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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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FDASIA Statute*
Authorized Required Electronic Submissions

...No earlier than 24 ... the [FDA] may—provide
months after final CDER a timetable for

guidance issued after establishment

public notice” r A of further standards for
[certain] submissions electronic submission as
shall be submitted in CBER

required and set forth

such electronic criteria for waivers of and

format as specified exemptions

by the Secretary Iin _
y y from the requirements.

such quidance.

*FDASIA: FDA Safety & Innovation Act (2012)
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FDASIA* Re-Authorized PDUFA V

“...develop “... periodically publish

standardized clinical | final guidance specifying

| Y PDUFAV
data terminology m M the completed data

Goals —Section
through open standards, formats, and

XII
standards w
Biotechnology
Industry
Organization

terminologies that

development sSponsors must use to
organizations (i.e., submit data in
CDISC)” applications.”

*FDASIA: FDA Safety & Innovation Act (2012)
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Re-Designed FDA Web Page

AtoZIndex | Follow FDA | FDA Voice Blog

U.S. Food and Drug Administration -
FOA 9

Protecting and Promoting Your Health

Quick access to

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Bioli Catalog GUIdanCG Products
y

For Industry and Tech Guide

© Home © Forindustry @ Data Standards @ Study Data Standards é L

Study Data Standards Resources

b Study Data Standards Sign up for email updates.

CBER/CDER Study Data Standards for Regulatory Submissions Position Statement
Study Data Standards for

Regulatory Submissions Position CDER/CBER Position on Use of S| Units for Lab Tests
Stat t

semet 1. The Agency can process, review, and archive electronic submissions that provide study data using the standards, formats, and
Position on Use of 31 Units for Lab terminologies specified in the Data Standards Catalog (Click here)
Tests 2. For CDER and CBER: Draft Guidance for Industry - Providing Regulatory Submissions in Electronic Format —
Data Standards Research Areas Standardized Study Data. Click here to access the full guidance document. The guidance, when final, will describe how FDA
and Collaborations plans to implement the requirements for the electronic submission of standardized study data.

Janus Clinical Trials Repository 3. Draft Study Data Technical Conformance Guide. Click here to access the Guide. The Guide, when final, will provide
(CTR) Project technical specifications, recommendations, and general considerations on how to submit standardized electronic study data.

The following resources remain available until the publication of the final Study Data Technical Conformance Guide:
Study Data Specffications (Click here)

Standard for Exchange of Non-
Clinical Data

A G B A S G S G A G G A A G S G S AWl
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Draft Binding Guidances & Tech Guide

Guidance for Industry

Providing Regulatory Submissions in

Electronic Format — Submissions Under

Section 745A(a) of the Federal Food.
Drug. and Cosmetic Act

DRAFT GUIDANCE
This guidance document &5 being distribated for comment purposes only.

Comments and suzzestions regarding this draft document should be submirted within 20 days of
publication in the Federal Register of the notice announcing the avadlability of the draft
puidence. Submit electronic comments o hitp: /www rezulations gov. Submit writen
comments o the Division of Dockers Management (HFA-305), Food and Drug Adwinistration,
5630 Fishers Lane, . 1061, Rodiville, MDY 20852, All comments should be identifisd with
the docket mumber lizt=d in the notice of avadability that publishes m the Federal Regtar.

For questions regarding this dmft document contact (CDER) Diviston of Drug Information at
301-796-3400 or (CBER,) Office of Commmmication, Crutreach, and Development at 800-835-
4700 ar 301-827-1800.

U.5. Department of Health and Human Services
Food and Drug Admmistration
Center for Drug Evaluation and Research (CDER)
(Center for Bilogics Evaluation and Research (CBER)

February 2014
Electronic Submissions

Guidance for Industry

Providing Regulatory Submissions
in Electronic Format —
Standardized Study Data

DRAFT GUIDANCE
This gumidance document is being distributed for comment parposes anly.

Comments and suggestions regarding this draft document sheuld be submitted within 90 days of
publication in the Federal Regisrer of the notice amnouncing the availability of the draft
midance. Subenit alsctronic comments to him:www Emiations zov. Submit writen
comments fo the Division of Dockets Management (HFA-305), Food and Drugz Admiristration,
5630 Fishers Lane, rm. 1061, Rockvalle, MDD 20832, Al comments should be identified with
ihe docket mumber isted in the notice of avadlability that publishes m the Federal Regisier.

