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Current Contributions:

" Internal policy development and
study data governance

= Chair, FDA Study Data Technical
Conformance Guide (sdTCG)

» Chair, FDA Data Standards Catalog
= Chair, FDA Business Rules

= eData responses

Helena Sviglin (she/her),

= | AM NOT A LAWYER FDA CDER Office of

Strategic Programs
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Disclaimer:

These topics discussed here are to help Industry
prepare study data for submission to Requlators and
can not be generalized to topics specific to
Inspections.
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FDA Study Data Policy
Framework Overview




Providing Regulatory Submissions in
Electronic Format — Submissions Under

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

Guidance for Industry

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

December 2014

Electronic Submissions

Primary Statute

Search for FDA Guidance Documents | FDA
(fda.gov/regulatory-information/search-fdo-
quidance-documents)

Study Data Standards Resources | FDA

(fda.gov/industry/fda-data-standards-advisory-
board/study-data-standards-resources)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
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FDA’s Study Data Policy Framework

Binding Guidance (sitting under 745A(a))
* eStudy Data
« Real World Data
« eCTD

Incorporated by reference into Binding Guidance
* Technical Conformance Guides (TCGs)
 FDA Data Standards Catalog (Catalog)

* Certain Technical Specifications (Tech Specs)

Search for FDA Guidance Documents | FDA (fda.gov/regulatory-information/search-fda-guidance-
documents)

Study Data Standards Resources | FDA (fda.gov/industry/fda-data-standards-advisory-board/study-
data-standards-resources)
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How FDA communicates technical

requirements for submitting study data

Binding

Providing Regulatory S‘uhmissions
in"t:lectronic Format — Certain
Human Pharmaceutical Product

Applications and Related
Submissions Using the eCTD
Specifications

Guidance for Industry

Center for Biologics Evabustion and Research (CBER)

Providing Regulatory Submnissions
Electronic Format — Submussions Under
Section T45A(a) of the Federal Food,

Drug, and Cosmetic Act

Guadance for industry
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Providing Regulatory
Submissions
In Electronic Format —
Standardized Study Data

Guidance for Industry

US. Department of Heakih and Haman Services
‘Toodand Drue Administration
‘Center for Drog Evaluaton 10d R eearch (CDER)
Center for Bielogic: Evaluation and Research (CBER)
‘Oscolagy Center of Excellense (OCE}

Tune 2021
Elsctronic Submicsivn:

Revision2

Standardized Format for Electronic
Submussion of NDA and BLA Content
for the Plunning of Bioresearch
Moanitoring (BIMO) Inspections for
CDER Subusissions

Criance for Inddusiry

DRAFT GLIDANT
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Providing Regulatory
Submissions in
Electronic Format:
IND Safety Reports
Guidance for Industry
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Focus on study data

Providing Regulatory
Submissions
In Electronic Format —
Standardized Study Data

eStudy

Guidance for Industry

Binding

Catalog

sdTCG

Incorporated by referenceinto Binding Guidance
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FDA Data Standards Catalog
(Catalog) Updates




FDA Data Standards Catalog Recent Updates

| GUIDANCE DOCUMENT

Data Standards Catalog

OCTOBER 2023

Level 2 Guidance

¥ Share | X Post | im Linkedin 2% Emall | & Prim

Issued by:  Center for Biologics Evaluation and Research
Center for Devices and Radiological Health
Center for Drug Evaluation and Research
Center for Food Safety and Applied Mutrition
Center for Veterinary Medicine

Data Standards Catalog | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog

The FDA Data Standards Catalog Structure

The contents of the Catalog are housed in a spreadsheet
with multiple talbs:
* |nstructions
« Column Descriptions
Submission Data Standards
Submission Data Terminologies
Abbreviations
Change History
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog

New with Catalog version 10.0

The ‘Submission Data Standards’ tab has
been updated to clarify and differentiate
the support and requirements tor data
models and separate technical
documents (i.e., Implementation Guides

(1Gs)).



