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CEE - Regulatory Challenges in the Pharmaceutical Market
3rd & 4th December 2003 Jurys Hotel, Great Russell Street, London, UK 

www.ibc-lifesci.com/ceeregulatory 

Terms and Conditions
FEE: This includes all sessions, lunch, refreshments and
documentation.
VAT: Under EU Customs & Excise Regulations, delegates from all
countries are required to pay VAT on any event taking place in the
EU. Delegates will be sent information on how to claim back VAT.
CANCELLATIONS: Cancellations received in writing before and on
20 November 2003 will be subject to a service charge of £99. The
full conference fees remain payable after 20 November 2003
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)20 7017 5507 to make sure we have
received your booking.
CALL MONITORING: Telephone calls to Informa UK Limited may
be recorded or monitored in order to check the quality of the service
being provided.
DATA PROTECTION: The personal information shown, and/or
provided by you will be held on a database and shared with
companies in the Informa Group. It may be used to keep you, or
any additional names provided by you, up to date with
developments in your industry. Sometimes your details may be
obtained from or made available to external companies for
marketing purposes. If you do not wish your details to be used for
this purpose, please write to: The Database Manager, Informa UK,
45 Station Approach, West Byfleet, Surrey KT14 6NN.
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Brochure Number

Event Code

LY1263

DELEGATE DETAILS (for ease, attach your business card) – Please photocopy form for multiple bookings!

Are we mailing you correctly? To update your contact details on our database please visit www.ibc-lifesci.com/update

Informa UK Ltd Registered in England and Wales No (GB) 1072954. Registered Office: 37-41 Mortimer St, London W1T 3JH VAT registered No. (GB) 365 4626 36

Reduced Rate Hotel Accommodation: The cost of the accommodation is not included in the
conference fee.  Reduced rate accommodation can be arranged for you as a free service to IBC delegates by
contacting IBR on Tel: +44 (0)1332 285590; Fax: 0845 330 4998; email at ibc@ibr.co.uk or web:
www.ibr.co.uk/informa ❒ Tick box if you wish to be contacted regarding reduced rate accommodation

Venue Details: 
Jurys Hotel Great Russell Street, 16 - 22 Great Russell Street, London, WC1B 3LR, UK
Tel: +44(0)20 7347 1000 Fax: +44(0)20 7347 1001
Website: www.jurysdoyle.com Nearest Tube: Tottenham Court Road

Cannot Attend? If you don’t have time to take full advantage of this event, the papers give you a useful
record of presentations made at the event. The set of speakers papers and/or slides from the conference
are available after the event for £299. Simply tick the box on the booking form below, send it with payment
and your copy will be on it’s way to you straight after the event. Contact Laura Beachus on tel: +44 (0)20
7017 5502, fax: +44 (0)20 7017 4749  or email: papers.info@informa.com

Tel: Laura Beachus
+44 (0)20 7017 5507

Fax: Laura Beachus
+44 (0)20 7017 4749

E-mail: cust.serv@informa.com

Web: www.ibc-lifesci.com/ceeregulatory

Mail: The Bookings Department
Informa UK Limited
PO Box 406
West Byfleet
England, KT14 6NN
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Please note: Settlement can be made in Euros, as invoices will show a Euro equivalent value

Standard Fee
■■ £1099 plus VAT @ 17.5% ( £192.33) = £1291.33 £ ________

Special price for delegates travelling from accession countries * - £200 discount!
■■ £899 plus VAT @ 17.5% (157.33) = £ 1056.33 £ ________

* Delegates based in Cyprus, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Malta,
Poland, Slovakia & Slovenia may be eligible for the £200 discount. Discounts are at the
discretion of IBC.

Grand total £ ________

■■ I am unable to attend, but please reserve me __ set(s) of Documentation @ £299 per set

Signature ………..................................……………   Date…...../...…./.......….
Yes I agree to the Terms and Cancellation Conditions as stated on this form
Would you like to be informed about products and services via email? ■■   Yes
Proof of Payment – Delegates who do not pay with their booking are requested to provide a copy of bank
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.

■■ To take advantage of group bookings please contact Jenny Anne Morris,
tel: +44 (0)20 7017 5329, email: jennyanne.morris@informa.com

5 Easy Ways to Register



www.ibc- l i fesci .com/ceeregulatory

Central & Eastern Europe -
Regulatory Challenges in
the Pharmaceutical Market
Wednesday 3rd & Thursday 4th December 2003, Jurys Hotel Great Russell Street, London, UK

Equip yourself with the most up-to-date information to fulfil May
2004 EU regulatory requirements. 5 key reasons to attend:

✔ Timely information for those involved in the final critical stages of preparation for
the May 2004 accession deadline:
• EU review: Updates and implications for accession countries
• CADREAC and PERF update: Review of 2003 and changes for 2004
• 10 country updates on the practical aspects pre and post EU accession
• Registration challenges for the pharmaceutical industry in accession countries:

Views of multinational and domestic companies

✔ Latest updates & head-to-head comparisons from 10 accession countries

✔ Tried and tested approaches to transform EU standards into daily working
practices: Practical advice and first hand insights to ensure a smooth transition to
EU compliance

✔ Learn from those at the cutting edge of regulatory reforms:
• Pharmaceutical case studies
• Regulators from accession countries

✔ The annual meeting place for those involved in Pan-European pharmaceutical
regulation. Now in its 11th year, over 1000 people from 40 countries have
benefited from this series to date

“All hot topics concerning accession
countries were covered in detail”
GlaxoSmithKline, CEE Regulatory 2002

£200 discount for all delegates from
accession countries. 

