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Electronic submission -
aims

• Reduction of (internal) paper-flow (logistics and 
administrative burden)

• Reduction of physical archiving space
• Easily call up archived information and reduction of 

storage space during review
• Facilitation of  the review process

- easy viewing
- legibility
- easy and rapid navigation
- search capability
- automated update : access to current information
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e-submission/eCTD Roadmap

• A Roadmap to support the implementation of         
e-submission/eCTD within the EU.

• e-submission is considered with high priority.
• To provide guidance towards achieving the target 

timeline endorsed by the HMA namely the
– acceptance of paperless submissions using the 

eCTD as the format for submission of the 
dossier for MA by 2009.
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AGES PharmMed – e-submissions ?

Nimmt die AGES PharmMed e-submissions an?
• Ja, die AGES PharmMed nimmt sowohl

– eCTD-Einreichungen,wie
– NeeS (&dzt auch „sonstige“) für alle Arten von 

Verfahren an. 
• Bevorzugt und das Format der Zukunft

– eCTD
• Die vereinheitlichte Struktur des eCTD Formats erlaubt 

beschleunigte Arbeitsabläufe bei der Einreichung, der Pflege 
und der Synchronisation von regulatorischen Informationen 
sowie bei der Bearbeitung im Zulassungsprozess von 
Arzneispezialitäten. 
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FAQs
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NeeS

•NeeS (Non-eCTD electronic Submissions) 
– jede Form einer Einreichung von 
regulatorischer Informationen bezeichnet, die 
ein Antragsteller der Zulassungsbehörde 
übermitteln kann, die nicht der eCTD, jedoch 
der CTD Spezifikation entspricht. 
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NeeS - Dokument

Deutschsprachige Übersetzung
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What is the eCTD?

• It’s the electronic version of the CTD

The eCTD specification describes the means to create and 
transport an electronic submission that meets the 
definitions of the Common Technical Document 

Lists the criteria to consider an electronic submission as 
technically acceptable

• The eCTD is an exchange standard

Does not tell how to create a CTD

Does not say how to review it (review tool for agencies 
necessary)

… but it can be viewed and navigated
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eCTD - specifications

• ICH M2 Expert Working Group:
Modules 2-5: eCTD Specification Document – ESTRI

Electronic Standards for the Transfer of Regulatory 
Information

http://www.ich.org/ich5m2.html
http://www.fda.gov/cder/m2

• EU Telematics Implementation Group on electronic submissions 
(TIGes):
Module 1: EU Module 1 Specification
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol2_en.htm#2b
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eCTD
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eCTD

• eCTD can/should be used in all kind of 
procedures
– National
– MRP/DCP
– CP
And all procedures during the life cycle of a 

medicinal product!



15

A view of the eCTD in Europe

eCTD version 3.2 (except Module 1)

3. Quality 4. Non-
clinical

5. Clinical2. 
Summaries

1. Regional

– EU Module 1 (version 1.2.1)
– Cover letter
– Comprehensive table of contents
– Application form
– Product information 
– Information about experts
– Specific requirements for different types of application
– Environmental risk assessment
– Information relating to orphan market exclusivity
– …….

eAF

PIM
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eCTD in  MRP/DCP
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HMA-questionnaire

Q: When authorities are planning to be ready for 
management and evaluation of MA applications in 
electronic format only?

7 NCAs are ready for management and evaluation of MA 
applications in electronic format only 

- 5 of them are no longer requiring any paper support at 
all when an application is sent in electronic format. 

~ half of the remaining NCA have plans to be ready 
within the target. 

1/3 of the NCA do not know when they will be ready
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e-working at AGES PharmMed

• AGES PharmMed is accepting already eCTDs and NeeS since 
several years
– All electronic applications are archived in an electronic archive
– A review tool is installed and in use

• More than 80 % of the authorities have a review tool to handle the 
assessment installed or already in production

• AGES PharmMed started THE IT-project
– To set up a new workflow system (ECM) and a new data base
– Currently all data pertaining to MPs are archived in the AGES 

PharmMed DB system PharmaIS
• Electronic only?

– Not yet decided, but not before 2012.
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HMA-questionnaire

Distribution of electronic 
formats received for NAs 
per procedure

% of Variations applications 
received in electronic format.
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HMA-questionnaire

• % of authorities that have national guidance concerning 
e-submission and/or are supporting published EU 
guidance on submission of MA applications in electronic 
format.

No Guide
50%

National
29%

Support EU
21%
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e-working at AGES PharmMed

• Web application - interface for the general public 
“PharmaIS Web Register of Medicinal Products”

available at www.ages.at
since 2006 - information on MPs approved in Austria. 
In 2007, the system was extended - to include SPCs and PLs. 
NPARs on newly approved MPs can also be accessed via the 
PharmaIS web application. 

• In 2007, AGES PharmMed also developed the implementation a 
PharmaIS portal, 
a web application which enables MAHs to input specific data on 

individual MPs directly into the PharmaIS system. By the end of 
2007, 20% of MAHs had access to the PharmaIS portal.

Starting with data in relation to the „sunset clause“.
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Conclusions

• More and more electronic working

– Electronic exchange of data

– Shared Data bases

– Encouraging companies to submit eCTDs

– Setting up of portals for submissions
• Development of common portals between some

MSs?

– central repository?
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Thank you!
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