Q U.S. Food and Drug Administration
Im Protecting and Promoting Public Health

www.fda.gov

Electronic Submissions -
The Requirement for Standardized
Study Data

Mary Ann Slack
Deputy Director, Office of Strategic Programs

Ron Fitzmartin, PhD, MBA
Sr. Advisor, Office of Strategic Programs

Center for Drug Evaluation and Research
Food and Drug Administration

FDA Webinar

9 February 2015



m U.S. Food and Drug Administration
Im Protecting and Promoting Public Health

www.fda.gov

Path to Electronic Standardized
Study Data

* FDA Clinical / Statistical Sections

Guideline
e SAS Datasets or ASCII

* FDASIA
PDUFAV

 FDA Support for
SAS XPT

e CDISC-FDA
Collaboration

* FDA Support for * Final 745A(a) Guidance
CDISC Submissions * Final eStudy Data Guidance
e Tech Conformance Guide



[FIDYA\ e Prometing i Heat
Value Proposition for C— g
Study Data Standards -

Predictability geliracealility S Replication | Aggregation Tools Interchange

=
&
«
- £
=
S e
1on | &__'ADaM
mical xy SDefineamii,

- " ; municallon J

o ww

JumpStart

Datap@Quality

Iransparency
INtENePEraIty,

N\~

Improve Efficiency & Decision-making



% U.S. Food and Drug Administration
|| ) Protecting and Promoting Public Health

www.fda.gov

FY2013, FY2014, FY2015(Q1)
Number (%) of NDAs with
Study Data Submissions in CDISC SDTM*

_ # of % with
Fiscal Year Submissions | CDISC SDTM

2013 223 55 %
2014 233 64 %
2015 (Q1) 66 69 %

*Source: Office of Business Informatics, CDER - One or more explicitly stated SDTM

studies (or study data structure that resembled SDTM).
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Binding Guidances .
Standards Catalog & Tech Guide

Tech Conformance

eStudy (  Data Standc Guide
Binding Guid
Catalog |
with the stan Lists 'g How to submit
in the FDA D supported standardized
and/or
required study data

standards.
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How will eSubmissions be Implemented?
A

FDASIA Guidance Framework for

Sention J45A () of the FDEC Arts NO earlier . o o
Submissions in

Providing Regulatory Submissions in =
Electronic Format — Submissions Under e C ro n I c o r m a
— Section 745A(a) of the Federal Food, 24 M o nt h S

Drug. and Cosmetic Act

NDA:s,
ANDAs, BLAs, INDs

* Timetable

Final e Content

Published
December, 2014

e Format
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When will Study Data Standards
be Required?

eStudy Guidance
Binding Guidance— Requires
that studies are compliant
with the standards outlined
in the FDA Data Standards

@ December Compliance

Providing Regulatory
é Submissions 20 14

In Electronic Format —
Standardized Study Data

Cuidanee for Industry

Final

: 24 Months* Studies starting™*
PUb||5hquﬁ,T: e after MUST use the

standards in the
December Data Catalog (NDAs,
2016 ANDAs, BLAS)

Dece

*36 months for INDs **Study Start Date in the SDTM Trial Summary Domain (TSPARMCD = SSTDTC).
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What Study Data Standards
will be Required?

eStudy Guidance Data Standards

Binding Guidance— Requires
that studies are compliant

with the standards outlined
in the FDA Data Standards Cata I og

_ Catalog
e o4 . e
@! ;ﬂ.J,Jy J:J‘r:J,,“:)Jf Vi,
Providing Regulatory
é Submissions ADz2YI, SEND, Dafine.LVIL
In Electronic Format — ‘

FDAD: Cataog WO (12102014 8

F ) I Stamfa:(lize:i sh::ds 'Dm D e C e m b e r
LS 2016

Publlshed._,_. _

Data Standards :
Catalog S I . e
iss o | — B
Suppor‘ted = conc 3 . -
and/or e | o e B B i
required o

standards.

http://www.fda.gov/forindustry/datastandards/studydatastandards/default.ntm
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What Study Data Standards
will be Required?
Data Standards Catalog

FDA Data Standards Catalog v4.0 (12-10-2014) - Supported and Required Standards

This taole containg a ksting of the data exchange, ke fomats and temminology standarts supported at FDA. Thess standards hawve gone through all the steps necessary to make this part of the reguiatony review process, Inclugding
posting of reguiatony guidance documents and assoclated Implementation guigeines and technlcal specifications. The submission of standardized data using any standard not listed, or to an FOA Center not listed, should be
discussad with Me Agency In advance. This catalog Is Incorporated by reference In the guidance to Industry, Providing Reguiatory Submissions in Electronic format-Standanfized Study Data

(hitpdwww fda_ gowdownioa 05 Dugs Guidanses/UCMI02I 34 paY). A separate catalog will be published In the future that will eontain a lsting of standards that are In the development, testing, adoption of research & development

{RAD) phases.

