and Bar Gouncll GPD- 12 hours. “Particularly comprehensive
with a large range of topics

(Pfizer Romania - Delegate 2007)

Pharmaceutical Law
Summer School 2008

Monday 7th - Tuesday 8th July — Waterloo Campus, King’s College London

Gain a firm foundation in pharmaceutical law and practice from the leading experts

During the two days we will focus on the most crucial issues
such as patent protection, trade marks, clinical trials,
competition law, marketing, advertising, product liability,
licensing contracts and other key regulatory issues.

Develop a thorough understanding of the legal issues
relevant to the Pharma industry — including trade marks,
regulation, clinical trials, competition law, licensing,
advertising, marketing, product distribution, product liability,
patents and contracts in R&D, arbitration and mediation

Equip yourself with the knowledge and tools needed to
master the key legal challenges in Europe

Assess key features of the European regulatory framework
Embrace expert answers to your toughest questions

Take advantage of networking opportunities to exchange
ideas and make valuable business contacts with peers and
like-minded experts

N

Distinguished line-up
of speakers include:

Bert Oosting
Partner
Lovells LLP, The Netherlands

Lucinda Osborne
Of Counsel
Covington & Burling LLP, UK

James Killick
Partner
White & Case LLP, UK

Jan Bjerrum Bach

Advokat (L)/Attorney-at-Law
Jusmedico Advokatanpartsselskab
(Jusmedico Law Firm), Denmark

Peter Bogaert
Partner
Covington & Burling LLP, Belgium

Rob Clay

Regulatory Therapeutic Area Head,
Worldwide Regulatory Strategy
Pfizer, UK

Tim Frazer
Partner
Arnold & Porter, Belgium & UK

Tom Fox
Associate
Arnold & Porter LLP, UK

Shuna Mason
Solicitor
CMS Cameron McKenna LLP, UK

Carly Mansell

Trade Mark Counsel & Manager,
Corporate Intellectual Property
GlaxoSmithKline, UK

Sophie Lamb

Partner
Bird & Bird, UK

Bookings Hotline: +44 (0)20 7017 5503
Book on-line: www.ibclegal.com/pharmalawschool

an informa business
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—— 5th annual

Gain a firm foundation in pharmaceutical
law and practice from the leading experts

IBC’s Pharma Law Summer School will provide you with a thorough
review of the key legal issues relevant to pharmaceutical industry
law, with practical sessions presented by exclusive speakers from leading
law firms and pharmaceutical companies.

During the two days we will focus on the most crucial commercial and
regulatory issues to prepare you for the challenges ahead in the pharma

industry.

Attend to:

» Take advantage of this excellent
introduction to pharma law and
bring practical knowledge and tips
back to your office

» Discuss the state of the industry to
prepare yourself for key practical
challenges

» Analyse the most crucial features
of the European regulatory
framework

» Assess critical competition rules to
drive your business

» Build up your annual Law Society
and Bar Council accreditation

» Determine the essential ingredients
for marketing and product
distribution to gain momentum in
the industry

» Get right up-to-date with key
developments affecting pharma

» Meet and network with our leading
speaker panel, as well as delegates
from a variety of backgrounds and
countries

» Take the comprehensive conference
literature back to the office - an
invaluable guide long after the
conference is over

“The topics addressed are of extreme importance and
the lectures were a very positive step towards the global
comprehension of law on the pharmaceutical sector”
(Simmons & Simmons - Previous Delegate)

“Excellent introduction to pharma law challenges, international
fOCUS, gOOd interaction” (Jusmedico - Previous Delegate)

Key areas of focus will be;

» Patent protection of R&D
products

» Pharmaceutical trade marks

» Pan-European advice on
regulatory matters

» Clinical trials

» Contracts in early stage and R&D
» Arbitration and mediation

» Advertising and promotion

» Product liability

Who should attend this
summer school?

