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LSCP Situation Statement & Overview

• We take it that all Stakeholders have as objectives to contribute 
to a better and safer health at the lowest cost possible

• Accurate/Regulated information shared among Stakeholders is 
accelerating innovative products to patients

• A key contributor for the exchange of information is 
harmonization in the eCTD format and structure

• Comparing the implementation progress over the last 12 
months shows that there is “no way to avoid standardization”
and moving to fully electronic, taking the Change Management
(learning curve) into consideration

• More and more Agencies are to move to “electronic only”
• We would like to emphasize the highest effectiveness will be 

reached by going the electronic path and only go to paper as 
needed 

• We therefore strongly recommend a controlled, but pragmatic 
approach with a vision and strategy phase giving clear 
directions for implementation over time!
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In Strategy Process to Review before you start!

• Our experience and the discussions at DIA Annual 06 for 
3 key vision & strategy topics have been confirmed:

VGDS has reached a prominent place: PLD creation!

Define Granularity while reviewing all eCTD benefits from 
the 3-Dimensional perspective, and in consequence

Strategize Lifecycle Management (LCM) from the same 
perspective – not just regulatory! – to 

Reach optimal business benefits 
with the enabling eCTD Standard

An Additio
nal Topic in 

IT was the Microsoft

Positio
ning in LS:

Ask LSCP to provide 

MORE Information
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FDA Status of eCTD Submissions
as of May 31, 06

More than 150 Sponsors have registered for the 
eCTD pilot

93 pilot submissions have been received

Uptake of eCTD is increasing dramatically

- CDER is exploring withdrawal of eNDA and eNDA
guidance

Source: FDA June 06
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US eCTD Matrix

Application Type # of Applications Submissions

Master File 14 17

IND 119 1,312

NDA 71 1,194

ANDA 72 236

BLA 18 599

Total 285 3,358

Source: FDA June 06
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Growth of eCTD by Month

Source: FDA June 06
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What is FDA Doing?

Source: FDA June 06
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… Beyond eCTD

Source: FDA June 06
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EMEA eCTD Timeline Summary: 
European Union Review System (EURS) Project

1105 PIM 
submissions
Accepted for 

CP subs

EU agencies
accept electronic
only submissions

June 2003 eCTD
Submissions accepted in 
parallel with Paper per 
ICH M2 EWG - Electronic 
Common Technical 
Document Specification

December 2009
ALL EU NCA

accept electronic
only submissions

Slide reproduced by LSCP from DIA EMEA Presentation

Q4 07 full e-
submissions 
paperless CP
Accepted
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EMEA: Use of eCTD to Paper …

EUROPEAN UNION - NTA volume 2B: Practical Guidance for the 
Paper Submission of Regulatory Information in Support of a 
Marketing Authorisation Application when using the Electronic 
Common Technical Document (eCTD) as the Source 
Submission, V1.0, Feb-2006

Current version. This document replaces the Practical Guidance for the Paper 
Submission of Regulatory Information in Support of a Marketing Authorisation
Application when using the Electronic Common Technical Document (eCTD) 
as the Source Submission, EMEA/C/6148/04, v 0.3, 09-Jun-2004 (47446) 
The goals of this guidance are to enhance the ease of receipt, processing 
and review of eCTD submissions and associated paper submissions at the 
EMEA or National Competent Authorities and to ensure efficient submission 
handling. Specifically, this guidance makes recommendations regarding the 
presentation of the paper submission that is provided by the applicant when 
an eCTD submission is also provided and acts as the ‘source’ submission for 
all hard copies. 
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Implementation Objectives

Source: EMEA June 06
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eCTD Implementation for EMEA

Source: EMEA June 06
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Wider EU Implementation

Source: EMEA June 06
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… and Japan

JAPAN –

PMDA Notification No. 0629005: Handling of Electronic 
Common Technical Documents (eCTD), 29-Jun-2005 

This document presents the following points to note when 
submitting data accompanying approval applications on 
eCTD to the Pharmaceuticals and Medical Devices Agency 
(PMDA). The contents include the eCTD submission 
procedure, the eCTD creation, and Checklist for the 
Electronic Common Technical Document Specification (ver. 
1.2). 

