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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-fda-
qguidance-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
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources

How FDA communicates technical
requirements for submitting study data

BI N d N g 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 Biologis Evaluation and Research (CBER)

December 2014 PrOViding Regulatory
Electronic Submissions % " &
Submissions in
Electronic Format:

Providing Regulatory abmissions
in'tlectronic Format — Certain
Human Pharmaceutical Product

Applications and Related
Submissions Using the eCTD
Specifications

Guidance for Industry

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

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

US. Department of Heakth and Human Services
¥ =
Ceater for Drug Evaluation and Research (CDER)
Ceter for Biologics Evaluaton and Research (CBER)
‘Oscology Ceater of Excellence (OCE)

Jume 2021

Revision2

Standardized Format for Electronic
Submission of NDA and BLA Content
for the Planning of Bioresearch
Monitoring (BIMO) Inspections for
CDER Submissions

Guidance for Industry

DRAFT GUIDANCE

X 60 days of
Jublication in the Federal Regster of the notice announcing the availabilt of the draft
midance. Submit electronic comments o hitps: wwu egulations gov. Submit written

3 5630
“ishers Lane, Ren_ 1061, Rockvatie, MD 20852. All comments should be identified with the
focket number listed in the notice of availability that publishes i the Federal Register.

contact

cquestZfda b gov

US. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)

February 2018
Electronic Submissions

IND Safety Reports

Guidance for Industry

DRAFT GUIDANCE

For questons regarding this daf documens. contact (CDER) Meredith Chuk 3t 301.796.2340 or
(CBER)the Offic Outseach. 55 240402
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How FDA communicates technical

requirements for submitting study data

Binding -
Level |

Providing Regulatory
Submissions
In Electronic Format —
Standardized Study Data

Guidance for Industry

US. Department of Health 3nd Human Service:
‘Food 1nd Drug Administration
Center for Drug Exaluaton aud Research (CDER)
‘Center for Biologcs Evaluation ad Research (CBER)

December 2014
Electronic Submizsions

Standardized Format for Electronic
Submission of NDA and BLA Content
for the Planning of Bioresearch
Monitoring (BIMO) Inspections for
CDER Submissions

Guidance for Industry

DRAFT GUIDANCE

Providing Regulatory
Submissions in
Electronic Format:
IND Safety Reports

Guidance for Industry

DRAFT GUIDANCE

guidance. Submit lectronic commentsfo Bps. . segultion gov. Subuit writcn
Food 20d Drug Ad

s6
Fishers Lane. Ran 1061, Rockvalle. MD 20852 All cosumeats shood be identifed with the

For. 30179623400
Oueach. 55-4709 or 240-402

@
s010.

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specificarions Document

This Docusment is ncorperad by reference it the following
‘Guidance Documenis)

Gubdamce fo Todustey Providing Sogulosery Subomssiows in Elorwrsnic
Formet~ Sandardised Seuds Dasn

Technically non-binding — Level Il - but sit under a binding guidance and are incorporated by reference

BIMO
1CG

ELECTRONIC SUBMISSION OF IND
SAFETY REPORTS
TECHNICAL CONFORMANCE GUIDE

This Docoupent Document
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Related guidance: eCTD - requires electronic
data, eCTD format

Providing Regulatory Submissions
in'tlectronic Format — Certain
Human Pharmaceutical Product

Applications and Related
Submissions Using the eCTD
Specifications

Guidance for Industry

Binding -
Level |

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

February 2020
Electronic Submissions

Standards Dato Support | Date Support
Development ~ SUPPorted | Implomentation | ooy (o Ends (yyyy-mm-

Technically non
eCTD y D,
. . Standard % Veraion " | Gulde Naferesoa o Requirements Regulatory References
TECHNICAL CONFORMANCE GUIDE b I n dl n g b U T L e ve I “This table wnhlnsawdﬁuﬂom and supportive files for nCTD\ons to boERand CBER. Last updated: 3/15/2
[Documentation and

Technical Specifications Document

Exchange Date Roquirement
Format ins

[Rosources

. . Final Guidance for

industry:
uvlaances si

‘This Document is incorporated by reference into the following eCTD Technical Regulatory Thi N eCTD Technical

Guidance Document(s) Conformance Guide Submissions in |Conformance Guide
Electronic Format

e . under a binding .

