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To Register Please Tel: +44 (0) 20 7017 7481

opportunity to share your eCTD LCM problems and gain practical
advice on issues such as granularity, metadata, navigation and baselines

v/ Network with key EFPIA members - find out the latest eCTD news and
updates including the eCTD Next Major Version and implications for
industry of the 2010 NeeS Guidance updates

v/ Direct contact with regulatory agency representatives — find out how to
improve your submissions for more timely approval by the authorities

v/ New Variations Guideline first hand experience — hear about eCTD
software updates and work practice changes required to accommodate the

new guideline definitions
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Pre-conference workshop: Monday 11 October 2010
Introduction to the eCTD and Lifecycle Management

Led by: Kevin Wing, Senior Reguiatory Operations Consultant, eGTD Gonsultancy Lid, UK
Great for those new to the industry, and as a comprehensive refresher course!

Evening seminar: Tuesday 12 October 2010

Re-use of electronic dossiers for product registrations:
Realising the global dossier?

Led by: Kate Wilber, Director of Regulatory Services, I1SI Europe, UK

Post-conference workshop: Thursday 14 October 2010
Best Practice Lifecycle Management of Module 3

Led by: Alastair Nixon, £-P/A eCTD Topic Group Member, EFPIA, UK
A ‘must attend’ session for those involved in CMC and compiling module 3

Media Partners Spotlight Exhibitors

Session Sponsor

Fax: +44 (0) 20 7017 7823

Book online: www.informa-Ils.com/ectd Email: registrations@informa-Is.com Please quote CQ5125



“The agenda is very informative and the questions from real life problems are helpful”

(Sandoz, Delegate Feb 2009)

Pre-conference Workshop: Monday 11 October 2010

Introduction

Introduction to the eCTD and Lifecycle Management
Led by: Kevin Wing, Senior Regulatory Operations Consultant, eCTD Consultancy Ltd, UK

Registration is at 09.00 for a 09.30 start. The workshop will finish no later than 16.30. Lunch, refreshments and workshop material will be provided.

Topics covered will include:

This workshop is aimed at those who have never worked with the eCTD or ¢ Introduction to ICH, CTD, eCTD

eCTD lifecycle management or those who have just started working with eCTD  +  Granularity and authoring

submissions. Participants will be provided with a comprehensive introduction ¢ eCTD building/viewing software

to CTD and eCTD concepts. The workshop will introduce critical points e Principles of lifecycle management

related to lifecycle management of eCTDs including benefits, challenges and ¢ Impact of metadata

best practice based on current guidance and experience with multiple ¢ Regional status

companies of all sizes. e Related standards (XML labelling, electronic application form)

¢ Future developments
. 12.35 Presentation Hosted by ISI Europe
Conference Day 1: TueSday 12 October For more information about this presentation, please refer to
: : www.informa-Is.com/ectd
08.30  Registration Kate Wilber, Director of Regulatory Services, ISI Europe, UK
Lifecycle Management of the eCTD for MPR/DCP, 1310 Lunch and Networking

Centralised and National Licenses

09.00 Opening Remarks from the Chair
Alastair Nixon, EFPIA eCTD Topic Group Member, EFPIA, UK
09.10  Successfully Managing eCTD Lifecycle in the Centralised Procedure
e Progress to date with the e-submissions gateway
e Practical experience with the e-submissions gateway
— Transition to the use of the gateway
— Information requirements for Rapporteur, Co-Rapporteur and
CHMP members
e Implications of central repository and EMA distribution
Ashley Burt, Associate Director; Regulatory Operations, Biogen Idec, UK
09.45 Best Practice eCTD Lifecycle Management for the MRP and DCP
e Problems encountered and how these were managed
e Feedback from various authorities about specific submission
requirements
Ron de Boer, Regulatory Operations Manager, Astellas Pharma
Global Development — Europe, The Netherlands
10.20 Maintaining Lifecycles for a National Product License in a Number
of Member States
e Points to consider when making the decision to convert from
paper/NeeS to eCTD for national licenses
— Local legislation and base line requirements
—  Assessing level of granularity
— Assessing finances for software, implementation and training
e Practical advice to successfully submitting your first eCTD dossier
and subsequently maintaining the eCTD lifecycle
Suzie Horn Henderson, Regulatory Officer; Besins Healthcare, Belgium
10.55 Morning Coffee
11.25 Industry Experience: eCTD Lifecycle Management in a DCP
*  eCTD Fundamentals/fCMDh BPG on the use of the eCTD in
MRP/DCP
*  From the initial eCTD submission to the closing of the procedure
e Initial national translations, follow-up measures, PSUR, variations
(incl. work sharing) and a new indication
Christian Dinter, Global Submissions Manager, Bayer Schering
Pharma, Germany
12.00 Managing the eCTD Lifecycle for Extra-ordinary Submissions

