oI U.S. FOOD & DRUG

ADMINISTRATION

Center for Drug Evaluation and Research




FDA 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 U.S. Food and Drug Administration.

February 4, 2024 2 Center for Drug Evaluation and Researc

h



g‘“:/é I U.S. FOOD & DRUG
%%%m ADMINISTRATION

Center for Drug Evaluation and Research

Update on eCTD Submissions

Heather Crandall
Operations Research Analyst
CDER/OSP/OBI

February 4, 2025



Agenda
= What’s New?

= Common Errors for eCTD
submissions

T W
%

T -
o A
b e '

Aey gy BY
Wy DAY

\
5

&

February 4, 2024 4 Center for Drug Evaluation and Research



FDA

What's New?

February 4, 2024 5 Center for Drug Evaluation and Research



What’s New?

eCTD Submission Standards for eCTD v3.2.2 and Regional M1

= 03/20/2024 — Updates to File Format Specification

= Removed recommendation to include PDF archive format copy when submitting .doc/.docx, .xls/.xIsx

= Updated file format added:
= Modeling & Simulation file types: .pumascp, .jmd, .qmd

= 09/09/2024 — Updates to

= Version of Lorenz tool

= eCTD Technical Conformance Guide
= As of April 1, 2024, FDA published final guidance “Providing
Requlatory Submissions in Electronic Format: IND Safety
Reports Guidance for Industry”, which provides a new method to
submit these reports

= Comprehensive Table of Contents Headings and Hierarchy
* adding Valid-Values.xml v6.0 (support date TBD)

February 4, 2025

Module 5 Clinical Study Reports

5.2 Tabular listing of all clinical studies
5.3 Clinical study reports and related information

Pharmacogenomics
Pharmacokinetics
Quality of life
Hepatic Impairment Study|{(TBD)
Renal Impairment Study ((IBD) |
Drug-drug Interaction Study ((ITBD)
Mass Balance Study|(ITBD)
Population PK Report|(IBD)

Center for Drug Evaluation and Research


https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/media/85816/download?attachment
https://www.fda.gov/media/181847/download?attachment
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-electronic-submissions-e2br3-standards
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-electronic-submissions-e2br3-standards
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-electronic-submissions-e2br3-standards
https://www.fda.gov/media/181848/download?attachment

Submit a Standardized Data Sample to FDA

P — R Formerly “Submit an eCTD or Standardized
Data Sample to FDA”

What’s New?

Submitting a sample eCTD or standardized data sample is optional and can provide
valuable feedback. This is separate from the test submissions made as part of the ESG
account signup process.

= FDA now encourages all eCTD
samples to be in v4.0 format

Please refer to the following pages:

« Submitting standardized study data

« Submitting eCTD v4.0 (may include standardized study data sample)

R D DO T DD T T Ay = Standardized data samples can be

ST submitted for sample evaluation and
feedback utilizing either v3.2.2 or v4.0
format

October 21, 2024 7 Center for Drug Evaluation and Research


https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-standardized-data-sample-fda

Common Errors for eCTD
submissions

February 4, 2025 8
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Top Reasons for eCTD Rejection

Application type/number mismatch Issue with us-regional (missing, January 1, 2023 through December 31, 2023

. multiple, or not valid
or incorrect format \ p| ) Wrong Center
No sequence folder

Other Missing fillable form (2252, 356h, 2002
1571)

Other High Errors

1463

Single file submission

February 4, 2025 9 Center for Drug Evaluation and Research



Duplicate Sequence Numbers

= From January 1 through August 1, 2023, 2973 applications were
rejected for duplicate sequence numbers

= All sequence numbers, including sequence numbers for child applications
in a grouped submission must be unique

= Sequence numbers for a given application must be unique

= The sequence-number element is used to uniquely identify each individual
submission to an application. It must be a unique number with a maximum of four
(4)-numeric digits — The eCTD Backbone Files Specification for Module 1

February 4, 2025 10 Center for Drug Evaluation and Research


https://www.fda.gov/media/159382/download?attachment

Leaf element errors

= From January 1 through August 1, 2023, 710 applications
were rejected for leaf element errors
= A leaf element is “Information for an individual document is

1323 contained in the leaf element, its attributes, and its title element.”
— The eCTD Backbone Files Specification for Module 1

