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26th - 27th January 2005, London, UK

Including presentations on key issues like:

m Antitrust compliance in a global context

m The Community patent and Europe wide patent issues
m Avoiding pitfalls in pharmaceutical contracts

Implementation of legislation in new Member States

Post-conference workshop - 28th January 2005

A Guide to Regulatory
Data Protection

Led by:
Stephen Bennett, Senior: Assaciate;, LOVELLS
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Nathalie Joannes, Group General Counsel,
SERONO

Dr. Arno Hartmann, Corporate Head of Patents
Pharmaceuticals,
MERCK

Thomas Bols, Director Government Affairs, Europe,
AMGEN

Emma Stopford, Vice President &
Trade Mark Counsel,
GLAXOSMITHKLINE

Urs Jaisli, Deputy Director, Corporate Law
Department,
F. HOFFMANN-LA ROCHE

Patricia Barclay, General Counsel,
FERRING HOLDING

Romano F. Subiotto, Partner,
CLEARY, GOTTLIEB, STEEN & HAMILTON

Jerry Temko, General Counsel — Europe,
YAMANOUCHI PHARMACEUTICALS

Nuria Amarilla, Chief Executive Officer,
EUROPEAN PHARMACEUTICAL
LAW GROUP

Dr. Christoph Rehfuess, Director Intellectual
Property,
MEDIGENE

Francis Marsland, Legal Director,
BIOGEN IDEC

Philipp Saame, Senior Counsel,
BAXTER

Fiona M. Carlin, Partner,
BAKER & MCKENZIE

Johan Ysewyn, Partner,
LINKLATERS

Alison Blakey, Patent Counsel and Director of IP,
PROSIDION

David Hull, Partner,
COVINGTON & BURLING

Stephen Bennett, Senior Associate,
LOVELLS

Dr. Dirk Ehle, Counsel,
BAYER HEALTHCARE

Assoc. Prof. Ludevit Martinec PhD., Director,
STATE INSTITUTE FOR DRUG CONTROL
(SLOVAK REPUBLIC)

Vision in Business, Kings Court,
2-16 Goodge St, London, W1T 2QA, UK
. Tel: ir44 (0)20 7098 [.)400 Fax: +44 (0) 20 7098 0401
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Day One: 26th January 2005

Pharmaceutical Law Europe 2005

26th - 27th January 2005, London, UK

12:30
14:00

14:35

» The increased role of national competition authorities
under the new rules

» What EC investigators can search and when
- the pressure is on

» The ultimate sanction: an increase in fines and
penalties - how much could companies effectively be
required to pay?

Johan Ysewyn, Partner, LINKLATERS

Lunch for delegates and speakers

IMS Health v NDC Health: Licensing and
Market Abuse Implications

» Overview of the case and relevant precedent

* When must a dominant company license its IP rights?
* What is the relevance to the Microsoft case?

* Practical implications of the court's judgment

David Hull, Partner, COVINGTON & BURLING

Technology Transfer Block Exemption: The

Impact of the New Guidelines and How They

Relate to Competition Law and Agreements

» What agreements does it cover?

» What are the new revisions to the TTBE?

* Understanding how to define competitors and non-
competitors

 Defining markets and market share: do you have to
start from the beginning every time?

