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The eCTD: The eCTD: 
US Overview and PerspectiveUS Overview and Perspective
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Status of eCTD SubmissionsStatus of eCTD Submissions

December 2003December 2003
� 15 applicants have 15 applicants have 

registered for the registered for the 
eCTD piloteCTD pilot

� 3 pilot submissions 3 pilot submissions 
receivedreceived

� 2 submissions has 2 submissions has 
received for received for 
regulatory reviewregulatory review

January 2006January 2006
� Over 120 applicants Over 120 applicants 

registered for the registered for the 
eCTD piloteCTD pilot

� Over 100 pilot Over 100 pilot 
submissions receivedsubmissions received

� Over 2000 Over 2000 
submissions receivedsubmissions received

� Uptake of eCTD is Uptake of eCTD is 
increasingincreasing
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Growth of eCTD by MonthGrowth of eCTD by Month
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2005 In Review2005 In Review
eCTD vs Traditional eCTD vs Traditional 
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eCTD versus Traditional eSubmisisons:eCTD versus Traditional eSubmisisons:
The DifferencesThe Differences

TraditionalTraditional
� Applies to NDA and Applies to NDA and 

ANDA onlyANDA only
� Generally low level of Generally low level of 

granularity in documentsgranularity in documents
� Structure is less preciseStructure is less precise
� Utilizes PDF table of Utilizes PDF table of 

contentscontents

eCTDeCTD
� Applies to all applications Applies to all applications 

and submissionsand submissions
� Generally high level of Generally high level of 

granularity in documentsgranularity in documents
� Structure is more preciseStructure is more precise
� Utilizes XML Backbone Utilizes XML Backbone 

for Table of Contentsfor Table of Contents
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What is FDA Doing?What is FDA Doing?

� Working to review & update guidance and Working to review & update guidance and 
specificationsspecifications

� Working with ICH partners to develop clear Working with ICH partners to develop clear 
interchange criteriainterchange criteria

� Working with ICH partners to develop a more Working with ICH partners to develop a more 
flexible eCTDflexible eCTD

� Working with standard setting organization for Working with standard setting organization for 
next generation specifications next generation specifications 

� Providing reviewer training and support as they Providing reviewer training and support as they 
need itneed it
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What has FDA accomplished?What has FDA accomplished?

� Implemented GlobalSubmit Review in June of Implemented GlobalSubmit Review in June of 
20052005

� Published Final eCTD Guidance in October Published Final eCTD Guidance in October 
20052005

� Making its resources available to Industry Making its resources available to Industry 
through groups like DIA, RAPS, GPhAthrough groups like DIA, RAPS, GPhA

� Providing resources during pre-IND and pre-Providing resources during pre-IND and pre-
NDA/pre-BLA meeting through Regulatory NDA/pre-BLA meeting through Regulatory 
Review Support StaffReview Support Staff

� eCTD is the preferred submission formateCTD is the preferred submission format
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FDA DevelopmentsFDA Developments
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Regulated Product SubmissionsRegulated Product Submissions

� Health Level 7 (HL7) initiativeHealth Level 7 (HL7) initiative
• Healthcare standards development Healthcare standards development organisationorganisation
• 27 Countries27 Countries
• Volunteer Volunteer organisationorganisation

� Next generation eCTDNext generation eCTD
� Used for Animal and Human productsUsed for Animal and Human products

• Including but not limited to food additives, human Including but not limited to food additives, human 
therapeutics, veterinary products, and medical therapeutics, veterinary products, and medical 
devicesdevices
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What happens to your 
submissions?

GlobalSubmit Review used 
to display, analyze, and 
review the eCTD submission 

GlobalSubmit Validate 
processes  and tests  the eCTD 
submission

eCTD Submissions transmitted 
via mail or Gateway
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The US eCTD PlatformThe US eCTD Platform

ReviewReview
� Provides unified view of Provides unified view of 

eCTD submissions eCTD submissions 
included module 1 and included module 1 and 
STFsSTFs

� Creates multidimensional Creates multidimensional 
views of eCTD views of eCTD 
submissionssubmissions

� Tracks the life cycle of Tracks the life cycle of 
the submission and filesthe submission and files

ValidateValidate
� Processes submission Processes submission 

for optimal performance for optimal performance 
� Identifies eCTD errors Identifies eCTD errors 

and warningsand warnings
� Sets error severity Sets error severity 

levelslevels
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Unified ViewUnified View
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Leaf Lifecycle Clearly ShownLeaf Lifecycle Clearly Shown
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Multidimensional ViewsMultidimensional Views
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Electronic Submissions Using Electronic Submissions Using 
eCTD SpecificationseCTD Specifications

� FDA eCTD Table of Contents Headings FDA eCTD Table of Contents Headings 
and Hierarchyand Hierarchy

� FDA Module 1 SpecificationFDA Module 1 Specification
� ICH Modules 2 to 5 SpecificationICH Modules 2 to 5 Specification
� Study Tagging File SpecificationStudy Tagging File Specification
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Implementing the GuidanceImplementing the Guidance

� Initial Pilot PhaseInitial Pilot Phase
• Contact FDA prior to generating pilot submissionContact FDA prior to generating pilot submission
• Review process and make adjustmentsReview process and make adjustments

� Pilot submission evaluated for technical Pilot submission evaluated for technical 
compliance only unless directed otherwisecompliance only unless directed otherwise

� Accepting all submission types, e.g.,  IND, NDA, Accepting all submission types, e.g.,  IND, NDA, 
Amendments, Master Files, Annual Reports…Amendments, Master Files, Annual Reports…
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Just don’t do it…Just don’t do it…

� Don’t send electronic submissions to the Don’t send electronic submissions to the 
division document roomsdivision document rooms

� Don’t use node extensions in preparing eCTDDon’t use node extensions in preparing eCTD
� Don’t combine multiple documents into single Don’t combine multiple documents into single 

PDFPDF
� Don’t send customized style sheetsDon’t send customized style sheets
� Don’t hide your media – place it in the volume Don’t hide your media – place it in the volume 

with your cover letter.with your cover letter.
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ReferencesReferences

� Specifications Available On-LineSpecifications Available On-Line
� http://www.fda.gov/cder/regulatory/ersr/default.htmhttp://www.fda.gov/cder/regulatory/ersr/default.htm

� CDER Contact for information on eCTD CDER Contact for information on eCTD 
and CTD submissions  and CTD submissions  

� eSub@cder.fda.gov eSub@cder.fda.gov 

� International Conference on International Conference on 
Harmonization  Harmonization  

� www.ich.orgwww.ich.org