= Validation Code 1306 - No leaf element for file

= Validation Code 1323 — No file for leaf element

February 4, 2025 11 Center for Drug Evaluation and Research


https://www.fda.gov/media/159382/download?attachment

FDA

us-regional.xml errors

INTRODUCTION

| SEUE WIth LIS rE iDn a | m I 55i n This document provides specifications for ereating the electronic common technical document
E gnl (eCTD) backbone file for Module 1 for submission to the FDA. It should be used in conjunction
with the guidanee 1o industry: Praviding Regulatory Submissions in Electronic Format — Certain

1 M Hi Ph. i Product Applications and Relaied Submissions Us he eCTD
mU|t|p|E! ﬂr nc'_t -hralld} S;fmc:.zﬁ{vcgh:;:ﬂcewaca roduct Applications and Related Submissions Using the ei

Font formatting conventions are used in this document to enhance its readability and emphasize
items such as heading elements, attributes, titles, and file names

®  Bold italic font is used for elements and attributes.

= From January 1 through December 31, 2023, 595~ * ¥ mi o

The Module 1 eCTD Backbone File (s . xml) includes i ive i ion and
L] ] u L] information for cach file submitted in Module 1. The backbone file contains an XML element named
applications were rejected for errors with the us-| e s o sl ioe
individual file information is provided within an XML element called the leaf element. The leaf
elements are organized using the Module 1 section headings. The Module 1 section headings are
named and organized according to the subject matter of the information contained in the files.

. "
re I O n a I Xl I l I b a C k b 0 n e fl I e Section headings are provided as XML elements in the ml-regional element of the backbone file.
- A about cach

v 15 provided in the admin element of the backbone
file.

The Module 1 eCTD Backbone File may be used in a wide range of applications and relaied
submission types; therefore, a specific submission may not use all of the possible section heading
elements. Only include the section headings that reference files in the submission. Empty section
headings should not be included. The admin element should always be included, and it contains two

= 469 submissions had no us-regional.xml file s e Gpdoees Ayt pphomio o T e iid bkt b

The us-regional-v3-3.did file (refer to Appendix 1) provides the organization for each element used in
% the wus-regional xml file

I USE OF ATTRIBUTES

= 58 submissions had more than one us-regional_ xml Cortain e 2 -ngiom hdin eents i a bt o pvid nfonaion thet

pertinent to the application and submission. The attribute lists are maintained as separate XML files,

L and each contains a standard set of codes and display names for each defined attribute type. The
fl Ie attribute files contain a version number, version date and coded values and display names for each
value. Each coded value has a status of “active™ or “inactive” to accommodate future changes: only
coded values with a status of “active™ should be submitted. Only the code should be provided as the
atiribute value in the iate element in the wus- [.xml file. The display name is shown io the
reviewers in the review tool.

The following table contains the names of the attribute type lists and their respective file names.

= 58 submissions had an invalid or unsupported
version of the us-regional.xml file

Version 2.5 1

v
.
v

February 4, 2025 12 Center for Drug Evaluation and Research




Submission-type errors

= From January 1 through December 31, 2023,
256 applications were rejected for errors
with submission-type attributes

= Validation Code 2034 — Submission-type is
invalid for application-type

2034 = Validation Code 2022 — Submission-sub-type

is invalid for submission-type

February 4, 2025 13

The ¢CTD Backbone Files Specification for Module 1

Table 2: Submission Types and Descriptions of Use

Supplement Effective Date Tvpe (il

B T T zull:mlisinu applicable and submission-sub-type Is“fi Fl::;
g “application”) [EELCRTEE
Original Application Presubmission IND, NDA, ANDA,
Application BLA, DMF, EUA
Amendment
Resubmission

Efficacy Supplement

Presubmission

Application

Prior Approval Supplement (PAS)

Amendment
Resubmission

NDA, BLA

Chemistry
Manufacturing
Controls Supplement

Presubmission

Application Prior Approval Supplement (PAS),
Changes Being Effected (CBE-0), or
Changes Being Effected 30 (CBE-30)