For questions regarding this draft docmment contact (CDER) Fon Fitzmartin at 301-796-3333,
(CBER) Office of Commmmicatton, Ouireach and Development (OC0D) at 301-827-1800 o 1-
800-233-4700,

U5, Department of Health and Human Services
Food and Drug Administraten
Center for Drug Evaluation and Feszarch (CDEE)
Center for Biologics Evaluation and Research (CBER)

February 2014
Electronic Submissions
Revision 1

lic Comment: 6 February

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

This Document is incorporated by reference into the following
Guidance Document(s):

Guidance for Industry Providing Regularory Submissions in Elecronic
Formas — Standardiged Smdy Data

For questions rearding this techmical specifications document. contact CDER. at
cier-edata@fia bhs pov or CBER at cher cdiscfia hhs pow

U5, Department of Health and Human Services
Food and Drug Administration
Center for Dirug Evaluation and Research {CDEE)
Center for Bislogics Evaluation and Research (CBER)

February 2014
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What is Binding Guidance?

“Please”

Guidance = e

Do it!

Binding
Guidance
has a bite!
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FDASIA 745A(a) Guidance (1) e

« Submission types:
— NDASs, ANDAs, Certain BLAs & INDs

Guidance for Industry
Providing Regulatory Submissions in
Electronic Format — Submissions Under

SectiO%T45A(a)lf(>ftlleF_ed;c_:alFood. 1 SmeISSIOH nOt |n the eleCtrOHIC
format(s) specified in guidance will
—— not be filed.

‘publication Register of the notice announcing the availabiity of the drft
5,20V, Submit written

‘For questians regarding this draft document conmact (CDER) Divizion o Drug Informarion at
301-796-3400 or (CBER) Office of Commmumication, Crtreach, and Development at 800-835-
4700 or 301-827-1300.

* Electronic submissions are required
i no earlier than 24 months after a

Center for Binlogics Evaluation and Research (CBER)

o final guidance Is Issued.

* Individual draft guidances will be
developed.
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eStudy Data Guidance (1)

e Electronic submission of
standardized study data
o e S required for:
Standardied Sty Dot — Certain INDs
— NDAs
T — ANDAS

B. COmmEnts V. 5. . Submit
COMIMENS o ﬂtemrlsm fDo:I: \Immm{l—ll’ﬁm'\ TFood and Drug Adminismation,

5630 Fishers Lane, mm. 1061, Rackvills, MD 20852, All commests shauld be idemifiod with .

the docket muber lisiedin Lhemu;eoft’mﬂa.bulll\thatpub bes i the Federai Regier. ( :ertal n BI AS

questions regarding this drafi documsent contact (CDER) Roa F uzm'hnatBUl T06-5333,

(csm;oai of Commmricatior, Cureach and Development (OCOD) at 301-627-1800 or 1-
54700,

Guidance for Industry

DRAFT GUIDANCE

U5, Department of Health and Human Services
Food and Drug Admiistration

SR, * Including amendments,
: supplements, and reports
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eStudy Data Guidance (2)

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

Guidance for Industry

Providing Regulatory Submissions
in Electronic Format —

Standardized Study Data .
A — Devices regulated by CBER as
e biological products under Section 351
e of the PHS Act

cooments to the Division of Dockets Management (HFA-303), Foo: d'dmﬁmmm
5630 Fishers Lane, rm. 1061, Rockville, MD 20852 All comments should be identified with
the docket mmber izted in the notice of avalabdlity that publishes in the Faderal Regiar.

For questions regardicg ths dnft document connsct (CDER) Ron Ficzmartnat 301 T06-5333,
(CREE) Ofica of Cormricatioe, Oruneach and Development (000D at 301-827-1800 o 1-
$00-8554700.

— Study data in noncommercial INDs

S (e.g., investigator-sponsored INDs,
iz emergency use INDs, and treatment

INDS).
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 What are the requirements for
Guidance for Industry Standardized Study Data?
Providing Regulatory Submissions - MUSt be |n a fOI‘m at that FDA can

in Electronic Format —

Standardized Study Data process, review, and archive.

DRAFT GUIDANCE
Thi: guidance document i being distributed for comment purposes auly.

ospmEtm——— — Formats listed in the Data Standards

Submit elecronic commsnts

comments fo the Division of Dockets Management (FFA-303), Foo i' and Diruz Adminismation,
$630 Fishers Lane, rm. 1061, Rockville MD 20852, All comments should be idendfiad with
the docket mumber lised in the notice of availabiliry that publishes in the Faderal Regiar. a a Og .