Regulafory Reference and

Information Sources

Cl
For COER and CEER oniy
Clinical study 835 | sas Transport SAS Technical Technical Confrmance Gulge
e [XPORT) XPT SAS 5 Support TS-140 |CDER, CBER| ©ngoing
Clnlcal and Maon- For CORH paly: 8Co
B EEL =T SAS Technical CORH, o
&2tz - Transparn SAS XPORT XPT SAS 5 Support TS-140  |CFSAN, CWM|  ©ngoing =lomisslons
SOTM, SEND, ana cBER
ADaM define xmil cDER W3C - XML Technoiogy
- XML W3 1.0 CORH ongaing
Analysls program CBER,
Tles CDER, WWw.ansl.o q
ASCI ANSI CDRH ongaing
Tiinical D3t
Interchange
Eo= il Study Data Standards 5 -5
N Tabulation Model Consortium
(SDTM) XFT (COISC) 13 313 CDER, CBER| 12r12012
Clinical study Verslon 312 - -
datasets SOTM XET cosc 12 Amendment1  |CDER, CEER| BmmDis =
Clinical study
pr——— SDTM XPT coIsC 12 312 CDER, CEER| 1m3amo0e CDESC.om - SOTM
Clinical study - -
LD org - DT
datasets SDTM ¥FT COISC 1.1 3.1.1 CDER, CBER| ©ngaing 1/28/2015 COESGC o - SOTM
Clinical study Analysk Data
datzsets Model (ADaM) *PT COISC 2.1 1.0 CDER, CBER|  ©Ongoing CONSC.om - ADEM
E@ndard Tor
Arimal sy Exchange of - .
datasets Moncinical Data
[SEND) XFT cOIsc 12 312 CDER S0
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How Study Data Standards
will Be Required?

Tech Conformance .
Guide Technical

How to submitﬁx‘ Conformance GUide

standardized
study data (non'binding)

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Stu udy Data

T
Technical Specifications Document
Standardization Plan.
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Transition Date

Beginning Date of
Implementation

Period
(Not the
Requirement Date)

Timetable for New Study Data Standards
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March 15th So...an Example
.. \ Sept 5, 2018
Transition Date is
the next March 1 FRN - New standard

15th... always...
following FRN

Transition Date is
March 15, 2019

Requirement Date

In Submissions*
for studies that
start** 24 Months
after transition
date or
March 15, 2021

*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).
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Timetable for Version Updates to Study Data

Standards
Examp le ‘ ‘ ‘
SDO Releases | Date Released | FR Notice of | Update Data Transition Date
Version by SDO FDA Support Standards Date Requirement
Update Catalog Begins
(yyyy-mm-dd) | (yyyy-mm-dd) | (yyyy-mm-dd) | (yyyy-mm-dd) | (yyyy-mm-dd)
SDTM 4.1 2016-02-15 2016-05-06 2016-05-06 2017-03-15 2018-03-15
SEND 2.1.1 2016-09-18 2016-10-03 2016-10-03 2017-03-15 2018-03-15
PDF 2.0 2018-01-15 2018-06-28 2018-06-28 2019-03-15 2020-03-15

In Submissions for studies that start 12 Months after transition date or
March 15, 2018
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eStudy Guidance

Binding Guidance— Requires
that studies are compliant
with the standards outlined
in the FDA Data Standards
Catalog

Walvers and Exemptions

Are there Waivers from Are there Exemptions
the Requirement?

THIS CARD MAY BE KEPT UNTIL NEEDED OR SOLD

W AR ER BRITHERE, (NS
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eStudy Guidance

Binding Guidance— Requires
that studies are compliant
with the standards outlined
in the FDA Data Standards
Catalog

Can FDA Refuse to
File / Receive?
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e 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. ldentified
errata will be corrected, as needed.



Q U.S. Food and Drug Administration
IDA_ Protecting and Promoting Public Health

www.fda.gov

2o 2d JA
e What is a Transition Date?

— Always March 15" and Always the March 15t following the Federal
Register Notice. Itis 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 Whaﬂ:an 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.

e Are therecommendations 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.

« Are there validation rules for SDTM and SEND

datasets?

— Yes. The FDA Study Data Standards Web page provides access to
the rules.
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U.S. Food and Drug Administration
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Home | Food | Drugs | Medical Devices | Radiafion-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs a0 Y

Home » Drugs » Development & Approval Process (Drugs) » Forms & Submission Requirements » Electronic Submissions to CDER

———el  Submit a Sample eCTD or Standardized Data
o Sample to the FDA

Forms & Submission

Regqurements Sample Submission Process

Electronic Submissions to CDER FDA would like to work closely with people who plan to provide a submission using the eCTD specifications and
offer the following steps to help smooth the process. The agency also offers a process for submitfing sample

CDER Data Standards Program standardized datasets for validation. Sample submissions are tests only and not considered official submissions.

They are not reviewed by FDA reviewers at any time.  Follow the steps below to submit a sample:

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Electro
nicSubmissions/ucm174459.htm



http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm174459.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm174459.htm
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Key References

e Guidance for Industry - Providing Regulatory Submissions
In Electronic Format — Standardized Study Data

e Guidance for Industry — Providing Regulatory Submissions
In Electronic Format — Submissions Under 745A(a) of the
FD&C Act

e Data Standards Catalog v. 4.0

« Study Data Technical Conformance Guide v. 2.0

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