Amendment

Resubmission

NDA, ANDA, BLA

Labeling Supplement

Presubmission

NDA, ANDA, BLA

Adverse Drug

Experience Report

Application Prior Approval Supplement (PAS) or
Changes Being Effected (CBE-0)
Amendment
Resubmission
REMS Supplement Application Prior Approval Supplement (PAS) or | NDA, ANDA, BLA
Changes Being Effected (CBE-30)
Amendment
Resubmission
Annual Report Report IND, NDA, ANDA,
Amendment BLA, DMF
Product Correspondence IND, NDA, ANDA,
Correspondence Amendment BLA., DMF
Postmarketing Original NDA, BLA
Requirements or Amendment
Postmarketing
Commitments
Promotional Labeling | Original NDA, ANDA, BLA
Advertising Resubmission
Amendment
IND Safety Reports Report IND
Amendment
Periodic Safety Report NDA, ANDA, BLA
Reports (Periodic Amendment

Version 2.5

9
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FDA

u [ ResetFom ] [ 11 | [Hetpoze ]
DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OME No. 0910-0338
Food and Drug Administration Expiration Date: March 31, 2026

i / APPLICATION TO MARKET ANEW | =72 eemenonoooe 2
{. (. ORABBREVIATED NEW DRUG OR | 000 oeomesen immiiony
A - BIOLOGIC FOR HUMAN USE

(Title 21, Code of Federal Regulations, Parts 314 & 601)

APPLICANT INFC
2. Name of Applicant

3. Telephone Number
(Include country code if applicatie snd ares code)

9039 s

4. Facsimile (FAX) Number (include country code if
applicable and area code)

= From January 1 through December 31, e [
2023, 243 applications were rejected for | = e [FEEEE

.
1., Agent Company Prefix | First Name INSTRUCTIONS 3 2 Appication Type.
= Complete a transmittal for each application for which an annual report isbeing | Choose O

submitted. If of the form and annual

Address 1 (Street address, P.O. box, company name cio) report to FDA. If submiting in paper, submit two copies of the transmittal form |3 gpication Number
along with two copies of the annual report to FDA B
1 any part of the annual report applies o mare than ane application, list in item &
Address 2 (Apartment, sulfe, und, building, Soor, etc.) 21 otner applcations o when suen parts apply. mhmf;w
e T |+ APPUCART 3 8T (Check ane)
iy | I | Ommua  [Jomes
7 OR
- - PRODUCT DESCRIPTION TR = -
= Annual Report submissions must have a P o BT [ [ | [
rumbers it any partof o

fillable 2252 form = el

0. Proprietary Name (Trade Name) (if ny) 100" AND *106" 1S AL

G
TYPE OF INFORMATION o

1. ChemicabBiachemical/Blood Product Name (1F ary)

ing ﬁ//able form (25

"3 SUMMARY OF SIGNIFICANT.
NFORMATION

l 5?1] 52‘ 356[‘]’ 12 Dosage Form 13 Strengths

=

‘c. LABELING (Whether ornol

& CHEMISTRY MARUFACTURING
AND CONTROLS CHANGES ] SUPAC

el

‘2 NONCLINCAL LABORATORY STUDIES

= All other NDA, ANDA, and BLA I

submissions must have a fillable 356h form| === oz

_STATUS OF GTHER OPEN POSTMARKETING
STUDIES je.g, volunfary studles, CHC commiment
snues,

L
Form FDA 356h (07/23) (PREVIOUS EDITION OBSOLETE) | BusINESS (opanay

n 'BLA REFORT

2 ANNUAL sTuDE

. . - e R
= All other IND submissions must have a -

me

fillable 1571 form S e

GA R ANDA NUMEER
2 [ T T T
GATE OF REGEPT
e
o E3
FORM FDA 2252 (07722} Previous Editon Is Obsclete Page 102 Pttt e O41) 3T

February 4, 2025 14 Center for Drug Evaluation and Research



Fillable Form Expiration Dates

Form Approved: OMB No. 0910-0338

See PRA Statement on page 4

= Recommend using latest version of forms to include new information

= Should not use forms past their expiration date

February 4, 2025

15

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
H APPLICATION TO
{ C D NEW DRUG OR
LOGIC FOR HUMAN USE
(Title 21, Code of Federal Regulations, Parts 314 & 601,