» Ongoing monitoring in a changing world

Patricia Barclay, General Counsel, FERRING HOLDING

CONTRACT LAW

08:30 Registration and coffee
09:00 Opening remarks from the Chair:
Jerry Temko, General Counsel-Europe,
YAMANOUCHI PHARMACEUTICALS
INTRODUCTORY ADDRESS
09:10 | The European Future Medicines Legislation:
One Year On
 Key features of the legislation
» An update on the progress of implementation in
different national states: where are we up to0?
» Controversial issues
» Next steps by the European Commission
Thomas Bols, Director Government Affairs, Europe,
AMGEN
COMPETITION LAW
09:45 | Examining the Antitrust Compliance Program
of a Globally Engaged Group
* Roche's “Behaviour in Business” program
» How to identify and assess compliance risks
* Roche guideline on behaviour in competition
* Roche E-learning program "ROCLID"
* Document management Policy, including e-mails
» Performance of antitrust audits
» What to consider in case of a dawn raid
* Training of employees
» Support of top management
Urs Jaisli, Deputy Director, Corporate Law Department,
F. HOFFMANN-LA ROCHE
10:20 Morning tea and coffee
10:45 Defining the Pharmaceutical Market and how
this Definition Underpins EC Competition Law
* Why and when is it necessary to define the market?
- new competition regime and dominance/abuse
- burden of proof
» How is it possible to define the market?
- product, geographic definitions
- commission notice
- examples (e.g. the Sanofi / Aventis merger)
« Utilising therapeutic value to define the market
- using the ATC3 level
- examples of drugs with multiple indications
» Using supply-side and distribution models
* Substitutability
» How does a narrower market benefit some companies
and not others?
» Does regulation stifle or encourage competition?
Francis Marsland, Legal Director, BIOGEN IDEC
11:20 Market Dominance and Market Abuse:
Understanding How, When and Why the EC
Gets Involved
» Market dominance and abuse: understanding how,
when and why the EC and national authorities get
involved
» The significance of market definition in establishing
dominance
+ Common "abuses" in the pharma sector (pricing
practices, restricting supply to frustrate parallel trade,
refusal to license)
» The European Commission's review of Article 82 -
what are the prospects for "modernisation"?
Fiona M. Carlin, Partne, BAKER & MCKENZIE
11:55 Knowing about the Increased Powers of the

EC: What They Can and Can’'t Do
* Revisions in competition law under the new Regulation
1/2003- what the business needs to know

15:10

15:45
16:10

16:45

17:20
17:25

Avoiding Common Legal, Licensing and Tax

Pitfalls in Pharmaceutical Contracts

» Formation of contracts and letters of intent - what
constitutes an agreement?

* "Planning for the unplannable" in licensing
arrangements - confronting 'doomsday' scenarios

» Warranties, product liability and indemnification -
establishing reasonable and workable boundaries for
liability between the parties

* New developments in EU taxation

Jerry Temko, General Counsel — Europe,

YAMANOUCHI PHARMACEUTICALS

Afternoon tea and coffee

Recent EU Directives and Their Impact on

Contracts of the Pharmaceutical Industry -

2001/20/EC, 2001/83/EC, 2002/98/EC

* Relevant changes in directives regarding Good Clinical
Practice, pharmacovigilance, blood products and their
adoptions in Member States

» Conclusions for the organization within pharmaceutical
companies

» Supply and distribution agreements

* Clinical trial and development contracts

+ Selected clauses

+ Outlook

Philipp Saame, Senior Counsel, BAXTER

Bayer v European Commission (Adalat) and

the Definition of an “Agreement”

« Summary of the factual background of the case

 Evolution of the definition of an "agreement" - analysis
of previous case law

* Redefining the concept of an "agreement"?

 Practical implications

Dr. Dirk Ehle, Counsel, BAYER HEALTHCARE

Closing Remarks from the Chair

End of Day One

17:30

Drinks Reception
Delegates are invited to join the speakers, sponsors
& exhibitors at an informal drinks reception.




Day Two: 27th January 2005

08:30

09:00

Registration and coffee

Opening remarks from the Chair:
Thomas Bols, Director Government Affairs, Europe,
AMGEN

12:30 Lunch for delegates and speakers

GENERAL LEGAL ISSUES: SARBANES-OXLEY,
PARALLEL TRADE, ADVERTISING LAW, EU
ENLARGEMENT

PATENT AND TRADEMARK PROTECtI'ION

09:10

09:45

10:20

10:45

11:20

11:55

The Community Patent: is it a Dying Dream

or Can it be Resuscitated?