See booking form for details

Supporting Media:

PPaarrtt  ooff  IInnffoorrmmaa  LLiiffee  SScciieenncceess  GGrroouupp  ––  The leading provider of scientific, technological and business information

Life Sciences



First Hand Insights, Practical Advice, Real Life Scenarios - Crit

For the Most Up-To-Date Information on CEE Regulatory Requirements  - Guarantee

Day 1: Wednesday 3 December 2003

09.00 Registration and Coffee

09.30 Chair’s Introduction
Chairman:  Prof Tamas Paal, Director, National
Institute of Pharmacy, Hungary 

09.40 EU Review: Update and Implications for
Acceding Countries
• State of play in the legislative process, expected

time schedule and outcomes
• Derogation clauses and 'specific mechanism' in

the Accession Treaties
• Elements of Review 2001 with specific relevance

for acceding countries before accession and after
accession

• Possible implications for markets, health care
systems and public health of accession and of
Review 2001

John Lissman, Policy Advisor, Medicines
Evaluation Board, The Netherlands

10.20 CADREAC and PERF Update: Review of 2003
and Changes for 2004
• What are the changing requirements?
• CADREAC simplified authorisation procedures
• Practical examples of current problems
• Access to relevant information
• Insights into 2004
• Continuation of PERF
• Essentials for the pharmaceutical environment
invited speaker:  Dr Michal Pirozynski, Director,
Office of Medicinal Products, Medical Devices
and Biocides, Poland 

11.00 Morning Coffee 

As regulatory progress in each of the accession
countries is different, the conference will give an
update of each of the ten accession countries.
Each country will give an update on the following:

• Transitional periods and procedures
• Practical arrangements for phasing in CP and

MRP
• Deadlines for submitting CADREAC simplified

procedure applications
• Handling of pending applications – practical

details
• Referrals before and after accession
• Re-use MRP window for period 1.5.2004-

31.12.2004 for EU format of the dossier
• Updating of dossiers
• Planned procedures for handling parallel import

applications
• Progress with CTD
• SmPC harmonisation
• Patent and data exclusivity

11.30 Czech Republic
invited speaker:  Dr Milan Smid, Director, State
Institute for Drug Control, Czech Republic 

12.10 Slovakia
Prof L’udevit Martinec, Director, State Institute
for Drug Control, Slovakia 

12.50 Lunch

14.05 Estonia
Dr Kristin Raudsepp, Director General, State
Agency of Medicines, Estonia 

14.45 Latvia
Mr Janis Ozolins, Director, State Agency of
Medicines, Latvia 

15.25 Afternoon Tea

15.55 Lithuania
Professor Vytautas Basys, Head, Lithuanian
State Medicines Control Agency, Lithuania 

16.35 Slovenia
Dr Vesna Koblar, Counsellor to the Government
Agency for Medicinal Products, Slovenia 

17.15 Close of Day One and Drinks Reception

Country Updates on Practical Aspects 
Pre and Post EU Accession

The enlargement of the EU with the accession of ten new member states is only months away. The planned
accession date of 1st May 2004 means that there is little time left to deal with the outstanding issues to ensure
that all regulatory aspects are in line with EU procedures. Many complex issues still remain to be resolved, and
this 11th IBC conference on 'Central and Eastern Europe - Regulatory Challenges in the Pharmaceutical Market'
will cover many of these topics in the practical and professional manner which is the standard for this conference. 

The EU Review will impact considerably on the ten accession countries and the conference will start with an
update on this crucial issue. The work done through CADREAC and PERF will also be presented. 
As progress with regulatory issues in each of the accession countries is different, the conference will give an
update of each of the ten accession countries: 
Cyprus • Czech Republic • Estonia • Hungary • Latvia • Lithuania • Malta • Poland • Slovakia • Slovenia
The views of the multinational pharmaceutical industry and domestic CEE pharmaceutical industry on registration
issues in acceding countries will also be presented. 