»  Issue/regulatory activity encountered not covered by the guideline
*  How this was interpreted and managed in the submission

e Response from regulatory authority and final outcome

Gary Dodson, Manager, Regulatory Operations, Baxter, Austria
(awaiting final confirmation)

Review of NeeS and Future Outlook for the eCTD
14.10 European NeeS Guidance and Validation Rules
¢ Review of 2010 updates and implications for industry
¢ Building NeeS ToCs — options and best practice
¢ NeeS validation — why might agencies reject NeeS dossiers?
¢ The future for NeeS
Alastair Nixon, EFPIA eCTD Topic Group Member, EFPIA, UK
14.45 Status Update on the eCTD Next Major Version and Regulatory
Product Submission
¢ Overview of the eCTD NMYV and RPS projects, including:

—  Brief project background

—  Current status and expected implementation dates

—  Implications for industry and impacts on eCTD lifecycle

management

Geoff Williams, e-Regulatory Liaison, Roche Products Ltd; EFPIA
Deputy Topic Leader, ICH M2; and Project Facilitator, RPS R3, UK
1520 eCTD and Document Management Software: Considerations on
Selection and Implementation to fit eCTD Lifecycle Business Processes
¢ Overview of types of eCTD/document management software
Submission and content planning
Designing a helpful document management system
Maximising transparency and minimizing rework
Registration tracking possibilities
Kevin Wing, Senior Regulatory Operations Consultant, eCTD
Consultancy Ltd, UK

15.55 Afternoon Tea

16.25 Practical Session: Exchange of eCTD Lifecycle Management
Experiences
This interactive session, through means of group exercises and
discussion, is designed to help delegates navigate the eCTD lifecycle by
working through lifecycle management problems, including:
e Defining level of granularity and metadata for your submission
—  Pros and cons of grouping per product or strength in one
application
—  Future implications of being very precise
e Accomplishing direct navigation
— Hypertext link and bookmark requirements
e Advantages and disadvantages in submitting baselines
Joerg Schnitzler, Head of Regulatory Operations, Astellas Pharma
Europe B.V., The Netherlands

17.30  Closing Remarks from the Chair and End of Day One

Evening Seminar: Tuesday 12 October 2010

This interactive session will lead participants through a series of questions and
scenarios to address the question, ‘can the dream of using one dossier across
multiple countries be realised?’

Topics of discussion will include:
Leveraging eCTD across ICH regions

¢ Primary points of differentiation
¢ Managing local differences

Re-use of electronic dossiers for product registrations: Realising the global dossier?
Led by: Kate Wilber, Director of Regulatory Services, ISI Europe, UK

Registration is at 18.00 for a 18.15 start. The workshop will finish no later than 21.30. The seminar will include documentation and evening meal.

Leveraging eCTD across non-ICH/ROW/emerging markets

e ASEAN Countries e South Africa

¢ Latin America ¢ BRIC (Brazil, Russia, India, China)
Key points of discussion within this session will include:

e Building a master dossier

¢ Paper and electronic requirements over these markets

e Working with partners and affiliates across these countries

Tracking your submission and managing eCTD lifecycle in a global market

Web address: www.informa-Is.com/ectd

To register please telephone: +44 (0)20 7017 7481 Email: registrations@informa-Is.com

Fax: +44 (0) 20 7017 7823 Please Quote CQ5125




“Good conference on a dynamic and complicated topic”

(Genzyme, Delegate Oct 2009)

Conference Day 2: Wednesday 13 October

Regulatory Feedback on Lifecycle Management
of the eCTD

13.55

Lifecycle Management - Mergers & Acquisitions

Maintaining eCTD Lifecycles during Mergers and Acquisitions

¢ Implication and consolidation of multiple eCTD tools during a
merger/ acquisition