APPLICANT INFORMATION

2. Name of Applicant

3. Telephane Number
(include country code if applicable ang ared code)

4. Facsimie (FAX) Number (include country code if
applicable and area code)

5. Applicant Address

Address & address. P.O. box, company name Cio) Email Addrass
“Address 2 (Apartment, suife, uni, building, Boor, efc.) ‘Apphcam DUNS
Ciry
TRANSMITTAL OF ANNUAL REFORTS FOR DRUGS TED | Form Approved: OMB No. 0010-0001
/AND BIOLOGICS FOR HUMAN USE | Expiration Cate: March 31, 2024
Couniry (21 CFR 314.81) ‘See OME Siatemen! on Reverse Side.
NOTE: “, e USC 385: 21 CFFSMS!},MIEEMM 1. Center (Select One)
%. Authorized U.S. Agent (Required for nan-U.S. applicants) Biologics Licanse Appicaton. | CJCDER  [JCBER
U5, Agent Company Prefix | First Name INSTRUCTIONS. 2 Appicaton Type
Complete a transmittal for each application for which an annual reportis beind | Choose One
submitted. If i of the form and annual
‘Address 1 (Street address, P O box, company name cio) report to FDA. If submitting in paper, submit two copies of the transmittal form 3. Application Number
along with two copies of the annusl report to FDA- B
If any part of the annusl report sppiies o more than one application, list in item &
Aine.2 (IR At By, R sl all other appiications to which such pats pply. Rt
e i 4. APPLICANT B 8T (Check
iy : I | Ommua  [Jomes
7o
PRODUCT DESCRIPTION
o

7. NDA, ANDA. or BLA Application Number

5. Estabiished Name (e.g., proper name, USP/USAN name)

0. Propristary Name (Trade Name) (i any)

7. ChemicalBlochemical/Blood Product Name (If any)

2. Dosage Form 13 Strengths

Choose One | |

UMBERS fLt o Application Type | Application Number AddRow | I =
rumbers f any partof One o

'NDA REPORT INFORMATION REQUIRED (595 § 314,51 for 0SSCrpuon] (Enrar 1ype of iformarion
¥y sone)

TYPE OF INFORMATION TOER

Valume Mo (5) T

"3 SUMMARY OF SIGNIFICANT.
NEW INFORMATION

o =

‘c. LABELING (Whether ornol

15A. Proposed Indication for Use

el

15B. SNOMED CT Indication Disease Term (Lise contnuation p

& CHEMISTRY MARUFACTURING
AND CONTROLS CHANGES ] SUPAC

‘2 NONCLINCAL LABORATORY STUDIES

1. CLINIGAL DATA

‘3. STATUS REPORTS OF OPEN PMRSPMCS
{enter Nare I open PURSPCS ta repars)

TL_STATUS OF OTHER GPEN POSTMARKETING
STUDIES fe g, wolriary siudes, CIC commiment
suaes,

Form FDA 356h (07/23) (PREVIOUS EDITION OBSOLETE)

L
BUSINESS (0ptianal)

n 'BLA REFORT

2 ANNUAL sTuDE

HAME

me

T CRAGENT T SERATORE

O
Sgn

T APPLICANTS RETURR.

FDA USEONLY

ADORESS
[ Warme of Sporveor [ Apatiant T Subellir

'NDA GR ANDA NUWBER

s T
GATE OF REGEPT
e
o E3
FORM FDA 2252 (07722} Previous Editon Is Obsclete Page 102 Pttt e O41) 3T

Center for Drug Evaluation and Research


https://www.fda.gov/about-fda/forms/new-and-updated-fda-forms

February 4, 2025
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How do | confirm the latest version of the form?

Resources: */Za e
-

‘OR ABBREVIATED NEW DRUG OR !
BIOLOGIC FOR HUMAN USE
(Title 21, Code of Federal Regulations, Parts 314 & 601)
APPLICANT INFORMATION
Name of Applicant

v FDA Forms webpage e —

5 Applicant Address

Address 1 (Street address, P 0. box, company name c'o) |F_mai mmmmm
‘Address 2 (Apsrtment, suife, unit, building, Soor, etc.) Applicant DUNS
City Seata/Province/Region U.5. License Number if
. previously issued
v druginfo@fda.hhs.gov o oo
6. Authorized U.S. Agent (Requirad for non-L.5. applicants)
U5, Agent Company ‘Frsir.ElFimMama |M>ddls|LaslN-|m Tile
Address 1 (Streat address, P.O. box, company name /o) Telephone Number (Include area code)
Address 2 (Apartment, suite, und, building, oor, etc.) U.S. Agent DUNS |FAX Number (include area code)
/ b fd h h City Fm |ZIP(:ods |EmaiIMdraEu
esub@fda.hhs.gov S
7. NDA, ANDA, or BLA Application Number |&&Jpplmmhmhs!(ﬂappnmﬂe}
8. Established Name (e.g., proper name, USP/USAN name)
10. Proprietary Name {Trade Name) (if any)
Title Format Contact T e Bl areal o Product Nams (7]
12 Dosage Form 13 Strengths. 14_ Route of Administration
Application to FDA- CBER MATT g ™ P B R i e R
IMarket a New or 356h_AcroForm_Sec 07- industry biclag e ]
Abbreviated New G?_zﬂzﬁ_[]pﬂ-rSS? MB Dl_ug |I'If0 at 3[ 15B. SNOMED CT Indication Disease Term (Uise continuation page for sach adaitional indication and respective coded disease term)

