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Electronic submission - (AGES
aims Vi

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

- leqibility

- 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 20009.
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AGES PharmMed — e-submissions ? ,({?‘(.3“]?}5 T

Nimmt die AGES PharmMed e-submissions an?
Ja, die AGES PharmMed nimmt sowohl
— eCTD-Einreichungen,wie
— NeeS (&dzt auch ,,sonstige®) fur alle Arten von
Verfahren an.
Bevorzugt und das Format der Zukunft

— eCTD

e Die vereinheitlichte Struktur des eCTD Formats erlaubt
beschleunigte Arbeitsablaufe bei der Einreichung, der Pflege
und der Synchronisation von regulatorischen Informationen
sowie bei der Bearbeitung im Zulassungsprozess von

Arzneispezialitaten.
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Elektronische Einreichung - Microsoft Internet Explorer
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1. Nimmt die AGES PharmMed eCTDs an?

Ja, die AGES PharmmMed nirmmt eCTD-Einreichungen far alle Avken von Yerahren an,

Cie versinheitlichte Struktur des eCTD Forrmats erlaubt allen Beteiligten beschleunigte Arbeitsabliufe
bei der Einreichung, der Pflage und der Synchronisation von regulatorischen Informationen sowie bei der
Bearbeitung i Zulassungsprozess von Arzneispezialititen,

2. Was ist der Unterschied zwischen einer e CTD und einer non-eCTD (NeeS$) Einreichung?

Armtliche Mitteilungen

Musterteste

Ein eCTD [efectronic version of tha Commen Techrical Docurneant) entspricht der eCTD-Spezifikation und
stellt eine elektronische Einreichung von regulatorischer Informationen, die ein Antragsteller der

iGesetzliche Grundlagen

F |

F:rmu e Zulassungsbehdrde dbermitteln kann, dar, Die eCTD Spezifikation <http:/festriich. orgfecdd> basiert
Qs inhaltlich auf der CTD Spezifikation,

Kontakt

Ein CTD (Common Technizal Document) definiert 2in vorgeschriebenes strokturiertes Format for
Papierdokuments, in dem =in Antragsteller die Einreichung von regulatorischen Informationen der

ualititsinformationen
o Zulassungsbehérde Obermitteln kann, <http:/fwww.ich.orafcache/compo/1325-272-1, html>

PoTaErarati =T eeeT

——
Elektranische Einreichung E MeesS [(Mon-eCTD eledronic Submissions) wird jede Form einer Einreichung won regulatorischer

Informationen bezeichnet, die ein Antragsteller der Zulassungsbehérde dbermitteln kann, die nicht der
FAG =CTD, jedoch der CTD Spezifikation entspricht,

http:ffesubmizsion.emea. europa.eu/doc/eGuidance Docurnent 1.4, pdf

FaQ Gewebesicherheit
Formulare Gewebsasicherheit

3. Warum wird von der AGES PharmMed das eCTD Format bevorzugt?

wir erfillen die Worgaben der HMA (Heads of Madicinas Agencas, Zusammenschluss der nationalen
Zulazsungsbehérden das arweiterten europiischen Wirkschaftsraurns (EWR), <http/fwww. hrna,euf>=],
die am 28, Februar 2005 in Reykjavik beschlossen haben, dass elektronische Einreichungen, auch im
=CTD Formnat, won allen Mitgliedern des Furepazn Raguistory Metwerk bis Ende 2009 angenommen und
bearbeitet werden kénnen., =http://www. hma. eufuploads/media/232.feb, 2005, pdf>

FAa o Blutsicherheit
Formulare Blutsicherheit

Meue Monographien

Monographieentwiirfe

Archiv Monographieentwiirfe Bevarzugt wird ein eCTD, da es nur mit einem eSTD jederzeit maglich ist, den aktuellen Stand der
Einreichung einzusehen.

Folder
Statistiken 4. Werden von der AGES PharmMed weiterhin Nee$-Einreichungen akzeptiert?