¢ How the eCTD lifecycle was maintained when eCTD tools were

09.00  Opening Remarks from the Chair consolidated
Murat Hamzakadi, Associate Regulatory Operations Director, Astellas «  Achieving an optimal process from differing organisational
Pharma Global Development Europe, The Netherlands eSubmission practices
James Hendry, Senior Associate, Worldwide Safety & Regulatory
09.10 Regulatory Perspective: eCTD @ MEB Operations, Pfizer, UK
e Current situation of electronic submissions and the eCTD at the
Medicines Evaluation Board . . .
+ How case managers and assessors use the ¢CTD Industry Experiences with Lifecycle Management of the
*  Practical demonstration: MEB’s enterprise content management eCTD
system
Ricco van den Hoorn, Information Manager, Medicines Evaluation 14.30  Publishing Electronic Submissions using the New Variations
Board, The Netherlands Guidelines
¢ Upgrading the eCTD software - transitioning from EU m1.3 to m1.4
09.45 Regulatory Perspective on the eCTD at the Federal Agency of Health ¢ Key problems encountered
and Medicinal Products ¢ Training and communication
*  Current situation of the eCTD and lifecycle management e Work practice changes to accommodate new definitions
»  Feedback on submissions received: Common pitfalls and tips for ¢ Initial experience with NeeS and eCTD
success Laura Barrett, Supervisor Global Regulatory Publishing,
e Lifecycle issues encountered and potential solutions GlaxoSmithKline, UK
Pieter Vankeerberghen, Head of ITC Development and Projects, Federal
Agency of Health and Medicinal Products, Belgium 15.05 Transition of an Application to the Swiss eCTD Format during
Swissmedic’s Phase 2
10.20  Morning Coffee e Creating a "baseline" submission
¢ International project team
10.50 Agency Requirements for Archiving eCTD Submissions e IT set-up, validation and QC processes
Archiving requ1rements at AFSSAPS to ensure your eCTD ¢ Lifecycle learnings at this point
submission is approved ¢ Going forward
*  Overview of the national archiving survey and summary of individual Carolline Petersen, Publisher, Novo Nordisk A/S, Denmark
agency requirements
*  Mapping of the practises in EU member states in regards of the 15.40  Afternoon Tea
overview archiving questionnaires
Cécile Levy-Lombard, Record Manager, AFSSAPS, France 16.10  Lessons Learnt in eCTD Lifecycle Management
¢ Converting existing application from paper/NeeS to eCTD
11.25 Meet the regulators! —  Key challenges
Toplcs of discussion will include: —  What sections were converted?
Overview of validation tool and criteria — Baseline provided
— Is there flexibility in interpretation? ¢ How to avoid lifecycle problems and how these can be resolved
—  How the criteria are technically validated ¢ Dealing with specific regulatory authority eCTD submission and
» Digital signatures lifecycle requirements
¢ How the Next Major Version will be incorporated e Validation tools/criteria and how to interpret their results
¢ Harmonisation of eCTD lifecycle management Murat Hamzakadi, Associate Regulatory Operations Director, Astellas
To make the most of this opportunity, send your questions for the Pharma Global Development Europe, The Netherlands
regulators to meera.byatt@informa.com
16.45  Generics Perspective on eCTD Lifecycle Management
12.10 SPOTLIGHT SESSION e Common eCTD lifecycle issues encountered and how these were
Raise your corporate profile by sponsoring or exhibiting at the Informa resolved
Life Sciences’ Lifecycle Management of the eCTD conference. For e Parallels and differences in eCTD lifecycle management for generics
details on speaking in this session or other sponsorship opportunities at and innovator products
this conference please contact: Ben Edwards, ¢ Regulatory questions and feedback for generic submissions
Tel: +44 (0)207 017 4447, Email: ben.edwards @informa.com Ferhad Farsi, R&D Director, Abdi Ibrahim, Turkey
12.45  Lunch and Networking 17.20  Closing Remarks from the Chair and End of Day Two

Post-conference Workshop: Thursday 14 October 2010

Best Practice Lifecycle Management of Module 3
Led by: Alastair Nixon, EFPIA eCTD Topic Group Member, EFPIA, UK

This workshop will guide you through the common issues arising from the
lifecycle management of module 3 and CMC variations using practical examples
and group discussion

Topics to explore will include:

e Defining the level granularity for module 3

¢ How to present changes in the lifecycle

¢ Handling multiple dosage strengths, dosage forms, manufacturers etc. and
maintaining the lifecycle in this situation

Registration is at 09.00 for a 09.30 start. The workshop will finish no later than 16.30. Lunch, refreshments and workshop material will be provided.