» Drawbacks of the European patent system: the
Community patent versus national patents

* The cost aspect

* Legal uncertainty due to the lack of a central
jurisdiction

» The Community Patent: history and current state of
the legislation process

» The Competitiveness Council of Ministers

» Other ways to efficiently obtain patent protection
in Europe

* Where do we go from here?

Dr. Christoph Rehfuess, Director Intellectual Property,

MEDIGENE

How to Enhance the Overall Use of Your IP

Portfolio

 Hidden assets in your IP portfolio

* Life cycle management under difficult economic
conditions

» Enhanced exploitation of your IP portfolio

* New opportunities for your company from an IP
perspective

Dr. Arno Hartmann, Corporate Head of Patents

Pharmaceuticals, MERCK

Morning tea and coffee

Data Exclusivity and Regulatory Data
Protection: Has it Improved or Not?
Comprehending the New Regime of Data
Exclusivity and What it Ultimately Means

* When can data exclusivity affect the bottom line?

* What is the current position for additional data on
further indications, revised formulations, further
formulation types and variants to API?

« Effect of the decisions in the generics and Cyclosporin
cases and AG's opinions in Prozac and Seroxat

» Current regime: Is there any room left for additional
periods of exclusivity?

» The new regime: "generic medicinal product" and
"global marketing authorisation". How is the generic/
innovative balance affected?

Stephen Bennett, Senior Associate, LOVELLS

Supplementary Protection Certificates:
Knowing When, How and Why they can

be Used

» Understanding the definition and scope of SPCs

» SPCs as IP rights - utilising them to best effect

* Calculating the period of protection available

» Knowing what patents can provide the basis for SPCs
Alison Blakey, Patent Counsel and Director of IR
PROSIDION

The Increase in Counterfeit Medicines - What

can be Done to Counteract These and Why is

it Vital for the Pharmaceutical Industry?

 Defining counterfeit medicines and trademark law

* Why are counterfeit medicines harmful and how?

* How can companies monitor their existence?

» How can companies utilise IP law to stop their
existence?

Emma Stopford, Vice President & Trade Mark Counsel,

GLAXOSMITHKLINE

14:00 | Sarbanes-Oxley ex-US: the New Challenge in
Corporate Governance

» The Disclosure Committee: its charter

* How Legal is impacted by SOX 404

» The cascading certification process

» The reporting obligation for attorneys under SOX 307
Nathalie Joannes, Group General Counsel, SERONO

14:35 | Educating and Informing your Consumers

Without Infringing Appropriate Advertising

Laws

» Knowing what is and what isn't acceptable to
advertise

* What information can be given about the product?

« Differences between "information" and
"advertisement"

» Knowing what safety claims you can make and why

» The issue of "comparative advertising"- is it possible?

Nuria Amarilla, Chief Executive Officer,

EUROPEAN PHARMACEUTICAL LAW GROUP

15:10 Afternoon tea and coffee

15:35 Overview of the Implementation of EU
Recent Day Legislation in New Member
States
 Implementation and practical arrangement of the EU
legislation after EU accession

« Transitional arrangements

» The European Clinical Trials Directive -
implementation experiences

» Ongoing implementation of the EU new legislation in
the new member states

Assoc. Prof. Ludevit Martinec PhD., Director,

STATE INSTITUTE FOR DRUG CONTROL

(SLOVAK REPUBLIC)

16:10 | Parallel Trading and Re-Packaging: an

Overview of the Issues and how Pharma

Companies are Directly and Indirectly

Influenced

 Current state of the ECJ’s case law

» Analysis of the application by courts other than the
ECJ of the principles established by the ECJ

« Discussion of open issues, including issues currently
before the ECJ

Romano F. Subiotto, Partner,

CLEARY, GOTTLIEB, STEEN & HAMILTON

16:45 Closing Remarks from the Chair
16:55 Champagne prize draw

17:00 End of conference

WISH TO EXHIBIT YOUR
PRODUCTS AND SERVICES
AT THIS LEADING EVENT?