Mewsletter

Ja, fir MeeS-Einreichungen ist jedoch der .Leitfaden fir die pharrnazeutische Industrie zour Einreichung

won regulatorischer Inforrmation in elektronischern Forrmat: Mon eCTD electronic submissions (HeeS)® zu
beachten, <http:ffezubmiszion.emea europa.eu/doc’eGuidance Docurment 1.4.pdf=

Seitens des BfarM wurde sine deutsche Ubersetzung des offiziellen Dokurnants erstellt:

<httpiffwww. bfarm.defnn 1195876/ Sharedbocs/Publikationen/DEfArzneimittelf 2 zulassungfzulverfahren/armg
-euwfleifaden Z0OMees. html>

English Documents

Yeranstaltungsarchiv

3. Welche technischen Yoraussetzungen miissen erhillt sein, um eine eCTD Einreichung erstellen zu

&
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NeeS (Non-eCTD electronic Submissions)

— Jede Form einer Einreichung von
regulatorischer Informationen bezeichnet, die
ein Antragsteller der Zulassungsbehorde

tUbermitteln kann, die nicht der eCTD, jedoch
der CTD Spezifikation entspricht.

)&
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Documentation

Home Change Control Process for European eCTD Standards - Downlosd NEW
What's New
) . ICH
What is eSubmission
TIGes » o |CH: hitpoiivanas ich.org
Projects » » |CH electronic Common Technical Docurment (CTOY: hitpfestriich.org
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Google Search
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TIGes Harmonised eSubmission Guidance

# The TIGes has agreed on a final draft of a harmonised guidance document for the submission of non-eCTD electronic submissions (MeeSY until the end
of 2009. This document is adopted by all MS represented in the TlGes, and applicants submitting any non-eCTD electronic submission to any agency for
any procedure should follow the recommendations laid out in the document. As this is a final draft, the guidance should be implemented, but as

experience with Nees and the guidance is gained, comments are actively souaht, with a view to updating the document by the end of July 2008. Please
send any comments on the document to the Rapporteur for the document, MHEA (eguidance@mhra.gsi.ooy.uk ). NEW

General eSubmisSTOTT™ =

s MNTA-TIGes Interlinking (Q&~A and Change Regquest Form)
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Vor der Zulassung

Zulassung
Zulassungsarten
Beratungsverfahren

Validierung der
Werfahren
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Bekanntmachungen

Formulare

Européische werfahren

Parallelimport

Besondere
Therapierichtungen

Verfahren
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FAQ-Arzneimitte]

English  Deutsch

Bundesinstitut fiir Arzneimittel * '1‘;- g !
und Medizinprodukte ‘ .’1—.-" '

» Startseite b Arzneimnittel b Zulassung b Zulassungsarten b Mationale Werfahren

Leitfaden fiir die pharmazeutische Industrie zur Einreichung von regulatorischer
Information in elektronischem Format: Non eCTD electronic submissions (NeeS) Version
1.4 Januar 2008

Aktualisiert: 26.06.2008

[ Download (pdf 1192-KE)

NeeS - Dokument

Deutschsprachige Ubersetzung
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What is the eCTD? V >

1

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

AGES — Yfealth. Nectrition. Saf'ety. Ocwr Concern. 11
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ICH M2 Expert Working Group:

Modules 2-5: eCTD Specification Document — ESTRI
Electronic Standards for the Transfer of Regulatory
Information

http://www.ich.org/ichSm2.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.ntm#2b

AGES — Yealth. Nedrition. Safety. Owur Concern. 12
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- Module 1.2 Application form - word docurment (May 2008)

- Module 1.2 Homeopathic application form -.pdf docurnent (December 2005)
- Module 1.2 Homeopathic application form - word docurment {Cecember 2005)

- User guide for the application form {March 2005)
Motice to Applicants, Yolume 2B - QUESTIONS and ANSWERS

- Questions and Answers (February 2008)
Motice to Applicants, ¥olume 2B - Electronic Commmon Technical Document {(eCTD)

- eCTD EU Module 1 { version 1.3, May 2008 zip file (for download only right click and Save Target As...)

- eCTD MRP/DCP Tracking Table {vw1.0

Gy 20080 - zip file {This new standard can be used to track eCTD submissions to Mational Competent
Authorities in MRP/DCPE - for down

only right click and Save Target 4s...)
- eCTD EU M1 +1.3 Trapsffion Guidance (May 2008}

- Electroni pplication Form-New (version 2.1, March 2007} - zip file (for download only right click and Save Target as...}

ctronic Application Form-¥Yariation (version 1.1, March 2007} - zip file (for download only right click and Save Target As...}
- Electronic Application Form-Renewal {wersion 1.0, March 2007} - zip file (for download only right click and Save Target As...}
- Guidance on paper submission with eCTD version 1.0 {February 2006)

Motice to Applicants, Yolume 2B - Change Control Process for European eCTD Standarts

