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Roundtable on Preliminary injunctions featuring
leading European IP judges!

Marie Courboulay
Vice President, 3rd Chambre — Intellectual Property
Paris Court of Appeal, France

Samuel Granata
Judge, Commercial Court of Antwerp, Belgium

Rian Kalden
Senior Judge, Court of Appeal The Hague, Netherlands

23.0

Featuring leading life sciences companies
such as:

Keygene Ranbaxy
Lundbeck TEVA
Novartis

Plan and benchmark your patent enforcement & litigation strategies in-situ and in view of the

Unified Patent Court. Topics include:

Countdown to the Unitary Patent Package: Strategic Considerations Leading Pharmaceutical and Biotech

Companies are Adopting

New Frontiers for Patentable Subject Matters: Stem Cells, Gene Sequences, Plant Varieties. What this Mean

for Your Patenting Strategy

How to Obtain Supplementary Protection Certificates in Light of the Latest Case Law Developments in Europe

Obtaining Preliminary Injunctions when Enforcing a Second Medical Use Claim: Where Do We Stand?

Cross-Border Litigation Strategies: Planning, Managing and Reacting to Patent Enforcement Proceedings in

Concurrent Jurisdictions
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intellectual property consulting
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Pharmaceutical & Biotech patent litigation is evolving at a rapid
pace across Europe. As a result of countless modifications
and further developments to the Unitary Patent Court,
and following Spain’s challenge to the validity of the
entire unitary system, European patent attorneys
< and litigators must know what they can expect
/ from the Courts in 2015 in order to effectively
plan their litigation strategies.

Case law developments on the patentability of
new subject matters, ferocious pan-European
proceedings on Supplementary Protection
Certificates’ scope and duration, the R&D
on biosimilars and personalised medicine
and legislative modifications to the Bolar
exception have all led to uncertainty in the Life
Sciences industry.

It is therefore imperative that the European life
sciences community gather to address the critical
issues affecting the industry as a whole, in order to
understand what can be achieved, plan strategies for the
A future and ultimately foster a smooth pharmaceutical patent
T enforcement system.

A MUST-ATTEND EVENT FOR:

Pharma, Biotech and Chemical Companies:
General Counsel - Director / Head of Patents
Director of Legal Affairs - Patent counsel/attorney/manager
VP / SVP Patents - In-house counsel
Director / Head of IP - Head of R&D

Private Practice Lawyers and Patent Attorneys specialising in:
Life Sciences industry/practise - |IP Litigation
Intellectual Property




8:30

9:00

9:15

10:30

TO REGISTER call +44 (0) 20 7878 6888 | visit www.C5-Online.com/PatentLitigation

11:00
11:30

2pm—5pm

How to Draft Solid Pharmaceutical Patent
Applications and Minimising the Time of
Prosecution Before the EPO

Formal and substantial requirements for pharmaceutical &
biotech patents are constantly evolving, and will change further
in 2015 due to the implementation of the dual system ‘unitary
v. European’ patent. Patentable subject matters are getting
stricter, priority claims are getting broader and the basis to
challenge the validity of the patent are getting larger.

How does this fast-paced mutative scenario affect the
organization’s patent strategy? Which considerations must be
taken into account and how do rules on priority, claims drafting,
disclosure and description differ in different jurisdictions and
affect the stability of the organization’s patent portfolio?

This intensive workshop will provide you with a legal and
technical roadmap of do's & don'ts in patent drafting
techniques aimed at avoiding to the largest extent possible
the pitfalls during patent prosecution delay or limit the grant of
solid patents in your favour.

12:45

14:00

Registration and Welcome Coffee

Opening Remarks from the Chair

Paul Inman, Partner,
(United Kingdom)

Countdown to the Unitary Patent Package:
Strategic Considerations Leading
Pharmaceutical and Biotech Companies

are Adopting -

Juergen Dressel, Head Global Litigation Strategy,
(Switzerland)

Ricardo Dijkstra, Partner,

(Netherlands)

+ The UPP ongoing saga: latest developments on the
Unitary Patent Package ratification and implementation

- How will Spain’s challenges affect the solidity of
the system?

