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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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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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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
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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

Guidance for Industry

Binding

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 10.3
(last reported on 10.0)

FDA Data Standards Catalog v10.3- Change History

Date Version Notes
Submission Data Standards tab
4/12/2024 | 10.3 |- Added SENDIG-ARv1.0 with Date Support Begins and Date Reguiremnet Begins for CBER

Submission Data Standards tab

- Added SDTMIGV3 4 with Date Support Begins and Date Requiremnet Begins'

- Added SDTMv2 0 with Date Support Begins and Date Requiremnet Begins

- Added SENDIG-Genetoxv1 .0 with Date Support Begins and Date Requirement Begins
- Updated Date Requirements Ends for SDTMIGv3.2

12/13/2023| 10.2

Submission Data Standards tab
10/17/2023| 10,1 |~correction of Date Requirement Ends for ADaMv2.1
~correction of Date Support Ends for ADalMv2 1

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

Problem: Please share thoughts.
How best to display Properties that don’t follow the model and IG outline?

FO& Data Standards Catalogvi10.3

Full description of column headings in msir.& Column Descriptions rab. Rows with data models are in bold with bive fill. Dependant properties (i.e., IG, technical document) for each model a

Standard Exchange sSDh0O Property Related Properties FDA Centerls] Date Support Date Support Ends
= [ - D - | ™~ - I - |
Monclinical study 0
datasets SOTM =FT COISC SEMOIG-ARW1.0 COER DaMiz20z20 (0!
Monclinical study [
datasets SOTM =PT COISC SEMOIG-ARW1.0 CEER 0312612024
1z
Study data definition Defire =ML COlsc Define. #mlvl.0 COER, CEEFR Jngaing 031582018 [12] 1z
1z
Study data definition Defire =ML COlsc Define. smlvz.0 COER, CEEFR oaiTi2ona 1z
:
Study data definition Defire =ML COlsc Define. #mlwz A COER, CEEFR OFiaTi2020 [
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Study Data Technical
Conformance Guide (sdTCG)

Updates




FDA sdTCG Recent Updates

GUIDANCE DOCUMENT

Study Data Technical Conformance Guide -
Technical Specifications Document

MARCH 2024

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
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FDA sdTCG Recent Updates

AILIVIIDCL Y T SRAMBGBILANILE VL L LA LR WA
x

December 2023

Section 4.1.1.3 (SDTM Domain Specifications) — Updated to address LOINC

Section 4.1.3.4.2 (Scope of SEND for SENDIG-Animal Rule v1.0) — Updated for clarity
Section 5.3 (List of FDA Technical Specification Documents) — Section updated

Section 6.7 (Laboratory Tests) — Updated for clarity

March 2024

Section 4.1.1.3 (SDTM Domain Specifications) — Updates for LB and LC Domain

Section 4.1.3.2 (General Considerations) — Addressed ELTM and DOSDUR

Section 4.1.3.3 (SEND Domain Specifications) — Updates for LB Domain

Section 4.1.4.3 (Naming Conventions in SDTM and SEND) — Addressed naming for drugs and metabolites

Section 8.2.2.3 (Technical Rejection Criteria and Use of a Simplified ts.xpt for Nonclinical Studies) —
Language updated

Appendix B — Added new TSPARMCD

Appendix C — Added reference to Section 4.1.3.2 for the DOSDUR TSPARMCD

Appendix D — Updated lists
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