For quesions reeding s i document comact(CDER) Ron it ¢ 301-706-5333,
(CBER) Office of Comnmnicaion, Ourach and Development (0C0D) at 301-627-1800 or -
TG4,

— DSC lists the supported and/or required

U5, Department of Health and Human Services
Food and Drog Administration

e s R OB standards.

Febru ln 2014

— DSC lists key dates for each standard.
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« What are the requirements for
Guidance for Industry Standardized Study Data?

Proviing RegultonySubisions — DSC lists (or will) dates when:
Standardized Study Data o Support beglnS and ends
nm—— * Requirement begins and ends

‘publication in the Faderal Register of the notice announcing the avadlabiity of the dnf
ionce, Sobat ! 1S

il
the docket mumber listed in the notice of avadlability that publishes o the

For questions regarding s daf docuent conact (CDER) Ren mmnsuwsssss.
(cnmoﬁ of Commmmication, Ouireach and Development (OCOD) at 301-827-1800 or I-
4708,

« FDA may Refuse To File

m*“'““m — If study data do not conform to the

B required standards, formats, and
terminologies.




[FID/A o wtFramong Pk e
eStudy Data Guidance (5) e
Data Standards Catalog

FDA Data Standards Catalog (v3.0 20140117)
ny

ted, or to an FDA component nat

xd by FOA. The

ing af up

The standard terminclogy code sets are listed in a separate tab of this worksheet. Please look at the "Terminclogy” tab toe find standard terminology information.

Freha £ pl

IELLE Format . Guide Reference

M2 eCTD 3L for Indusitey. Prowviding Haes i
Ragqulatony Flactranic Commaon e © T -sranic Carmat - Human
Electronic aCTD XML ICH 2 Technical CDER, CBER 2008-06-01 ~tiens and
Submission Document

ESpecifications

Dates:

Documents Document FDF Adobe 1.4 A, CFSAN, CORH. ongoing
Format CWI

L]
FPortable CDER, CBER,
Documents PLOF Adobe 15 MIA CFSAN. CORH. Ongoing e q u I re m e n
ocwvm

COER, COER,

Documents Document FDF Adobe 1.6 A, CFPSAN, CORH. oOngoing -
egins & Ends
: COER

Docurm, PLOF 17 MIA - CBER. 2012-20-11

CDRH

Clinical and MNan SAS Technical
Clinical study data XPT XPT SAS 5 - CDCR. COCR Ongoing e x
Support TS-140
sets - Transport
Clinical and Non- SAS T sl CORH, CFSAN, Eer CORH only: eCopy Proatam for Madical
Clinical study data XPT T sAS 5 =  TS.120 iy Ongeing Device Submizsons-Cudance lor Industry and
= T part =uppar g E : istration S
SDTM. SEMD, and - -
ADan define sml XL W3 1.0 :'S;ﬁ CDER. Cngong hbbg fveenne v 3 orgdstandard s/ ml
filu -
Analy e program - - CHFR, GOER, - - -
bitp fveny ansiorg
file ASCH AMS! CDRH oOngoing
Clinical & Non
Clinical Study
Datasets
Clinical study SOTM XET coisc 13 313 CBER, COER 2012.12.01 hittp /i sdisse ora/sdim
Clinical study SDTM xPT coisc 12 A2 4 |cEER cDER 2013-08-07 http: fvw cdise org/sdim
Clinical study SDTM *PT coisc 1.2 212 CBER. CDER 2009-10-30 hitp: /e cdise. ora/sdtm
dc’:‘";cs::;'”dy sOTM XET coisc 1.1 3.1.1 CBER, CDER Ongoing 2015.01-28 hbbe o, ciss, pralfsdim
Clini e d ADal xPT COISG 21 10 CBER, CDER Cmguoing hLtgs £ sdise orogfadim
£inimal study SEND XPT coisc 12 312 CDER 2011-06-13 http fvww cdise org/send
datasets
Clinical study data CDECR, CDER., . .
definition Define XML chDISC 20 A EDRH 2013-08-07 http: e cdize orgidefine-xml
Clinical study data Define XL cosc 10 NIA CBER. CDER. hittgs £ elisie sfirne:
CORH
Therapeutic
Areas
This s for future peutic area data standards
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eStudy Data Guidance (6)

e Will there be waivers from the
reguirement?

