate if we can process, 

review and archive a new update or standard.
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• Is there a limit to what can be required under FDASIA 
745A(a)?
– Any the data / information that is determined to be part of a 

submission under subsection (b), (i), or (j) of section 505 of the 
FD&C Act may be within scope.

• Are the recommendations in the Conformance Guide  
required?
– No. But we encourage sponsors to submit using the 

recommendations in the Guide.

• How often will there be updates to the Conformance 
Guide?  
– Generally, we will provide updates on an annual basis (or more 

frequently for hot topics).
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• Does FDASIA 745A(a) only apply to study data ?
– No.  There will be additional binding guidance issued, for example, 

the eCTD guidance will be issued as a binding guidance.
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FDA Webpage eDataTeam eSub Team

eData@fda.hhs.gov
CDER OCS

CDER OSP

CDER OBI
eData Team 

eSubs@fda.hhs.gov
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