Private practice lawyers

Heads of IP

Senior managers

Licensing directors

Business development directors
Legal affairs directors

R&D directors

Technical directors

Purchasing officers

Legal & general counsel

Legal directors/officers/
managers

NSNS SNSSSNSNSASAS

Patent & trademark attorneys
Corporate counsel

Commercial & corporate lawyers
Regulatory directors

Heads of compliance & legal
affairs

NS NSNS

Group rates available, for details please email john.mahjoubi@informa.com or call +44 (0)20 7017 5623.

PROMOTIONAL OPPORTUNITIES

For details of the wide range of opportunities available, including insertion of promotional literature in the delegate pack, an onsite exhibition stand,
or sponsoring a social function, please contact Kelvin McManus on +44(0)20 7017 4702, Email: kelvin.mcmanus@informa.com

Book on-line: www.ibclegal.com/pharmalawschool

For any queries email john.mahjoubi@informa.com or call +44 (0)20 7017 5623




08.30 Registration and Coffee

09.00 Chairperson’s Opening Remarks

Peter Bogaert

E Partner
Covington & Burling LLP, Belgium

THE BASICS

09.15 Patent Protection of R&D Products
The criteria for patentability and the anatomy
of a patent
The significance of patents in the industry
Pharmaceutical patent life cycles

basic product protection

protection for new formulations,

combinations etc.

second medical use claims

biotech patents

claims for devices

delivery systems and kits

research tools and reach through claims
The extension of patent protection - SPCs,
post expiry injunctions etc.
Off-patent strategy
Enforcement of patents in Europe: forum
shopping, dove-tailing evidence, expert
witnesses, where does the EPO fit in? An
outline of the procedures and costs

Bert Oosting

Partner

Lovells LLP, The Netherlands

TRADE MARKS

10.30 Pharmaceutical Trade Marks
The importance of trade marks in the
industry
Difficulties in clearing global trade marks for
pharmaceutical products
Types of trade marks applicable to pharma
products - names, colours, shapes, packaging
Can trade marks be used to prevent parallel
imports?

Carly Mansell

- Trade Mark Counsel & Manager,
Corporate Intellectual Property
GlaxoSmithKline, UK

11.30 Morning Coffee and Networking Break

REGULATIONS

11.50 Regulatory Matters - A pan-European

perspective
Key features of the new European regulatory
framework
Scope
Marketing authorisation procedures
Data exclusivity
Biosimilars
Orphan medicines
Paediatrics incentives
Enforcement and inspection
Transparency

Peter Bogaert
Partner
Covington & Burling LLP, Belgium

13.20 Lunch

CLINICAL TRIALS

JOINT PRESENTATION

14.20 Mastering Clinical Trials
Legal framework
Choosing the right provider for your studies
Key challenges
How to handle the data conducted during a
clinical trial

Access to evidence
Penalty regulations
PR aspects: management & public
expectations (regarding data, etc)

Rob Clay
Regulatory Therapeutic Area Head,
Worldwide Regulatory Strategy

Pfizer, UK

Shuna Mason

Solicitor

CMS Cameron McKenna LLP, UK

15.20 Afternoon Tea and Networking Break

10.10 Morning Coffee and Networking Break

ADVERTISING & PROMOTION

10.30 Pharmaceutical Advertising
Legislative basis for the advertising of
medicinal products in the EEA
What is “advertising”
Prohibition on “direct to consumer”advertising
Advertising to health professionals prior to &
after grant of marketing authorisation
Gifts and financial incentives, including
hospitality and related payments
Internet advertising