DCrug or Biologic for druginfo@fda. -

_Form FDA 356h

February 4, 2025 17 Center for Drug Evaluation and Research



https://www.fda.gov/about-fda/reports-manuals-forms/forms
mailto:druginfo@fda.hhs.gov
mailto:esub@fda.hhs.gov

Where do | place content?

Resources:

v'The Comprehensive
Table of Contents
Headings and Hierarchy

v'"M4 Organization of the Common
Technical Document for the
Reqistration of Pharmaceuticals for
Human Use Guidance for Industry

v'FDA Regulatory Project Manager

v'esub@fda.hhs.gov

February 4, 2025

The Comprehensive Table of Contents Headings and Hierarchy

Module 1 Administrative information
1.1 Forms
Form [form-type]
1.2 Cover letters
1.3 Administrative information
1.3.1 Contact/sponsor/applicant information
1.3.1.1 Change of address or corporate name
1.3.1.2 Change in contact/agent
1.3.1.3 Change in sponsor
1.3.1.4 Transfer of obligation
1.3.1.5 Change in ownership of an application or reissuance of license
1.3.2 Field copy certification
1.3.3 Debarment certification
1.3.4 Financial certification and disclosure
1.3.5 Patent and exclusivity
1.3.5.1 Patent information
1.3.5.2 Patent certification
1.3.5.3 Exclusivity claim
1.3.6 Tropical disease priority review voucher
1.4 References
1.4.1 Letter of authorization
1.4.2 Statement of right of reference
1.4.3 List of authorized persons to incorporate by reference

Center for Drug Evaluation and Research


https://www.fda.gov/media/76444/download
https://www.fda.gov/media/76444/download
https://www.fda.gov/media/76444/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
mailto:esub@fda.hhs.gov

What file types can | submit?

Resources:

v'Specifications for File Format
Types Using eCTD Specifications

v'eCTD Technical Conformance
Guide

v'FDA Regulatory Project Manager

v'esub@fda.hhs.gov

February 4, 2025

FDA

Specifications for File Format Tyvpes Using eCTD Specifications

Specifications for File Format Types Using eCTD Specifications

This document provides specifications for submitting file format types using eCTD
specifications. It is a list of accepted file types and the eCTD locations in which those file types
should be provided.

L General Information

Documents should be provided in PDF searchable format. Images and other document
types should be rendered into PDF format and retain searchable text whenever possible.
Additional information related to PDF documents is available in the FDA technical
specification FDA Portable Document Format (PDF) Specifications.

IL. Acceptable File Formats for Use in eCTD

In most cases, files submitted in formats below should also be provided in PDF format for
archival purposes, please reference the “Archive Format Copy™ column to see if an alternative
version of the document should also be provided.

Accepted Archive Permissible
File Type File Format Format Name | location in | Format Copy )
- N Uses
eCTD
Documents
Portable
padf Document M1 - M5
Format
Microsoft MI1.14,
Adoe Word L16&
document M2.3, M2.7 | PDF ANDA
Microsoft 3]\«1Ilf.'l4.
Word Open r
doex KML M2.3 PDF ANDA
document M2.7 FDF ANDA, BLA,
- NDA
L Text file M3 - M5
Microsoft PDF
xls Excel M3 -M5
document
Microsoft PDF
Excel Open
xlsx WML M3 - M5
document
Images
Bitmap
bmp Graphics ML15
Graphics
. P - Package Insert
gif ]].;1‘[:1'\1_]1:1115: MI - M5 in draft labeling
ormat
2

Center for Drug Evaluation and Research


https://www.fda.gov/media/85816/download?attachment
https://www.fda.gov/media/85816/download?attachment
https://www.fda.gov/media/93818/download
https://www.fda.gov/media/93818/download
mailto:esub@fda.hhs.gov

| received a 1734 error. How can | make sure | pass validation? i

Contains Nonbinding Recommendations ,‘Uo E, :g ?,EI ‘;.lu DRUG

L]
I {e S O u rce S L] Table 6: eCTD Technical Rejection Criteria for Study Data Expectations™