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog

Catalog version 9.1, Submissions Data Standards tab

Standard=s

FDA Data Standards Catalog v9.1 (04/19/2023) - Submission Data Standards

For full description of column headings, see [nstr. & Column Descriptions tab

Date Zupport

Date Requirement

FOA

o I . Desiguated Beai Date % t End Beai Date Bequirement
ervelopmen - - egins ate Support End= eqgins
Data Standard  Exch Format Yersioa[s Implementat FOA Center[s Ends
i3 Sandar S e Orgasization ersion(=) A ke eaterls) MMIDDITYYT) (MMIDDITYYY]  (MMIDDITTYY) .
Guide YWersion[=z [MM/IDDITTYY
(£D0) [10] [111
05152013 [1] S 0352013 [1]
&DaM XPT COIEC A0k v 2.1 1 CDEF, CEER Ongaing 0352020 [2] 0FM5I2020 [2]
12172017 [2]
1121 2]
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New with Catalog version 10.1

1 1 iln Frop [} 1 1 1 M [ {0 1 H 1 H 1 1 H 1 -

J s - - B ! - - - i

121712016 [1] Fi

ADaM XPT CDIEC ADaMr2_1 CDER. CEER Ongois 1212017 [2] L

OEMEA201E [1] [12] 1217206 [1] QEMEA201E [1] [12]

A0 KFT COIEC ADaMIGY.0 COEFR, CEER: Ongoing DEMSE020 [2] [12] 12MTIE0T [2] DFMEE020 [2] [12] i
0352093 [1]

A0 KFT COIEC ADaMIGY. COEFR, CEER: 10022007 DEMSE020 [2] i

\ ADMIGY.2
A0 KFT COIEC ADaMIGY. COEFR, CEER: OTHER02E DEMSIE024 i

Far MOA< ARMNA= and ferkain Bl A

Ser arctian 1 A& AF the Pravidina Peanla

i Enhmissians In Fleck

nir Farmat — Standardined Stodn Oaka anidanes dacnment
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog

Let’s take a look at the Catalog

Property

Related Properties

FDA Center[=)

Date Support
Beginzs

Date Support End=

Dat: Requirement Be

[1o0] [11]

12H1Tr2016 [1]

IIE

Date Requirement

ADaMr2 1 CDER,. CEER Dngoing 121712017 [2]
03152013 [1] [12] 12MTi2016 [1] oaMs20tE 1] 1121
A0aMIGY.0 CDER, CEER Ongeing OFM5R2020 [2] [12] 12112017 [2] 03Ms2020 [2] [12]
03M5203 [1]
A0aMIGA COER, CEER iofafaotT 03152020 [2]
A0aMIGY.2
ADaMIG. S CDER, CEER aTHEl20a2 03M5/2024
EDTMriA CDER. CEER DOngoing oir2al2o1s [12]
EOTMIGYS. 1 CDER, CEER Ongeing 01/2sia01s [12]
03M52013 [1]1 [12] 031512013 [1]1 [12]
03M5I2020 [2] 12H1Tr2016 [1] 03152020 [2]
EDTMrl.2 CDER. CEER 1M3IN2003 [121 121712017 [2] 121
0EMsf201a (1 [12] 121Tiz206 [1] 035201 1] [12]
EOTMIGHS 1.2 COER, CEER 10030/2003 03152020 [2]1[12] f2Mriz201t [2] 03Ms2020 [2] [12]
EOTMIG Verzion 5.1.2 0FM&R2013 [1] [12] 12112016 [1] 03201 1] [12]
Amendment 1 CDER, CEER 05072013 05MS/2020 [2] [12] 2Hriaolt [2] 0352020 [2]1 [12]
03152013 [1] [12] 12MTi2016 [1] oaMs20tE 1] 1121
EENDIGYE.0 CDER OEM3 2011 DFM5R2020 [2] [12] 12112017 [2] 03152020 [21012]
12HTr2016 [1]
SDTMr13 CDER. CEER 1z2ioiizo12 031512021 [12] 121712017 [2] 0352021 (121
12112016 [1]
EOTMIGRS A3 CDER, CEER 12i0itz012 053152021 [12] 2nriaolt [2] 0352021 [12]
D3M52018 [1]1
EDTHMr14 CDER. CEER DEMTI20N5 032013 [2]
03M52015 [1]
EOTMIGS.2 CODER, CEER OSMTI2015 03M5203 [2]
032013 [1]1
EDTMr1S CDER 0212017 0352020 [2]
EDTMrLS CEBER 03152021 0352023
03M5203 [1]
SENDIGYSA COER oSfa1ramt 03152020 [2]
EENDIGSA CEER OTH4/2020 03M5/2023
EENDIGYE.1.1 CDER, CEER oaMsi2na2 031512023
0352023 [1]
SO0THMrlG CDER 03fosiznzd 032024 [2]
0352023 1]
EENDIG-DARTv1.1 COER U | 03M5/2024 [2]
ED0TMrLT CDER. CEER oTioTi2ozo 0352023
EOTMIGYS.S CDER, CEER 07072020 031512023
0352022 [1]
SDTMr1 S CDER 031512020 032023 [2]
0352022 1]
EENDIG-ARv1.0 COER O5Mif2020 03M5/20235 [2]
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog

Study Data Technical
Conformance Guide (sdTCG)

Updates




FDA sdTCG Recent Updates

GUIDANCE DOCUMENT

Study Data Technical Conformance Guide -
Technical Specifications Document

OCTOBER 2023

Download the Final Guidance Document Read the Federal Register Notice

f share X Post in Linkedin | =& Email &= Print

Docket Number:  FDA-2014-D-0092

Issued by: Center for Drug Evaluation and Research

This technical specifications document represents the Food and Drug

Dec 2023 Sviglin
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document

Revision History

Version Summary of Revisions

Footnotes — Added links to the FDA Data Standards Catalog and SAS Help Center

Section 3.3.2 (Dataset Size) — Updated for clarity

Section 3.3.3 (Dataset Column Length) — Updated for clarity

Section 4.1.1.3 (SDTM Domain Specifications) — Added PC Domain (Pharmacokinetic Concentration) and
PP Domain (Pharmacokinetic Parameters)

Section 4.1.1.3 (SDTM Domain Specifications) — Added SV Domain (Subject Visits)

Section 4.1.3.2 (General Considerations) — Updated for clarity

Section 4.1.3.3 (SEND Domain Specifications) — PC Domain (Pharmacokinetic Concentration) updated for
clarity

Section 4.1.3.3 (SEND Domain Specifications) — Updated Custom Domains to include SENDIG v3.1.1
Section 4.1.3.4.1 (Scope of SEND for SENDIGs v3.0. v3.1 and v3.1.1) — Updated to imnclude mentions of
SENDIG v3.1.1

Section 4.1.3.4.1 (Scope of SEND for SENDIGs v3.0, v3.1 and v3.1.1) — Section C updated for clarity.
Section 4.1.3.4.3 (Scope of SEND for SENDIG-DART vl1.1 for CDER) — Sections H. I. J. and K. updated
for clarity

Section 4.1.4.1 (Variables in SDTM and SEND: CDISC Required. Expected. and Permissible) — Updated to
address baselines

Section 4.1.4.7.1 (SEND Requirements During COVID-19 Public Health Emergency) — Language added
to address the end of the 180-day wind-down period for the modification to the SEND requirement

Section 6.1.3 (Maintenance of Controlled Terminologies) — Updaied for clarity

Section 6.5.1.1 (General Considerations) — Language added to reflect CDER preferences

Appendix C — Added the following TSPARMCDs: PPTCNAM. PPTEGID. PPTEGSYM. PPTMDA
Appendix D — Updated list of SDO properties that align or do not align with current CBER and CDER
business needs

Appendix G — Updated for clarity

Appendix H — Language added to address the end of the 180-day wind-down period for the modification to
the SEND requirement 18
Glossary — Addition of PHE and SDO
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1. When will SDTMIGv3.4 go on the FDA Data
Standards Cataloge

The Agency always announces support
and initiates requirements through a

Federal Register Nofice (FRN) and cannof
share this information prior




° Y U.S. FOOD & DRUG
Questions [l siivistranon

2. How often does FDA update the sdTCGe

At aminimum, Every March and October



° Y U.S. FOOD & DRUG
Questions [l siivistranon

3. How long does it take the FDA to evaluate
a CDISC propertye

 [f depends on the size and complexity of
the CDISC property. It can often take as
long to evaluate as it did to develop.
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