COMPETITION LAW

15.40 Competition Law in the Pharmaceutical

Sector
Introduction to the competition rules
Outline of the rules on restrictive practices,
abuse of market dominance
Identifying relevant markets in the
pharmaceutical sector
R&D, technology transfer and vertical
agreements block exemptions
Specific issues: parallel imports — stock
allocation systems, tying, IP abuse/regulatory
procedure, procedure, sector inquiry

a James Killick
Partner
= White & Case LLP, UK

EARLY LICENSING

16.40 Contracts and Pharma Law: Early

licensing and R&D
Key concerns and potential conflicts
Financial terms - milestones, royalties and
sub licensee revenues
The scope of the licence - subject matter,
exclusivity, territory, field of use and
reservation of rights by the licensee
Development plan and milestones - level of
commitment, go/no go decision points
Patent prosecution, maintenance and
infringement actions
Rights to sub-license and protections for the
sub-licensee
Improvements and grant backs
Termination and the reversion of rights

Lucinda Osborne
! Of Counsel
Covington & Burling LLP, UK

17.35 Chair’s Closing Remarks

17.40 Close of the Day

08.30 Registration and Coffee

09.00 Chairperson’s Opening Remarks

Peter Bogaert
“ Partner
Covington & Burling LLP, Belgium

ARBITRATION & MEDIATION

9.10 Arbitration and Mediation of

Pharmaceutical Disputes
Early dispute resolution through negotiation
and mediation
An introduction to international arbitration
and the role of the leading institutions
Arbitration of cross-border Pharma disputes:
trends and statistics, key features and
benefits, case studies
Drafting effective dispute resolution clauses
for international contracts

" Sophie Lamb
Partner
% Bird & Bird, UK

Jan Bjerrum Bach
E"i Advokat (L)/Attorney-at-Law
Jusmedico Advokatanpartsselskab
(Jusmedico Law Firm), Denmark

12.00 Lunch

MARKETING & PRODUCT DISTRIBUTION

13.00 Establishing an Effective Compliance
Programme Enhancing Client
Awareness of Key Marketing and

Competition Pitfalls
Marketing authorisations and obligations
Scope and length
New EU members: keeping to treaties

Tim Frazer
m Partner
Arnold & Porter, Belgium & UK

14.30 Afternoon Tea and Networking Break

PRODUCT LIABILITY

14.50 Product Liability
Pharmaceutical product liability - now and
in the future
Impact of the Product Liability Directive and
the Consumer Protection Act on healthcare
product development
The dichotomy between strict liability and
regulatory assessment of risk/benefit of
pharmaceutical products

Tom Fox
B Associate
Arnold & Porter LLP
THE FUTURE OF PHARMA LAW

15.30

The Future of Pharmaceutical Law and
Regulations
What do you have to watch out for?
How will the legal landscape change over
the next few years?
Featuring key speakers of the
conference

15.55 Chair’s Closing Remarks

16.00 Close of the Summer School

CONFERENCE DOCUMENTATION IS
AVAILABLE

If you can’t make it yourself, why not pass
the brochure on to a colleague. Don't forget
you need not miss out, the full conference
notes are available after the event for £225
(£240 overseas). To order copies or for further
information, contact: John Mahjoubi on

Tel: +44(0)20 7017 5623 or Email:
john.mahjoubi@informa.com



Terms and Conditions

FEE: 2-day Summer School if booked by 11th April: £1295 + VAT @ 17.5%.
2-day Summer School if booked by 16th June: £1395 + VAT @ 17.5%. 2-day
Summer School if booked after 16th June: £1495 + VAT @ 17.5%

VAT: Under UK Customs & Excise Regulations delegates from all
countries are required to pay VAT on any event taking place in the UK.
Delegates will be sent information on how to claim back VAT.
ACCREDITATION: This course has been accredited with SRA CPD 12
hours and Bar Council CPD 12 hours. (Ref:EV/LSSL). For all enquiries
regarding CPD points quoe registered company name Informa UK Ltd.

CANCELLATIONS: Must be received in writing to daniel.browne@

informa.com by 16th June 2008 and will be subject to an administrative
charge of £200.00. It is regretted that no refunds will be made or invoices
cancelled after and the full registration fee will be payable. Substitutions
may be made at any time. Fee includes lunch, refreshments and
supporting documentation. Telephone calls maybe recorded for quality
purposes.

