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FDA Data Standards Catalog v4.7 (09-01-2017) - Supported and Required Standards

This table contains a listing of the data exchange, file formats and terminology standards supported at FDA. These standards have gone through all the steps necessary to make this part of the regulatory review
process, including posting of regulatory guidance documents and associated implementation guidelines and technical specifications. The submission of standardized data using any standard not listed, orto an
FDA Center not listed, should be discussed with the Agency in advance. This catalog is incorporated by reference in the guidance to industry, Providing Regulatory Submissions in Electronic format-Standardized

Study Data (hitpfeww fda. govidownloadsDrugsGuidancesUCM292334 pdf).
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Clinical study CDER, 1211712016 [1]
ora-
datasets SDTM XPT coisc 1,3 313 CBER | 12-01-2012 1211712017 [2] CDISC.org - SOTH
Clinical study Version 3.1.2 CDER, 03M5/2018 (1] | 124712076 1] CDISC.ora - SDTH
LUlst.org -.sU
datasets SDTM XPT COISC 12 Amendment 1 CBER | 08-07-2013 | 03152020 [2] | 12712017 2]
Clinical study CDER, 03M15/2018 (1] | 121712016 [] J—
o -
datasets SDTM XPT CDISC 12 312 CBER | 20-10-2009 | 03r15/2020 [2] | 121712017 2] EDisc.org- SUTM
Clinical study CDER,
datasets SDTM XPT coisc 1,1 311 CBER Ongoing 09-28-2015 CDISC.org - SUTM
Clinical study | Analysis Data CDER, 12712016 M
datasets Model (ADaM) XPT CDISC 21 1,0 CBER Ongoing 1211712017 [2] CDISC org - ADaM
Standard for
Animal study Exchange of
datasets  Nonclinical Data 031512019 [1] | 1211702016 (11 | 03nsrz01g | CDISC.0ra-SEND
(SEND) XPT COISC 12 3.0 COER | 06-13-2011 | 031152020 [2] | 124712017 121 | 0311512020 [2]
Animal study 3512018 1]
LUlsL.0rg - sEMU
datasets SEND XPT CDISC 15 31 CDER | 08-21-2017 311512020 [2 CDISC.org - SEND
S _ _ _
Study data CDER,
definition CBER, 1201712016 [1] CDISC.org - Define-XML
Define XML CDISC 1,0 NIA CDRH Ongoing 03-15-2018 | 12712017 2]
Study data CDER,
definition CBER, 1211712016 [1] CDISC.org - Define-XML
Define XML COISC 20 NIA CORH | 08-07-2013 121712017 [2]
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SEND Requirements at FDA

SEND 3.0

Supported
by FDA

SEND 3.1

* Required for e Required for
NDAs NDAs

* Supported for e Required for
INDs INDs

Supported by
FDA

FDA nonclinical electronic submission requirements

e Supported for
NDAs for
studies that
started before
15 March
2019

e Required for
INDs

eRequired
for NDAs

eSupported
for INDs

« The Study Start date for nonclinical studies is the date the study plan is signed.
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Supported for

studies that

started before

¢ 15 March
2019 for
NDAs

¢ 15 March
2020 for INDs

eRequired
for NDAs
eRequired
for INDs

« The requirements are based on the Study Start date for studies included in submissions to FDA. /\
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