Guidance for Industry N
Providing Regulatory Submissions )
in Electronic Format —
Standardized Study Data

‘This guidance document is being distribated for comment purposes anly.

pesrrcmisce — However, waivers may be granted to

publication tthmﬁﬂg" m’ltemmmnsr]m m]ablhrvm'!hmi 1 1 1 .
e use specific (e.g., retired) versions o
comments to the Division of Dockets \hnam&m(ﬂm noﬂ Administration, [ ] l’

5630 Fishers Lane, rm. 1061, Rockville, MD 20852, Aﬂ(nmemss identified with

the docket mimber listed in the nodice of availahility that publishes in the Federal Regier.

T standards listed in the Data Catalog.

U5, Department of Health and Human Services
Food and Drug Adminictration
“for Drug Evaluation and Research {CDER}
C f or Biologics Evaluation and Research (CBER)
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 |nitial Timetable for Requirements
— NDAs, ANDAs, certain BLA Submissions

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

— Start Date defined as by CDISC SDTM Trial Summary
Domain

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

— Certain IND Submissions

e Studies that start 36 months after publication of final
eStudy Guidance.
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eStudy Data Guidance (8)
 Initial Timetable for Requirement — Example

— November 15, 2014 - Federal Register Notice of final
eStudy Guidance
e #1- Sponsor starts a stuay October 22, 2016
— Submission of Standardized Study Data not required (but
recommended) for that study.

o #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 (9)

e 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.qg.,
March.

— Required in submissions for studies starting no earlier
than 12 months after the Federal Register notice.
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eStudy Data Guidance (10)

 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.

e 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 (11)
 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
e 36 months (for certain INDSs).
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Milestone Timetable Example

2014 2014 2015 2016 2017 2018 | 2018

Draft eStudy
Guidance Published @ 2/6/2014

eStudy Guidance
Comment Period Ends @ 5/7/2014

Final eStudy Guidance Published § FY2015
(example) —

Standardized Study Data Required -

: § Fv2017
NDAs, ANDAs, Certain BLAs (example)

Standardized Study Data Required - § Fr018
Certain INDs (example) -
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Study Data Tech Conformance Guide

 Guide supplements the eStudy
TECH.\'ICALSE?B[_\)’};(?;_\E;NCE GUIDE g u I d an C e L]

Technical Specifications Document

This Document is ncorporated by referance into the following

e Provides technical recommendations /
ST — specs for e submission of

j el
Format - Standardized Study Dara

et o con s standardized data in INDs, NDAs,

T ANDAs, and BLAs.

Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

Consolidates Common Issues and
Study Data Specs + much more.
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Study Data Tech Conformance Guide

Table of Contents
L 10111 1 1S |

1. Planning and Providing Standardized Study Data ... 3
2.1. Study Data Standardization Plan ..o

7. General Electronic Submission Format............ccooenrvcnnennnnn 21

LY T R TT— ..
8.1. Common Data Standards ConformanceErrors ....................25
§.2. Study Data Validation Rules......wsmmmmsmmssmmmssmismsmsnsssssssns 29
8.3, Study Data Traceability...........curmurmrmmsmirisssssssisssemssssnns 20

8.3 L OVEIVIEW ..o s s s
§.32. Standardization of Previously Collected Non-Standardized Data26

2.2 Study Data Reviewer s GUIe ..ooovusvsucescsmmsssssssssssmsmssssesssisssssend
3. Exchange Format - Electronic Submissions........usumsmmmeuinsd
J.1. Extensible Mark-up Language (XML).......ccmmmsmmsminiinns

3.1. Portable Document Format (PDE) ......ccvniinimsnssssssmsnssinend
3.3, SAS® Transport Format (XPORT ..o
d. Study Data Submission Format - Clinical and Non-Clinical ...
4.1. Clinical Data Interchange Standards Consortium (CDISC)....2
3. Therapeutic Area Standards...........ocmmmmmmmmmmmmimnn 16

§.33. Common [ssues Involving Traceabulity ..o 2T
§.34. ConversonofLegacyStudyData.......................28
Appendix A: Data Standards and Interoperable Data Exchange.....25

GLosSary of ACTONYINS.......ccccococevvmsvvcssssssssmssssmsssssssssssmsessssssssssssons 32
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Next Steps

e eGuidances
— Public Comment Period ends May 7.

— Revise draft documents.

— Publish final documents in FY2015.

e 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



mailto:ronald.fitzmartin@fda.hhs.gov
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