Opt-in v. opt-out: evaluating pros & cons and key
considerations when devising your patenting strategy

- How best to protect in countries that are
non-Members of the UP

- Tax implications for Swiss companies

Casting light on key opt-in budget implications and the
Unitary Patent maintenance fees

How Supplementary Protection Certificates on Unitary
Patents will be granted?

How will second medical use claims have to be filed?
Swiss claims v. EPC2000 claims drafting

156:30

The UPC Preparatory
Committee Explains the UPC Rules of Procedure

Alexander Ramsey, Vice Chairman,
(Sweden) *

Coffee Break

Towards the Unified Patent Court: What You
Need to Know to Usefully Enforce Your Patent
Rights

Samuel Granata, Judge,

(Belgium)

+ How pharmaceutical patent litigation in Europe will look
after the UPC's implementation
Will the EPO opposition procedure be less favoured,
with central revocation before the UPC being available
at any time?
How to represent clients before the UPC
Which kind of damages can be sought before the UPC?
Will decisions have a UK or continental style approach?
How will appeals be reviewed? Judicial or merit review?

Networking Lunch

On Which Grounds
Can a Preliminary Injunction Be Granted?

Marie Courboulay, Vice President 3rd Chambre —
Intellectual Property, (France)

Samuel Granata, Judge,

(Belgium)

Rian Kalden, Senior Judge,

(Netherlands)

+ To what extent are Courts willing to consider the

strength of the patent/validity of the case when
deciding on granting an ex parte PI?

What types of evidence can tip the balance of a PI
petition in one direction or another?

What weight do judges give to foreign court
proceedings and decisions?

How do Counsel impress and how do they disappoint?
What affects the timing of a decision?

Would the judicial approach and considerations differ
when the Court considers a Pl on a biosimilar as opposed
to the ‘normal’ generic copy of the patented drug?

Coffee Break

Cross-Border Litigation Strategies: Planning,
Managing and Reacting to Patent Enforcement
Proceedings in Concurrent Jurisdictions

Galit Gonen, Vice President & General Counsel Europe,
(United Kingdom)

Sheldon Hamilton, Partner, (Canada)
Otto Licks, Partner, (Brazil)

Strategic planning for multijurisdictional proceedings
— claimant's perspective: which cross-border issues
should you consider first?

Being prepared and strategically responding to a
multiple jurisdiction patent enforcement case: the
defendant’s perspective

Key considerations to factor in when initiating
concurrent enforcement actions, starting with the
choice of the Forum

Collecting documents and other evidence and being
prepared to respond, taking into account different
discovery obligations in US, Canada, UK, Germany
How to evaluate how the proceedings and its outcome
in one jurisdiction will affect the parallel proceedings in
another jurisdiction

Best practices in planning, managing and limiting
litigation costs: managing, coordinating and aligning
external counsel

Y @csLive #C5LifeSciences



16:30

17:15

9:00

9:15

10:30

10:50

Understanding the Scope of the Bolar Exemption
and How It Will Sit with the Unitary Patent

Paul Inman, Partner,

(United Kingdom)

+ What has changed to the UK Patents Act after October
1st, 20147

How to coordinate the UK new rules for research and
clinical trials

An overview of the scope of the Bolar exemption in Europe
How will the Unitary Patent allow for experimental uses
of patented medicines?

Conference Adjourns

v

Opening Remarks from the Chair

Juergen Dressel, Head Global Litigation Strategy,
(Switzerland)

How to Obtain Supplementary Protection
Certificates in Light of the Latest Case Law
Developments in Europe

Miquel Montana, Partner, (Spain)

Camilla Balleny, Partner,

(United Kingdom)

+ Understanding under which circumstances you can
obtain an SPC in the context of antibody claims

Obtaining an SPC on combinations of active ingredients
for new uses

Neurim’s, Medeva’s, Georgetown’s, AstraZeneca’s, Merck's
aftermath: an overview of the ECJ's interpretation on
development of a new indication from an old substance

How territorial Courts have applied the ECJ’s rulings:
Eli Lilly v. HGS (UK) and Sanofi v. Teva (Italy)

Carefully analysing the Market Authorisation in order to
obtain a strong SPC: key considerations

Summary of SPCs/patent extension terms in Eastern
Europe and how to fit these into import/export rules
and parallel imports

Coffee Break

Obtaining Preliminary Injunctions when
Enforcing a Second Medical Use Claim:

Where Do We Stand?