M2 eCTD:
For at Electronic
‘esub@ida bhs gov or CBER at esubprep@ida bhs gor o e saasn 5/5/2017 (for NDA, |eCTD Backbone File.
CTD Specifications Irechnical 7/16/2008 ANDA, BLA) 5/5/2018 for Modules
(IND Commercial, MF) 2through §3.2.2
Document
eCTD XML ICH 322
US. Department of Health and Human Services
. i l";o': n;dmm:mnmh (o) 4 5/5/2017 (for NDA, The eCTD Backbone File
ditin G Icug Evalaation and Ressarel STF Specification 6/3/2008 ANDA, BLA) 5/5/2018 |Specification for Study
S trDmida B s e (00 Ore I ‘ ' ( : O r O rO e [(IND Commercial, MF) Tagaing Files 26.1
eCTD XML ICH 261 4
[ S 39 3/15/2021 e e e e Validation Criteria.

by reference

December 2019

eCTD Data Standards 031521 (fda.gov)

April 2023 Sviglin


https://www.fda.gov/media/93301/download

Focus on study data

Providing Regulatory
Submissions
In Electronic Format —
Standardized Study Data

Guidance for Industry

Binding —

Level | S
[t

STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

This Docament s mcorpersiad by referere o e folkow g
Cuidance Documents)

Technically non-binding — Level Il — but sit under a
binding guidance and are incorporated by reference
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Level | vs. Level Il Guidance

Level 1 guidances set forth the agency’s initial interpretations of new
significant regulatory requirements; describe substantial changes in FDA’s
earlier interpretation or policy; and deal with complex scientific or highly
controversial 1ssues.

Level 2 guidances usually address existing practices or minor changes in
FDA'’s interpretation or policy.

Fact Sheet: FDA Good Guidance Practices | FDA

(fda.gov/about-fda/transparency-initiative/fact-sheet-fda-good-guidance-
practices#:~:text=In%20general%3A,scientific%200r%20highly%20controver
s1al%201ssues.)

April 2023 Sviglin 9


https://www.fda.gov/about-fda/transparency-initiative/fact-sheet-fda-good-guidance-practices

Level | vs. Level Il Updates to Guidance

Level 1 updates to guidances describe substantial changes in FDA’s earlier
interpretation or policy; and deal with complex scientific or highly
controversial 1ssues.

Level 2 guidance updates usually address changes to existing practices or
minor changes in FDA’s interpretation or policy.

Fact Sheet: FDA Good Guidance Practices | FDA

(fda.gov/about-fda/transparency-initiative/fact-sheet-fda-good-guidance-
practices#:~:text=In%20general%3A,scientific%200r%20highly%20controver
s1al%201ssues.)
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https://www.fda.gov/about-fda/transparency-initiative/fact-sheet-fda-good-guidance-practices

FDA’s Study Data Policy Framework

Level I Guidance (sitting under 745A(a))
« eStudy Data Guidance (eStudy)
 Real World Data (RWD) (currently in Draft)
 eCTD Guidance
Level II 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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https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources

eStudy Data Guidance Updates

Two Level 11 Updates were made since 2020
1. Technical Rejection Criteria (TRC) considerations, 2020
2. Scope of SEND, 2021

Providing Regulatory Submissions in Electronic Format
-- Standardized Study Data | FDA
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-standardized-study-data

RWD Guidance Update

« Kstablishes that RWD 1s considered study data at the
point of submission and falls under 745A(a)

* Draft Published late 2021
 Review of public comments completed

e This review will inform the final guidance

Providing Regulatory Submissions in Electronic Format -- Standardized Study Data | FDA
(fda.gov/regulatory-information/search-fda-guidance-documents)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-standardized-study-data

Technical Conformance Guide (TCG) Recent Updates

 Study Data TCG (sdTCG) updated March 2023

* Biomedical Monitoring (BIMO) TCG updated April 2022
« IND Safety Reports TCG updated April 2022

« FDA Data Standards Catalog updated January 2023

Study Data Standards Resources | FDA
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https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources

FDA Data Standards Catalog Recent Updates

Catalog continues to be updated to address the current state
of requirements for study data at other Centers:

 Annotated ECG (aECG) standard
 Open docket added

e Added CVM as an involved center for UNII Add USCDI+
to the catalog

« S-CAP for CDRH
« ISCR R2 for CDRH
« CDISC Standards ADaM 1IG v1.2 and 1.3

FDA Data Stds Catalog 8.01.2022 (v8.2) xIsx (live.com)
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https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.fda.gov%2Fmedia%2F160564%2Fdownload&wdOrigin=BROWSELINK

Let’s take a look at the Catalog

FDA_Data Stds Catalog 01.25.2023 (v9.0).xlIsx
(Navigate to the site)
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FDA Study Data Technical Specifications
(Tech Spec) Recent Updates

© N o U bk~ W N

Submitting Nonclinical Datasets for Evaluation of Rodent Carcinogenicity Studies of Pharmaceuticals,
Guidance for Industry, Technical Specifications Document v. 1.0 (May 2021)

Submitting Next Generation Sequencing Data to the Division of Antiviral Products v. 1.0 (July 2019)
QT Studies Technical Specification Document v. 1.0

Bioanalytical Methods Validation (BMV) Tech. Spec. v1.0

HIV Technical Specifications Guidance v. 1.0 (March 2018)

Vaccines Technical Specification Guidance v2.1

Clinical Endpoint BE Studies v1.0

Technical Specifications for Submitting Clinical Trial Data Sets for Treatment of Noncirrhotic Nonalcoholic
Steatohepatitis (NASH) (Jan 2022)
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