It may be necessary for reasons beyond the control of the
organisers to alter the content and timing of the programme or the
identity of the speakers. This contract is subject to English Law.

Customer Number

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 5503 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.

Brochure Number

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 at Informa UK Ltd, Informa House, 30-32 Mortimer Street,

Event Code

LY1346

London WIW 7RE, UK. Tel: +44(0)20 7017 4555, Fax: +44 (0)20 7017

ARE WE MAILING YOU CORRECTLY? To update your contact details on our database please visit www.updates.informa.com

5 EASY WAYSTO REGISTER

4743 Email: database@informa.com

REDUCED RATE HOTEL ACCOMMODATION

The cost of the accommodation is not included in the event
fee. Reduced rate accommodation can be arranged for you as a
free service to Informa delegates by contacting Zibrant, call +44
(0)1332 285590; email informa@zibrant.co.uk or visit
www.zibrant.co.uk/informa.

Please book early to avoid disappointment — some destinations

Contact Customer Services on Mail:
Tel: +44 (0)20 7017 5503 Tf;e Bookings Department
Informa
Fax: '|:44 (0)20 7017 4746 PO Box 406
E-mail: . West Byfleet
ProfessionalCustServ@informa.com KT14 6WL
Would you like to receive e-mail updates from us in the
future? Yes [
Web: wwwi.ibclegal.com/pharmalawschool

fill up very quickly.

DELEGATE DETAILS (FOR EASE, ATTACH YOUR BUSINESS CARD) — PLEASE PHOTOCOPY FORM FOR MULTIPLE BOOKINGS!

(Mr/Mrs/Ms/Miss/Dr) Family Name Forename

E-mail Tel

Fax JobTitle
APPROVING MANAGER DETAILS

(Mr/Mrs/Ms/Miss/Dr) Family Name Forename

E-mail Tel

COMPANY DETAILS

Name of Company

Department Address

City Postcode Country.
VAT Reg no. Nature of Company Business

PRICES

BOOK NOW TO BENEFIT FROM OUR EARLYBIRD DISCOUNTS!
O 2-day Summer School if booked by

11th April: £1295 + VAT @ 17.5% £
O 2-day Summer School if booked by

16th June: £1395 + VAT @ 17.5% £
O 2-day Summer School if booked after

16th June: £1495 + VAT @ 17.5% £
TOTAL £

Group discounts available: Email john.mahjoubi@informa.com or call
+44 (0)20 7017 5623.

1 am unable to attend this event but please reserve me
set(s) of conference notes @ £225 (£240 overseas) £
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.

PAYMENT INFORMATION

Bank Transfer: Please quote the event code LY1346 and the delegates surname in the
transfer instructions. Transfers should be made to: Natwest Bank, Colchester, Essex, UK
Account Name: Informa UK Ltd Account Number: 01825550.

Sort Code: 60-06-06 SWIFT code: NWBKGB2L.

Please fax a copy of your transfer to Joanne Blore, fax: + 44 (0) 20 7017 7821.

Cheque: All cheques should be sent together with your booking form, and made
payable to Informa UK Ltd, and posted to, The Bookings Department, Informa, PO Box
406, West Byfleet, KT14 6WL

Credit Card: Please charge my credit card;
[OvVisa ODiners O Mastercard O American Express

Expirydate ___ _ /
Card No:

Security NO: e

Cardholders Name:

Signature:

Contact Telephone Number:

Date: / /

[ Yes | agree to the Terms and Cancellation Conditions as stated on this form

IBC Legal Conferences is part of Informa Professional. Informa Professional is a trading name of Informa UK Limited. Registered in England under no, 1072954 Regjistered Office Mortimer House, 37-41 Mortimer Street, London WIT 3JH. Vat Registered No. GB 365 4626 36