ICH CTD-Q guidance on use of m3 attributes

Handling of compendial and non-compendial excipients

Addition of dosage strengths in the middle of a lifecycle

Changing from paper to eCTD in mid-lifecycle - benefits of baseline
submissions

Grouping and work sharing - new options and challenges for lifecycle
management

PROMOTIONAL OPPORTUNITIES:

Become an event partner and experience the benefits of:

» Forging new alliances and joint ventures

e Developing new client relationships and affirming existing ones

e A captive audience to launch new products and promote existing ones

Raise your corporate profile by sponsoring, exhibiting or presenting at Informa Life Sciences’ Lifecycle Management of the eCTD conference
Demonstrate your products and services to our highly targeted audience of decision makers from the pharmaceutical and biotech industries.

For more information on our wide-range of tailored
sponsorship solutions, please contact:

Ben Edwards, Tel: +44 (0)207 017 4447,

Email: ben.edwards @informa.com

Due to unforeseen circumstances, the programme may change and Informa reserves the right to alter the venue and/or speakers

© Copyright Informa BV, 2010

Web address: www.informa-Ils.com/ectd
To register please telephone: +44 (0)20 7017 7481 Email: registrations@informa-Is.com

Fax: +44 (0) 20 7017 7823 Please Quote CQ5125
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Group Bookings: To take advantage of group bookings
please contact Simon Lau on +44 (0) 207 017 7165 or
email simon.lau@informa.com

Are we mailing you correctly? To update your contact details on
our database please email integrity@informa.com
Tel: +44 (0) 207 017 7077 or Fax +44 (0) 207 017 7828

Your VIP number is on the address label. If there is no label, please quote

Event selection Code Book before Friday LE17SM Book between 23 July Book after Friday Save
23 July 2010 & 10 September 2010 10 September 2010
[T Full Pass: Conference + 2 workshops + evening seminar | CQ5215CXYZ | (] £3146 + 19% VAT = £3743.74 FEENR [ 1 £3246 + 19% VAT = £3862.74 FE{UMM [ 1 £3346 + 19% VAT = £3981.74 F4k
[ 4 day pass: Conference + 2 workshops €Q5125X2 | L] £2697 + 19% VAT = £3209.43 B=[NM [ | £2797 + 19% VAT = £3328.43 F#N[INM [ ] £2897 + 19% VAT = £3447.43 Fali]
[[1 3 day pass: Conference + 1 workshop* + evening seminar | CQ5125CX/ZY| (] £2597 + 19% VAT = £3090.43 EX0M [ 1 £2697 + 19% VAT = £3209.43 FR[BM [ 1 £2797 + 19% VAT = £3328.43
[[] 3 day pass: Conference + 1 workshop* €Q5125CX/Z | L £2098 + 19% VAT = £2496.62 F2X0MM [ | £2198 + 19% VAT = £2615.62 B[N [ | £2298 + 19% VAT = £2734.62
[112 day pass: Conference + evening seminar €Q5125CY | L £1898 + 19% VAT= £2258.62 F#XBM [ | £1998 + 19% VAT = £2377.62 FALNM [ ] £2098 + 19% VAT = £2496.62
[ 2 day pass: Conference Only €Q5125C | [ £1399 + 19% VAT = £1664.81 FXNM [ | £1499 + 19% VAT = £1783.81 FAINM [ ] £1599 + 19% VAT = £1902.81

| *Please tick your workshop choice ||:| Pre conf workshop — Introduction to the eCTD & Lifecycle Management | [ Post conference workshop - Best Practice Lifecycle Management of Module 3 |

DELEGATE DETAILS — Please photocopy form for multiple bookings! PAYMENT INFORMATION

(Mr/Mrs/Ms/Miss/Dr) Family Name [ 1L L L L L L L[ttt 1] [J Please invoice

Forename L1 | L | [ [ 1 [ L0 bbb bbbt O Credit Card. Please debit my: [ e 0 @® 00D [ EEE
3 O A B B | CardNo: LI T 1) (1111 [II117 [LI11
1 T = Y T O O O A CVV No: (this is the 3 digit code on the back of your credit card) |||

L] = e e O v A CVV No Amex: (this is the 4 digit code on the front of your credit card) || 1 | ]

Head of Department: |

Any special requIrements? .........cocevvvevnrnrnrnennnn.