IBC's CEE regulatory conferences have always been well attended and have been considered to be extremely
professional, well run and organised, and provide useful practical guidance on how to quickly and successfully
register products in these countries. You cannot afford to miss this prestigious conference. 



tical Information to Meet May 2004 Accession Requirements

e Your Place Now - Tel: +44(0)20 7017 5507 or Visit www.ibc-lifesci.com/ceeregulatory

IBC’s regulatory series is a portfolio of leading
conferences, exhibitions and vocational training courses
with a global track record of over 15 years. The Series
presents senior audiences with the timely identification

of critical changes and the fastest, most cost-effective route to full compliance. Our
high-quality independent programmes are a time-efficient way for industry to keep in
step with the regulators. www.ibc-lifesci.com/regulatory. 

Forthcoming events in this series that may be of interest to your or your
colleagues include:

• Clinical Trials in central and Eastern Europe 21 - 22 October 2003, Vienna,
Austria 

• Parallel Trade, Patents and Generics in Central and Eastern Europe, 23 - 24
October 2002, Vienna, Austria

• Registration of Pharmaceuticals in Europe: Requirements of the CTD
Dossier 24 - 27 November 2003, Vienna, Austria

• Drug Safety in 2004 1 - 2 December 2003, Munich, Germany

Sponsorship and Exhibition Opportunities
Are our participants to this meeting your potential clients?
IBC Life Sciences conference procide the ideal opportunity to gian
exposure for your service to a specifi scirfitic community.  There are a
number of lead generating, networking and branding packages available,
for further information please contact: Sanjay Singh, Sponsorship and
Exhibition Manager
Tel: +44(0) 20 7017 5181 Fax: +44 (0) 20 7017 5656
email: sanjay.singh@informa.com

As official publication for the
event, all Patent World
subscribers are eligible for a 10%

discount on the registration fee for this conference. Please quote
Patent World at the time of booking.
PLUS all delegates at this event are eligible for a 10% discount on
subscriptions to patent world.  Please quote CEE at the time of
subscribing.  Visit www.ibc-lifesci.com/ceeregulatory for more details

For the past 10 years "CEE - Regulatory Challenges in the
Pharmaceutical Market"  has consistently been providing the

regulatory community with key information to keep in step with
changing requirements.  Past delegate feedback includes:

"Very well organised conference.  All hot topics concerning
accession countries were covered in detail" CEE 2002

"A very good opportunity to get an overview of the current
situation and requirements in the region and be informed about

future trends" CEE 2001

"A very interesting update of regulatory issues facing the ECC
candidate countries" CEE 2000

"It was certainly worth the time and money.  One of the best
organised conferences I've been to" CEE 1999

The Meeting Place for the CEE Regulatory Community -
Proven Attendee Quality

Interact with key regulatory figures and benefit from the
experience of industry peers.  Over 100 participants from 27

countries attended this conference in 2002

Tackling the Most Topical Themes - Proven Event Quality

Regulatory Associate 11%

Head of Regulatory Affairs 10%
Registration Manager 8%

Regulation Manager  13%

Regulatory Advisors/Specialist 10%
Lawyers/of Counsel 8%
Project Leaders 8%
CEO/VP/Director/Senior Manager 28%
Other 4% 

source: IBC CEE Regulatory Challenges in the Pharmaceutical Market 2002 

Day 2:  Thursday 4 December 2003

09.00 Coffee

09.25 Chair's Introduction
Chairman:  Nigel Petter, Head of Regulatory Affairs
for Emerging Markets, AstraZeneca, UK

09.30 Views of a Multinational Pharmaceutical
Company
This session will address the main challenges for
multinational pharmaceuticals operating in CEE and
highlight the impact of May 2004 on regulatory
processes.
Nigel Petter, Head of Regulatory Affairs for
Emerging Markets, AstraZeneca, UK

10.10 Views of a CEE Based International
Pharmaceutical Company
• Market environment
• Key challenges & opportunities in Poland
• International regulatory and development
• Manufacturing & quality
• Partnering with regulatory agencies 
• 5 years forward - a new map
Martin Oxley, General Manager, Pliva, Poland

10.50 Morning Coffee

11.20 Hungary
Prof Tamas Paal, Director, National Institute of
Pharmacy, Hungary 

12.00 Poland
invited speaker:  Dr Michal Pirozynski, Director,
Office of Medicinal Products, Medical Devices
and Biocides, Poland 

12.40 Lunch

13.55 Cyprus
Speaker to be announced.  
Please visit www.ibc-lifesci.com/ceeregulatory

14.35 Malta
Lilian Wismayer, Medicines Regulatory Unit,
Health Division, Malta 
Anne Gray, Pharmaceutical Assessor, Irish
Medicines Board, Ireland

15.15 Afternoon Tea 

15.45 Conclusions and Recommendations
This round up session will feature the speakers from
the past 2 days.  They will collectively address the
key questions that have arisen from the meeting
and highlight future recommendations.  This will be
followed by an interactive Q&A session giving
attending delegates a final opportunity to flush out
any remaining concerns.

16.30 Close of conference

Country Updates on Practical Aspects 
pre and post EU Accession

Registration Challenges for the Pharmaceutical
Industry in Acceding Countries
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