Where else can you meet the leading players in Europe, all in
one place? We have a number of promotional packages
available from exclusive sponsorship through to exhibition
stands and inserts in the documentation, with competitive

prices to suit all budgets.

If you want to be part of this successful event, please contact:
Stewart Bundock on +44 (0)20 7098 1557 or by email
at stewart.bundock@visioninbusiness.com




SUPPORTING ASSOCIATION

= The European Pharmaceutical Law Group was created as a key link between Spain and the other EU countries.
We are a legal corporation focused on public interest and contributing to the development and knowledge of
Eupharlaw European pharmaceutical law. Our lawyers are able to offer your company legal support, services and specialist
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World Pharmaceutical Markets provides a
Gé{pﬂ_z } complete and detailed review of over 60 key

pharmaceutical markets around the globe.
Each report provides a range of data from
economic/demographic data through to health status, services,
personnel and funding to regulation and domestic production -
all in one convenient, monthly updated service. To start your
subscription online or to download further information go to
www.espicom.com/wpm

‘Wl Phormuciolics’ Mokt

Published by Espicom
Business Intelligence, World
Generic Markets is the
monthly business publication that delivers real commercial
advantage and is the cost-effective, time-saving way to stay in
touch with the generic drugs market. To download a free sample
issue or to order your subscription online, visit
www.espicom.com/wgm
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Pharma Company Insight
(PCI) is the weekly business
publication, published by
Espicom Business Intelligence, which provides the latest news
and developments involving pharmaceutical companies
worldwide. A subscription delivers real commercial advantage
and is the cost-effective, time-saving way to stay in touch with
the market. To download a free sample issue or to order your
subscription online, visit www.espicom.com/pci

Pharma Company Insight
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Published by Espicom

Business Intelligence, Pharma
Agreement News (PAN) is
the twice-monthly information service designed to keep industry
executives worldwide fully informed about who is collaborating
with whom on what. To download a free sample issue or to order
your subscription online, visit www.espicom.com/pan

Pharma Agrecimenl Nows
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Urch Publishing provides essential business
=y RCH intelligence and information for management in
biotechnology, pharmaceuticals and chemicals
companies and associated businesses.

See www.urchpublishing.com for details.
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PPR Communications offers a
 comprehensive range of resources to

= enable you to make the best decisions
about pricing policy for pharmaceutical products. With news,
views and analysis, weekly and monthly reporting of the critical
issues and topical in-depth reviews, PPR Communications gives
you the edge in this challenging environment.

European Regulatory Affairs (ERA)
ERANMW News provides exclusive news and expert
Ev RS “*" commentary on European healthcare, IP and

competition law for the pharmaceutical,
veterinary medicine, biotechnology and medical device
industries. It is published as a convenient daily online service,
with a searchable web based archive, and comprehensive,
monthly newsletter. Request a free sample issue at
www.eranews.co.uk.

D&MD Publications is the leading
provider of quality market analysis,
opportunity assessment, and tactical
guidance filling the ever-changing needs of the life sciences
market. We offer a range of strategic publications crucial for
pharmaceutical and biotechnology professionals — covering
important industry topics, from target identification in discovery
through capacity issues in bioprocessing.
www.drugandmarket.com.
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PUBLICATIONS

Published fortnightly, Competition Law Insight is
written by influential policy makers and high profile
industry players, bringing you analysis and expert
comment on the latest news and developments in the
law and economics of competition policy in Europe,
America and around the world. For more information or a free
sample copy visit www.informalaw.com/cli

CLi
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= World Intellectual Property Report provides news
and analysis on IP law, regulation and policy from around
the world. See www.bnai.com/ip today for more
information on BNA International's IP and licensing services.

B Bio-Science Law Review ISSN 1365-8867.
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BSLR is the leading legal journal specialising in
providing up to date reports and analysis on
legal and regulatory developments that affect Bio-tech/Bio-
Science companies. Six Issues per volume for further details
see our web page: www.lawtext.com

The International Journal of Risk and
mnznmn Safety in Medicine is concerned with rendering
=== the practice of medicine as safe as it can be; that

involves promoting the highest possible quality of

care, but also examining how those risks which are

inevitable can be contained and managed. The

=== medical, ethical and legal aspects of risk in this field
are all examined.