EXPIFY DAte: ..ottt

Signature:

Credit card billing address:

01| e e O |
Tel L L 0 L L N - e
Booking Contact: LI 1 1 1 1 1 | 1 1 11 1 1|1 11 114401 | || [
01| e e O | Contact Number for Card Holder:
L O e - e e s
Name of Company L L [ L [ L[t bbbl bbb bbbl Please note that cards will be debited within 7 days of your registration on
Department L1 I [ I | [ L [ [ [ [] I Y B | to the conference
[ Yes I agree to the terms and conditions as stated on this form.
Address e e e e Y | 9
Delegates who do not pay with their booking are requested to provide a copy of bank
N e e O A I o | transfer/credit card/cheque details to help payment allocation. Staff at the event will
request a credit card guarantee for delegates without proof of payment.
Postcode L 1| I L I I I Ll 1 Ll 1 JCountryl L 1 1 1 1 L & Ll 1 1]
1 A | I =G I I Venue Details:

Nature of Company Business || | | | |
No. of employees on your site: 1) 0-49 O 2) 50-249 O

3)250-499 O 4) 500-999 5) 1000+ O

Terms and Conditions

FEE: This includes all technical sessions, lunch and documentation in
electronic format.

CANCELLATIONS: Cancellations received in writing before and on Monday
27 September 2010 will be subject to a service charge of £99. The full
conference fees remain payable after Monday 27 September 2010.
Substitutions are welcome at any time. It may be necessary for reasons
beyond the control of the organiser to alter the content and timing of the
programme or the identity of the speakers. In the unfortunate event that an
event is cancelled Informa are not liable for any costs incurred by delegates
in connection with their attendance. This contract is subject to English Law.
ARE YOU REGISTERED?: You will always receive an acknowledgement of
your booking. If you do not receive anything, please call us on

+44(0) 207 017 7481 to make sure we have received your booking

ANY SPECIAL REQUIREMENTS: Please inform us if you have any special
requirements by calling Customer Services. +44 (0) 20 7017 7481

DATA PROTECTION: The personal information shown on this form, and/or
provided by you, will be held on a database and may be shared with other
companies in the Informa Group in the UK and intemationally. If you do not
wish your details to be available to other companies in the Informa Group
please contact the Database Manager at the above address, Tel +44 (0)20
7017 7077, Fax +44 (0)20 7017 7828 or email: integrity@informa.com.
Occasionally your details may be obtained from, or made available to, external
companies who wish to communicate with you offers related to your business
activities.

If you do not wish to receive these offers, please tick the box O.
INCORRECT MAILING: If you are receiving multiple mailings or you
would like us to change any details or remove your name from our
database, please contact the Database Manager at the above address,

Tel +44(0)20 7017 7077, Fax +44 (0)20 7017 7828 or email:
integrity@informa.com - quoting the reference number printed on the

NH Amsterdam Centre, Stadhouderskade, 7.

1054ES Amsterdam (The Netherlands)

Tel. +31.20.6851351 | Fax: +31.20.6851611

E-mail: nhamsterdamcentre@nh-hotels.com
Web: www.nh-hotels.com/nh/en/hotels/the-netherlands/amsterdam/nh-amsterdam-
centre.html

Reduced Rate Hotel Accommodation:

The cost of accommodation is not included in the conference fee. Reduced rate
accommodation can be obtained by using this link http:/www.nh-
hotels.com/events/en/event-detail/6114/informa_life_science_event.html and
following instructions. Please book early to avoid disappointment.

mailing label.

Conference Documentation: Cannot Attend?

For those busy executives who cannot take full advantage of this event, the
papers give you a useful record of the presentations made at the event. The set
of speakers papers and/or slides from the conference is available after the event
for £399 + 17.5% VAT. Contact Customer Services on tel: +44 (0) 20 7017
7481, fax: +44 (0) 20 7017 7823 or e-mail: registrations@informa-Is.com




