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Disclaimer:

• The information within this presentation is 
based on the presenter's expertise and 
experience, and represents the views of the 
presenter for the purposes of a training 
workshop.
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What is eCTD?
• Electronic Common Technical Document

o Common Technical Document
- Common format for Quality, Safety, and Efficacy information

o Electronic CTD = eCTD
- An interface for industry to agency transfer of regulatory information
- Composed of:

• Directory structure

• Content files

• XML eCTD instance
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What is eCTD?
• Scope of eCTD

o CTD scope + Module 1
- CTD:   Registration applications for new pharmaceuticals (including 

biotechnology-derived products)
- Module 1:   Regional Administrative Information and Prescribing 

Information

o Regional scope may vary beyond CTD scope
- Investigational New Drug, 
- Drug Master File / Active Substance Master File, and etc.
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History
• Regional reviewer driven

o 1980s : - Early activities in US in 1980s
o 1990s : - Computer Aided New Drug Application (CANDAs)

- eNDA Guideline
- DAMOS in Germany, MANSEV in France

• Harmonization
o 1997: - M2 EWG start working closely with M4 (CTD) 
o 2003 : - ICH eCTD Guideline v3.0

• Implementation
o 2004 : - ICH eCTD Guideline v3.2 implemented in all ICH regions
o 2008 : - ICH eCTD Guideline v3.2.2

- All electronic submissions must be in eCTD format in US
o 2010 : - Mandatory eCTD for the Centralised Procedure in EU
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Why eCTD?
• Expectation

o High availability
o Easy view / navigation
o Fast retrieval
o Lifecycle support
o Less paper

• Results
o Expected advantages have been met.
o Contribute to improvement of:

- Data quality
- Reusability
- Faster access
- Life cycle management

o Some challenges found.
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Before eCTD

CTD dossier in bookrack Reviewer’s desk
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After eCTD

CTD dossier in server Reviewer’s desk
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CTD Tree

Administrative Information

Switches
‐ sequence number (0000, 0001…)
‐ view / review (comment)
‐ open in new window
‐ open comment list

Annotation, underline, highlight, insert memo, etc. for 
himself/herself or for sharing with review team
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Comment list

Output to spreadsheet
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• US
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FY2005 FY2006 FY2007 FY2008 FY2009 FY2010

NDA Total 22,252 21,217 23,310 22,308 22,148 22,443

NDA Electronic 4,341 5,689 8,771 11,272 13,297 15,497

NDA Electronic % 19.51% 26.81% 37.63% 50.53% 60.04% 69.05%

NDA eCTD 521 2,225 2,085 7,410 11,146 14,007
NDA eCTD % of 
Total 2.34% 10.49% 8.94% 33.22% 50.33% 62.41%
NDA eCTD % of 
Electronic 12.00% 39.11% 23.77% 65.74% 83.82% 90.39%

eCTD Growth



© 2011 ICH 14

• EU: Percentage of eCTD
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eCTD Growth

EU 2009 2010 ∆%

Total New applications 28484 49876 43%

Total Variations 370491 361365 -3%

Total Renewals 29336 25529 -15%

Total Submissions 428311 436770 2%

Total eSubmissions 219537 213125 -3%

%eSubmissions 51% 49% -2%

Total eCTD 29954 32834 9%

%eCTD of total 7% 8% 1%

%eCTD of electronic 14% 15% 1%

• EU: Percentage of eCTD
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• JP

o Original : 
- eCTD is official dossier

o Reference: 
- Paper dossier is official and eCTD is for reviewer’s reference (and 

industry can practice eCTD submission)
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2004 2005 2006 2007 2008 2009 2010 Total

Original 0 1 3 5 2 26 48 85
Reference 1 9 24 32 37 25 16 144

Total 1 10 27 37 39 51 64 229

eCTD Growth
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Challenges
• Advantages sometimes perceived as disadvantages

o Granularity
o PDFs
o Hyperlinks

• Requires tools and trained technical experts

• Different implementation approach

• Regional rules vary

• Changes in way of working 

• Last minute changes not easy
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Future
• eCTD v4.0

o Development by SDO process (HL7  ISO/CEN  ICH)
o Plan

- Step 2 in 2013
- Development depends on schedule of SDOs (HL7, ISO, CEN)

o Specification
- HL7 RPS (Regulated Product Submission) will be used for message 

exchange
- ICH M4 CTD and Granularity Document will remain as dossier 

structure 
- PDF will remain as major document format
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eCTD v4.0
• Benefits

o Broader scope and standardization
o Interoperability

• Challenges
o Need to understand HL7 process / methodology
o Will require new tools
o Regional requirements in the scope of SDO standardization
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US

EU JP

ICH

Food Additive

etc.etc.

etc.
Standard

Less Harmonization !!

ICH’s Goal:
Advancing Harmonization 
for Better Global Health

More Harmonization, 
Using Standard

ICH Objective in SDO process
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Thank You!

©2011 ICH International Conference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use


	Slide Number 1
	Disclaimer:
	Table of Contents
	What is eCTD?
	What is eCTD?
	Slide Number 6
	History
	Why eCTD?
	Before eCTD
	After eCTD
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	eCTD Growth
	Slide Number 16
	Challenges
	Future
	eCTD v4.0
	ICH Objective in SDO process
	Slide Number 21