- Change Control Process for European eCTD Standards - w1.1 {December 20063

- Change Contral Form - 1.1 {Decermber 2006)
Yolume 2C - Regulatory Guidelines

Guidance on a new therapeutic indication for a well established substance (Movermber 2007} EN
Guidance on elements required to support the significant benefit in comparison with existing

therapies of a new therapeutic indication in arder to benefit from an extended {11 years) marketing EN
protection period (Novermber 2007}

Guideline on the categorisation of New Applications (MA) versus VMariations Applications (V) (October EN
2003)

Guideline on the processing of renewals in the centralised procedure {(October 2005) EN
Guideline on the Processing of Renewals in the Mutual Recognition and Decentralised Procedures EN o
{Revision ¢, February 2008)

Application form for renewal of a marketing authorisation and guidance for the cornpletion of the
application form (May 2007}

Application Farm : POF format - Word forrmat

Guideline on fast track procedure for human influenza vaccines EN
Guideline on Summary of Product Characteristics {October 2005) EN
Guideline on Dossier requirements for Type IA and Type IB Notifications Revision 1 (July 200&) =
wiord format

[
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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!

AGES — Yealth. Nedrition. Safety. Our Concern.
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eCTD version 3.2 (except Module 1)

1. Regional

2.
Summaries clinical

3. Quality 4. Non- 5. Clinical

EU Module 1 (version 1.2.1)
Cover letter

Comprehensive table of contents
Application form
Product information

Information about eM
Specific requirements for different types of application
Environmental risk assessment

Information relating to orphan market exclusivity

AGES — Yealth. Nedrition. Safety. Owur Concern. 15



eCTD in MRP/DCP

es Agencies: eSubmissions - Microsoft Internet Explorer
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@ _Home | Human Medicines | veterinary Medicines #

[ Heads of agencies | CMD({h) | MRI Product Index | Directory ]

¥ou are here: Human Medicines > CHMDCh, > Procadural Goidance pplication for MaA = eSubmissions

Further to experience gamed Dot by Industry and Mational Competent Autharities, the CMD(Ch) has dewveloped guidance to

facilitate the use of eCTD as the submission format in the MREP and DCP. This guidance is available for immediate use by
applicants using these two submission procedures, It is highly recommended,

CMD(h) Sub-groups
Statistics

Its aim is to encourage the submission of eCTD applications in the MRP and DCP and, therefore, to enable all parties to gain

mareg experience.
MRFG (1995-2005)

Secretariat
(H-CMDhSecretariat@emea.europa.eu) by the end of 2008, coordinated where possible by trade associations,

Procedural Guidance
General Info
Application for MMa

eSubmissions
DCP
MRP
Generics
Applicant =
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Fenawal
“ariation
ISR
Art 61,3 Procedurs

Consultation with
target patient groups

Post Referral Phase
Pharmacowvigilance

Paediatric
Datasssessment

Product Information
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HMA-questionnaire (AGES s
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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

AGES — Yealth. Nedrition. Safety. Our Concern. 17
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e-working at AGES PharmMed | s

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

e 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 PharmalS

Electronic only?
— Not yet decided, but not before 2012.

AGES — Yealth. Nedrition. Safety. Our Concern. 18



dsterreichische Agentur flir Gesundhelt
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N AGES
HMA-questionnaire |

Distribution of electronic % of Variations applications
formats received for NAs received In electronic format.

per procedure

601

501

40
0eCTD %
B NeeS 301
B other 20411

OeCTD
B NeeS
B other

101

CP MRP/DCP  national CP MRP/DCP national

AGES — Health. Nedrition. Safety. Our Concern. 19



HMA-questionnaire
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1

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

format.

Support EU
21%

No Guide
50%

National
29%

AGES — Yealth. Nedrition. Safety. Owur Concern. 20
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e-working at AGES PharmMed (1 | e e e s

Web application - interface for the general public

“PharmalS 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
PharmalS web application.

In 2007, AGES PharmMed also developed the implementation a
PharmalsS portal,

a web application which enables MAHs to input specific data on
individual MPs directly into the PharmalS system. By the end of
2007, 20% of MAHs had access to the PharmalS portal.

Starting with data in relation to the ,sunset clause®.

AGES — Yfealth. Nectrition. Safety. Ocwr Concern. 21



Conclusions

More and more electronic working

— Electronic exchange of data

— Shared Data bases

— Encouraging companies to submit eCTDs

— Setting up of portals for submissions

e Development of common portals between some
MSs?

— central repository?

AGES — Yealth. Nedrition. Safety. Our Concern.
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Thank you!
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