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What’s New in eCTD v3.2.2?
Common Errors
Common Questions
 eCTD v4.0

4 Center for Drug Evaluation and ResearchApril 24, 2024



5 Center for Drug Evaluation and ResearchApril 24, 2024

What’s New in 
eCTD v3.2.2?



What’s New in eCTD v3.2.2?
 File format spec

 Updated .docx permissible uses

 Updated .xml accepted locations and 
permissible uses 

 Removed “CDER Only” from permissible uses 
for
 .cas, .csv, .dat, .r, .rmd 

 Updated file format added 
 Modeling & Simulation file types 

 .datxplore, .jmd, .json, .mbp3, .mlxtran, 
.mlxproperties, .pkml, .pksim5, .pkx, 
.pkxproperties, .pumascp, .smlx, 
.smlxproperties, .syc, .qmd
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Common Errors for eCTD submissions
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Total eCTD Submissions

331,647

Duplicate Sequence

Other
eCTD 

Validation 
Errors

January 01, 2023 through December 31, 2023

Total Rejections
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Total eCTD Submissions to CDER

Roughly only 1% of eCTD submissions are rejected



Top Reasons for eCTD Rejection

Duplicate Sequence

2861

Other Errors

2985

1789
1736

17341735

Other High Errors

eCTD Validation Errors

January 1, 2023 through December 31, 2023
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1789 Error

 65 Submissions failed for error 1789

 22% of these submissions were for SEND data 
(m4)

 Majority of errors in IND nonclinical sections 
(m4)

10

M5 M4

IND

NDA

m5

NDA

INDm4

1789 Errors by Module

A file has been submitted in a study section without providing an STF file

January 1, 2023 through December 31, 2023
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1734 Error
A dataset named ts.xpt with information on study start date must be present for each study in a 
TRC-applicable section

 65 Submissions failed for error 1734

 66% of these submissions were for SEND 
data (m4)

 Only IND applications had errors in nonclinical 
sections (m4)

m5

m4

1734 Errors by Module

January 1, 2023 through December 31, 2023
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1735 Error
The correct STF file-tags must be used for all standardized datasets and corresponding 
define.xml files in a TRC-applicable section

m5

m4

1735 Errors by Module
 21 Submissions failed for error 1735

 62% of these submissions were for SEND 
data (m4)

 Only IND applications had errors in nonclinical 
sections (m4)

January 1, 2023 through December 31, 2023
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1736 Error
For SEND data, a Demographic (DM) dataset and define.xml must be submitted for studies in 
TRC-applicable Module 4 sections

April 24, 2024

m5
m4

1736 Errors by Module
 17 Submissions failed for error 1736

 41% of these submissions were for SEND 
data (m4)

 Only IND applications had errors in nonclinical 
sections (m4)

January 1, 2023 through December 31, 2023
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1738 Error

M4
M5

M4M5

 123 Submissions received a 1738 
error

 61 of these submissions were for nonclinical 
data (m4)

 Majority of errors in IND nonclinical sections 
(m4)

 Top m4 sub-sections:
 4.2.1.3 Safety pharmacology
 4.2.3.1 Single dose toxicity
 4.2.3.2 Repeat dose toxicity

STF Study ID should match STUDYID or SPREFID listed in the referenced Trial Summary (ts.xpt) file

IND
89%

m5
IND

NDA

ANDA

BLA

m4

1738 Errors by Module

March 16, 2023 through December 31, 2023



Common Questions for eSub
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What file types can I submit?

Resources:

Specifications for File Format 
Types Using eCTD Specifications

eCTD Technical Conformance 
Guide

FDA Regulatory Project Manager

esub@fda.hhs.gov
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https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
mailto:esub@fda.hhs.gov


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

Resources:

Study Data Technical Conformance Guide

Technical Rejection Criteria Self-Check Worksheet

eCTD Technical Conformance Guide

esub@fda.hhs.gov
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https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
mailto:esub@fda.hhs.gov


What file-tag should I use?

Resources:

Valid-Values.xml

The eCTD Backbone File 
Specification for Study Tagging Files

Study Data Technical Conformance 
Guide

eCTD Technical Conformance Guide

esub@fda.hhs.gov
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https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
mailto:esub@fda.hhs.gov


eCTD v4.0
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FDA Implementation Strategy
 Initial release/acceptance for new applications in eCTD v4.0
 Begin accepting new applications in eCTD v4.0 this Summer

 When FDA is ready to accept, the agency will update the FDA Data Standards Catalog 
to reflect the date support begins

 Provide feedback on sample eCTD v4 submissions
 Exists today for eCTD v3.2.2
 Plans to expand to include v4.0 when FDA begins accepting voluntary eCTD v4.0 submissions

 Future phases
 Transition of current v3.2.2 applications (Forward Compatibility)
 Two-way communication

This information will be updated biannually based on the progress of ongoing implementation activities.

[Updated in January 2024]

https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-ectd-or-standardized-data-sample-fda
https://ich.org/page/ich-electronic-common-technical-document-ectd-v40


v3.2.2 versus v4.0 validation

Specifications for eCTD Validation Criteria Specifications for eCTD v4.0 Validation 
Criteria

Ipsunember XX, 202X 21 Center for Xxxxxx Xxxxx Xxxxxxxxxxxxxxxxxx

https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/electronic-common-technical-document-ectd-v40
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/electronic-common-technical-document-ectd-v40


Resources
 eCTD v3.2.2

 Web page for latest version of eCTD guidance, specifications, and validations
 eCTD Submission Standards for eCTD v3.2.2 and Regional M1
 eCTD Sample Submissions

 Study Data Standards
 Study Data Standards Resources

 eCTD 4
 FDA’s eCTD v4 implementation page
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https://www.fda.gov/ectd
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/ectd-submission-standards-ectd-v322-and-regional-m1
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-ectd-or-standardized-data-sample-fda
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/electronic-common-technical-document-ectd-v40
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