… with eCTD accepted, but Paper still “original” (some Modules 
require Japanese translations (M1; 2; 5), as of June 22, 06
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CHINA - SFDA Notification No.[2006]202

Notification: Promulgating Guidance for Patient 
Information Standard of Chemical Drugs and Biological 
Products, 10 May, 2006 (English/Chinese version)

This Notification is drafted to uniform the patient 
information standard in China, containing the patient 
information form and writing requirements for each article. 
It concerns the chemical drugs, the therapeutic and 
preventable biological products. 
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The Holistic Harmonization Horizon & Status: 
One “Transparent” Process - eCTD enabled. This new 

environment will create/adapt regulations!

Open System
…. Interfaces

eDevelopment

Process 1
Company A
Company B

Process 2
Company a
Company b

Process n
Company na
Company nb

Doc/Content 
Management

PI
EPAR

web

web

PI++

Consumer

MAH
Sponsor/
Alliances

Agencies
Product
Lifecycle
Dossier
(PLD)

EMEA eICSRs
Mandatory 112005

FDA 
All SPL Mandatory

07/04 to 08/06
E-only Subm. preferred

EMEA CP 
Accepted: PIM 11/05,
eCTD eOnly Q4 07; 
ALL eSubm-Only 09 &
NCA eCTD only ready

eReview
Process

Secure
Messaging

• Patients / 
Patient groups (XYZ products))

• Professionals
• Health Providers

- Government
- Insurance

eICSR
FDA

EMEA

MHLW

WHO

others
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Example: eLabeling Business Process 
- eCTD Perspective

eLabeling Submission: Agency Approval, including Changes

Extract

Extract
CTA
eCTA
Study 

Reports

Medical
Infor-

mation

(PhV)
eLabe-

ling

Profes-
sional

Community Patient
eICSR

Behavior

Amendments, Supplements. eICSR etc.

Bi-Directional: Consistency
Horizontal Process

*Change 
Request

*Change Submit + Approval + ReportingPromo-
tional

Material

…. &
 the 

ePrescrip
tion Program?

Re-use

Repository  
- Value in PLD!

3-dimension intersection
For Information LCM

References:
eCTD Specs V3.2
FDA eLabeling (SPL 2a)
EMEA (PIM 2.0 (1105) DES)
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Getting Controlled, Transparent Content Flow to All 
Stakeholders:

3-Dimensional
Bi-Directional
eCTD enabled
Business Processes

n eSub types/
Agencies

Sponsor/Co-Dev.

Alliances Providers/Patie
nt 

Communitie
s

Re-use Content 
Object Repository

to eCTD PLD

eCTD 
PLD

Beyond eSubmissions!

Re-use Reposito
ry

This is th
e fo

cal P
oint
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Different Processes/Organization: E.g. “Rolling 
Submission” DRA to Manage Entire Agency Relationship

O
N

G
O

IN
G

Feeding the IC
H

 eC
TD

Structure &
 A

gency Interaction

PAST Future started yesterday

Toxicology
Safety etc

Dossier
compilation

Preclinical

Clinical,
Safety etc

Target
validated

DRA

Target
validated

Toxicology
Safety etc

Preclinical

Clinical,
Safety etc

DRA

Traditional
NDA/MAA
Process
Range

DRA

DRA

DRA

DRA

e.g. 
DRA to Manage 
Entire Agency 
Relationship

Regulatory Perspective

“only”
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Vision & Strategy getting started: 
The Program Plan & Path to …

Long term strategy:
Reach lowest Total cost of Ownership!

Moving from Managing Document/Content to Managing Products and Beyond

Apply
Phase 2 

Execute
Phase 3 

Maintain
Phase 4 

Recognize High Value Opportunities

Reduce Cost of Operations

… Manage Risk

Adapt 
Frequently

Maintain Agility

Define
Phase 1 

Product Lifecycle
Management 
to Product 

Lifecycle Dossier

Content/eCTD/
Rolling 

Submissions
eCompliance

Business Model

“Layered”
Content PoC

Pilot
Application &
Infrastructure

Vision/Strategy
eCTD Priorities

Identified,
Process and

System

Kick-off
eCTD Business

Framework 
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Today’s Conclusion:

The Confirmed Correct Perception:
“eCTD is Primarily a Business enabling and 

not a Technology Standard!”

The path to maturity of eCTD Stakeholders and to  implement 
becomes manifest

Enterprise Transformation Challenges become visible

Looking at the timelines: There is still Momentum  to move 
away from point solutions that appear to be under regulatory 
pressure and have a view of the broader scope

Time to re-think: Let us stick our heads together, talk and look 
at a pragmatic approach, 
e.g.
Rolling & Collaborative eCTD Submission management … !
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