Global Competition Review is the
leading international journal of

= T competition policy and regulation.
Featuring |ndependent research and surveys, exclusive
interviews with leading competition authority officials,
commentary on policy changes, and in-depth case analysis, it is
the indispensable guide to the latest antitrust developments
worldwide. For more information visit:
www.globalcompetitionreview.com

Since 1987, Patent World has
- 'PﬂtEﬂtW@RLD been the patent professional’s most

- trusted advisor — the only global
magazine focused specifically on patents, with a depth of
authority based on the collected expertise of the world’s leading
patent lawyers and information specialists. For accurate and up
to date account and analysis of events in your area, look no
further than a subscription to Patent World magazine. Patent
World: providing in depth coverage of international patent law
For more information or a sample copy please visit
www.iplawportal.com or email Katie.Howe@informa.com or
Tel: +44 (0) 20 7017 4046 quoting ABTW137A.



Post-Conference Workshop - Friday 28th January 2005

A Guide to Regulatory Data Protection
Led by: Stephen Bennett, Senior Associate, LOVELLS

About the Workshop:

This highly interactive workshop is designed to introduce delegates to the concept of data exclusivity and examine the
new regime. This workshop will examine the differences between Europe and the rest of the world, as well as look at
what new tests the new regime will introduce. Find out how to best utilise the new data exclusivity regime for best effect
in your legal operations.

SESSION ONE:

» Definition of data exclusivity

* How does protection in EU compare with US/Japan?
*  When does it give market exclusivity?

SESSION TWO:

* Current legislative framework: an overview

* How does a competitor get to rely on your data?

» "Essentially similar" - how the ECJ has made it broader (Generics, Cyclosporin, Prozac and Seroxat cases)

SESSION THREE:

* New directive = new test: "Generic Medicinal Product"
* Does new regime favour generic or innovator?

*  When could extra data get extra data exclusivity?

The workshop will start at 0900 and close at 1300, when lunch will be served for all participants.

About your Workshop Leader

Stephen Bennett is a senior associate in the Life Sciences Practice in Lovells' London office. He specialises in patents,
trademarks and confidential information. Stephen has worked extensively on recent innovator/generic patent issues
including the UK ZOCOR and FOSAMAX litigation. The focus of his work in the pharmaceutical regulatory area is the
interface between intellectual property and the regulatory regime and issues of data exclusivity. Stephen is involved in
all aspects of intellectual property from registration, licensing, exploitation and enforcement to IP aspects of business
disposals and flotations.

AUDIENCE PROFILE

You can expect to meet the following professionals at Pharmaceutical Law Europe 2005:
* General and Senior Counsels

* Heads of legal affairs

e Trademark and patent attorneys

e Company solicitors

* Legal personnel in pharmaceutical and biotech companies




Pharmaceutical Law Europe 2005

3 EASY WAYS TO BOOK NOW

@ phone:+44 (0)20 7098 0400

l. fax:  +44 (0)20 7098 0401

E e-mail: events@visioninbusiness.com

Check out our website at:
Code: MA www.visioninbusiness.com

Please photocopy if you wish to register more than one delegate.

Yes, | would like to register for:

O The 2-day conference at £1299 (+VAT @ 17.5% = £1526.33) Ref: 12437

O Post- conference workshop at £499 (+VAT @ 17.5% = £586.33) Ref: 12437B
O The 2-day conference plus the post-conference workshop - including a £100 discount at £1698 (+ VAT @ 17.5% = £1995.15) Ref: 12437C
O Hard copy of the documentation for non-delegates at £249 (+ VAT where applicable) Ref: 12437D

TiTLE (Mr/Ms/Mrs
Doctor or other)

