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Poll

How would you characterize your ability to submit 
your NDA/BLA in proper eCTD format?

 I’m an experienced expert

 I’m pretty good at it

 Somebody else in my company handles the eCTD

 I am a beginner

 Wait. What is eCTD?
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Topics Covered

• eCTD Background, Guidance, and Metrics

• Preparing to Submit Electronically and Points to 
Consider

• Electronic Submission Processing

www.fda.gov
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eCTD Background
eCTD is the electronic version of the Common Technical Document (CTD). The 
eCTD contains an electronic table of contents, also referred to as a “backbone”, 
that manages all the metadata for an application.
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Guidance – eCTD Required
• NDAs, BLAs, DMFs*, ANDAs and Commercial INDs 

must be in eCTD format

• Paper and/or non-eCTD submissions are no longer 
accepted for above application types

• Study information in modules 4 or 5 must include the 
Study Tagging File (STF)

• Please see the eCTD web page www.fda.gov/ectd for 
further information and guidance

*Type III DMFs deadline extended to May 5, 2020

http://www.fda.gov/ectd
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eCTD Submission Metrics
CDER receives approximately 200,000 electronic 
submissions via ESG annually. Nearly 192,000 were in 
eCTD in FY 2018.
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eCTD Submission Metrics
In FY 2018, nearly 100% of the regulatory submissions for 
NDA, BLA, and ANDA were in eCTD.  For Commercial IND 
and DMF, 96% and 78% (Type II, IV, V).
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Preparing to Submit Electronically 
and Points to Consider
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Become familiar with
the eCTD website
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Submission Hierarchy
“Where should I place my documents?”

• Organize content to follow Common Technical 
Document (CTD) structure

• Resources
– The Comprehensive

Table of Contents
Headings and Hierarchy

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

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163175.pdf
https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm073257.pdf
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File Format and PDF 
Specifications

• When creating content, follow the 
Specifications for File Format Types Using eCTD 
Specifications for guidance on file formats FDA 
expects under the different CTD headings

• Follow FDA’s PDF Specifications and 
communicate to vendors the need to follow 
these specifications

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM347471.pdf
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf
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Study Data

• Key Study Data Resources:
– Providing Regulatory Submissions In Electronic 

Format — Standardized Study Data Guidance for 
Industry

– Technical Rejection Criteria for Study Data
– Study Data Technical Conformance Guide
– ANDA Forms and Submission Requirements Website

Have Questions? Contact eData@fda.hhs.gov

Learn about FDA requirements for submission 
of study data at the Study Data for Submission 
to CDER and CBER website. 

Presenter
Presentation Notes



https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM630740.pdf
https://www.fda.gov/downloads/forindustry/datastandards/studydatastandards/ucm384744.pdf
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/ucm120955.htm
mailto:eData@fda.hhs.gov
https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm587508.htm
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Prepare for Submission to FDA

• Request an Application Number from FDA
• Register for an Electronic Submission Gateway 



14

Generate the eCTD for 
Submission to FDA

• Publish content into eCTD format via eCTD 
Publishing Tool or eCTD Tool Vendor
– Utilize eCTD publishing tool to:

• Capture administrative information

• Map submission content to CTD section 
headings

• Generate final submission in eCTD format 
including all required technical files/folder 
structure
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Validate eCTD (Optional) and/or 
Request eSub Feedback

• (Optional) Validate via eCTD Validation Tool
• (Optional) Ask ESUB-Testing@fda.hhs.gov for 

technical feedback via Sample Submission Process
• eCTD Validation Criteria is posted on 

www.fda.gov/ectd in the eCTD Submission Standards

mailto:ESUB-Testing@fda.hhs.gov
http://www.fda.gov/ectd


16

Electronic Submission Processing: 
Increasing Automation
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Submission Processing: 2018

All CDER regulatory submissions received are processed 
by Document Room  

Document Room Process:

Staff reads the Cover Page of every 
submission (Approx. 850 per day) 
to categorize and route to correct 
Review Divisions
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Submission Processing: 2019

Automate process to identify Submission Category  

Process:
1.Determine Submission Category 

based on structured data in 
eCTD sequence

2.Route to Review Division based 
on Submission Category

Benefit:
Reviewer gets submission faster
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Submission Processing Challenges

• Data submitted in eCTD backbone file (e.g. us-
regional.xml) and regulatory form (e.g., Form 356h) 
sometimes contradict each other
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This submission was an Initial CMC Supplement CBE. 
The appropriate “Supplement Category” on Form 356h would have been “CBE”

eCTD Data Discrepancy Example

Can you guess the correct regulatory activity in 
this submission?

us-regional.xml (DTD V3.3)

Form 356h 
Indicating “CBE”

Indicating “Prior Approval”
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eCTD Data Discrepancy Impact
When data is submitted correctly in eCTD backbone files (e.g. 
us-regional.xml file) and regulatory form (e.g., Form 356h), 
submission can be efficiently routed to the assigned review 
division and/or reviewer(s)

Indicating information in us-regional.xml that contradicts  
Form 356h could:
 Impact FDA’s ability to automate the submission process
 Require additional effort to read the Cover Letter in order 

to resolve the discrepancy
 May require Request(s) for Information that may otherwise 

not be necessary
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Summary
• Important Guidance Requirements

– NDAs, BLAs, DMFs, ANDAs, and Commercial INDs must be 
submitted in eCTD

– Study information in modules 4 or 5 must include the Study 
Tagging File (STF)

• Preparing to Submit Electronically and Points to Consider

– Utilize FDA’s eCTD Website

– Align Content with CTD

– Technical Rejection Criteria for Study Data

• Confirm eCTD metadata does not contradict FDA Form

– eCTD Submission Type/Subtype and Supplement Category align 
with values on FDA Form 356h

www.fda.gov
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Thank You

Jonathan Resnick
CDER Electronic Submission Support Team

eSub@fda.hhs.gov
www.fda.gov/ectd

mailto:eSub@fda.hhs.gov
http://www.fda.gov/ectd
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