Modules & [Application
Data Type | odules  [CEnter Type Emdy Start Date quu.inment

10n/Prior to Bubmit simplified
[December 17, 2006 ps.xpi*

v'Study Data Technical Conformance Guide KRl ——

[December 17, 2016 standards

ICDER
[On/Prior to [Submit simplified
. .
Nonclineal 12314232, Commercial  [ococrmoer 17, 2017 fsxpt
. . . . . 234 [ND |Afier IComply with CDISC
v’ Technical Rejection Criteria Self-Check Worksheet —
-
[On/Prior to Bubmit simplified
NDA, BLA, e 15, 2023 ks xpt*
ANDA,
ICBER B
(Commercial B
D |After [Comply with CDISC
March 15, 2023 klandards

Bubmit simplified ts.xpt]

v'eCTD Technical Conformance Guide P s L

NDA, BLA, other than ts.xpt)
) I S0 .
IClinical 5.3.33,53.3.4 [CDER & A fler [Comply with CDISC
ICBER December 17, 2016 |standards
5.3.4,53.5.1,
5352

‘/ e S U b @fd a . h h S . q OV e ™" [Rejection criteria not applied

* Rejection criteria will be applied if a study report with one of the three file tags, “pre-clinical-study-
report’, legacy-clinical-study-report ', or ‘study-report-body " is included, and/or an xpt file fother than
the t5.xpy) is submitted.

“ This table only applics to cCTD validation 1734, 1735, and 1736. An STF must be provided for all
applications and data types for both CDER and CBER (eCTD validation 178%). For more information, see
the Specifications for eCTD Validation Criteria found here, U /drugs)

re gu latory-submission-and-review/electronsc-common-technical-document-cctd

U.5. Food & Drug Administration

109032 New Hampshire Avenue

Silver Spring, MD 20003

www fda.gov Pape 70 of 76 December 2023

February 4, 2025 Center for Drug Evaluation and Research


https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/industry/study-data-standards-resources/study-data-submission-cder-and-cber
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
mailto:esub@fda.hhs.gov

ICH «CTD STF Specification V 2.6.1 3-June-2008 m A
= INTERNATIONAL CONFERENCE ON HARMONISATION OF
a I e - a S o u u S e TECHNICAL REQUIREMENTS FOR REGISTRATION OF
- PHARMACEUTICALS FOR HUMAN USE

Resources:

ICH M2 EWG

L]
Jva | I d _Va I u e S X m | The eCTD Backbone File Specification for Study Tag
L]

This specification has been developed by the [CH M2 Exg

v'The eCTD Backbone File
Specification for Study Tagqging Files

v'Study Data Technical Conformance
Guide

v'eCTD Technical Conformance Guide

v'esub@fda.hhs.gov

February 4, 2025 Center for Drug Evaluation and Research



https://admin.ich.org/sites/default/files/inline-files/valid-values-v5_0.zip
https://admin.ich.org/sites/default/files/inline-files/valid-values-v5_0.zip
https://admin.ich.org/sites/default/files/inline-files/valid-values-v5_0.zip
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
mailto:esub@fda.hhs.gov

Resources
= eCTD

Web page for latest version of eCTD quidance, specifications, and validations

eCTD Comprehensive Table of Contents Headings and Hierarchy
eCTD Technical Conformance Guide

The eCTD Backbone Files Specification for Module 1
Specifications for File Format Types

= Standards

M4 Organization of the Common Technical Document for the Registration of Pharmaceuticals for Human Use

Guidance for Industry

Interdisciplinary Review Team for Cardiac Safety Studies (formerly QT-IRT)

- eCTD 4

February 4, 2025

FDA's eCTD v4 implementation page

Center for Drug Evaluation and Research


https://www.fda.gov/ectd
https://www.fda.gov/media/76444/download
https://www.fda.gov/media/93818/download
https://www.fda.gov/media/76776/download
https://www.fda.gov/media/85816/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4-organization-common-technical-document-registration-pharmaceuticals-human-use-guidance-industry
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/interdisciplinary-review-team-cardiac-safety-studies-formerly-qt-irt
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/electronic-common-technical-document-ectd-v40
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