Date & Venue

to ensure we've received the booking.
YOUR TELEPHONE

INEEEEEEEEEEEEEEEEEEEE
FIRST NAME l | | | | | | | | | | | | | | | | | | | | | ‘ The 2-day conference will take place on 26th and 27th January
FAamILY NAME l | | | | | | | | | | | | | | | | | | | | | ‘ 2005. The post-conference workshop will take place on 28th
January 2005. The venue for all 3 days will be in a centrally
Jos TiTLE l | | | | | | | | | | | | | | | | | | | | | ‘ located hotel in London. For further information about the venue,
please, contact Customer Services on +44 (0)20 7098 0400.
DEPARTMENT INEEEEEEEEEEEEEEEEEEEE
ComPANY HNEEEEEEEEEEEEEEEEEEEE How to Register
AooRess NN EEEEEEEE mace payebl o Vision I Eusinace Inaratons L1320
orom  [TTTTITTTITTIITTITTTIT] ettt Moo
Postcope l | | | | | | | | | | | | | | | | | | | | | ‘ registration we will send you confirmation, invoice receipt and
map of the venue. Please note we require payment in advance.
COUNTRY l | | | | | | | | | | | | | | | | | | | | | ‘ If you have not heard from us before the event, please call
HNEEEEEEEEEEEEEEEEEEEE
HIEEEEEEEEEEEEEEEEEEEEE
INEEEEEEEEEEEEEEEEEEEE

How to Pay
YOUR FAx You can pay by cheque (drawn on a UK bank) payable to Vision
s in Business International Ltd or by bank transfer to Lloyds TSB,
WITCHBOARD account number 02672027 sort code 30-00-09, or by major
EMAIL ADDRESS credit card (we accept Visa, MasterCard, Switch and Solo).
IF You WouLp PRerer NoT To RECEIVE MARKET INFORMATION & DETAILS OF RELEVANT PRODUCTS & SERVICES BY EMAIL PLEASE Tick Here [ Plllease quotte delegate name and conference code 12437 on
all payments.
BookiNg CoNTACT l | | | | | | | | | | | | | | | | Cancellations

Cancellations may be made by telephone but must be confirmed
in writing. Please quote the appropriate reference 12437.

[ []
JoB TITLE | | ‘
| | ‘ Cancellations before 12th January 2005 are subject to a 10%
[ ]
[ []

administration fee. We regret that after this date we cannot give

JoB TITLE refunds although a substitute delegate is welcome.

[ ] |
HEEEEEEEEEEEEEEEEEE
mveowreManvscer [ | [ [ [ [ [ [T [ [ [ [T [[T[]]
IEEEEEEEEEEEEEEEEEE
HNEEEEEEEEEEEEEEEEE

NATURE OF BUSINESS Have we addressed you correctly?

We realise how irritating it can be to receive multiple copies of the

Payment ) ’ -
o ) ) same brochure or incorrectly addressed mail. We are anxious to
0 lenclose a cheque (drawn on a UK bank) made payable to Vision in Business International Ltd resolve this problem so, if your details are incorrect or you get
0 | am transferring the money to your bank account. Lloyds TSB Account no. 02672027 Sort Code: 30-00-09 several identical envelopes, please send them back with a
Please quote code 12437 and the delegate's name on all payments oot (650 covering note.
3 . ) ard security code - . . .
Please debit my: 0 Visa 0O Mastercard O Switch O Solo This is the 3 digit number on the back of the card Vision in Business International Ltd
X after the last four digits of the card number (this is Vision in Business International Ltd.

Card no: I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l I:l mandatory for Visa and Mastercard transactions) monitors developments in pharmaceuticals

Signature Expiry Date & telecommunications, providing high quality,
commercially focused conferences based on

Card holder’s Title and Full Name our own research and on our close links with

. . leading practitioners and business advisors.
Card holder’s full address (as printed on cardholder’s credit card statement)

We reserve the right to alter or cancel the event due to circumstances beyond our control

©Vision In Business International Ltd 2004