Ewan Nettleton, Senior Patent Counsel,

(Germany)

Claudia Milbradt, Partner, (Germany)
Ulrich Reese, Partner, (Germany)

Swiss-type v. Europe-type claims drafting in view of
obtaining a PI: implications of the differences

What are the elements of a successful preliminary
injunction petition?

How to prove the infringement of a second medical use
claim in Germany

Update on the enforcement of second medical use
claims through Pls in Europe

11:50

12:50

13:50

14:30

e

How should companies adapt their coommunications in
commercials and advertisements in order to maintain
an enforceable second medical use claim patent?
Forum shopping — useful considerations when deciding
strategically where to enforce the second medical use
patent claim

New Frontiers for Patentable Subject Matters:
Stem Cells, Gene Sequences, Plant Varieties.
What Does This Mean for Your Patenting
Strategy? Recent Case Law and Issues of
Legal Uncertainty

Rob. J. Aerts, Senior Patent Attorney,

(N

etherlands)

Added subject matter at the EPO: an update
Patentability of stem cells and embrions: what
considerations should a pharmaceutical R&D business
take into account?

How the International Stem Cells Corp. case affects your
R&D and patent strategy

Broccoli, Tomatoes and essentially biological processes
to produce plant varieties: what will change? Are plants
obtained by a process excluded from patentability itself
patentable?

Is the patenting of stem cells and plants a matter of EU
law or of EPC law? The current hybrid system in the EU
and matters of legal uncertainty

Assessing the scope of protection of claims on tools for
generating antibodies: does it extend to all antibodies
generated with those tools?

How to evaluate the new USPTQ's guidelines for gene
sequences after Myriad? A comparison with Europe’s
approach

How to file valid patents in Canada following recent
Court's interpretations

Networking Lunch

Coordinating the Impact on Disclosure
Policies in Clinical Trials: How These Affect
Patentability?

Henrik Skadt, Partner,
Kim Wagner, Partner,

(Denmark)
(Denmark)
The established case law and public prior use in clinical
trials
Bayer v. Hexal (Yasmine). a new standard?

Implied consent and trials contract: best practices
How to do clinical trials without destroying novelty
The circumstances underlying T 7/07 (Yasmine)

T 7/07 in view of T 2250/13

Biosimilars Update: Opportunities, Limits,
Enforcement Need-to-Knows with Particular
Reference to SPCs in Europe

Lars Conrad, Chief Patent Specialist,
(Denmark)

Fax order form to +44 (0) 20 7878 6885 | visit www.C5-Online.com/PatentLitigation

Key considerations in enforcing biosimilar patents:
how to formulate your requests

How to obtain an SPC on a biosimilar medicine?
Would the scope of the biosimilar be covered by the
originator's SPC on the patented biological product
in Europe?

The US' FDA Purple Book: which opportunities can
arise? Patenting and regulatory aspects

What is the patent litigation regime under the FDA
biosimilar pathway?

Y @csLive #C5LifeSciences
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Generic Makers Roundtable: How Will

the Unitary Patent Impact on European
Pharmaceutical Patent Litigation and How
Should Generic Makers Prepare?

15:30

Dr. Avijit Kelkar, Director of Intellectual Property,
(United Kingdom)

How can generic makers make use of the UP as an
opportunity in terms of access to clinical trial data and
speed to get to the unitary market?

+ Will Freedom to Operate assessments have to be more
carefully considered within the UP? Will Courts be more
strict in evaluating FTOs?

+ A Unitary Patent for European market players: how does
this impact on generic makers' market strategy in 2015
and beyond?

What will generic makers need to take into
consideration when deciding if and where to challenge
the patent's validity?

C L1 F F O R D Clifford Chance is one of the world's

pre-eminent law firms with significant
CHANCE depth and range of resources across
five continents. As a single, fully integrated, global partnership, we pride
ourselves on our approachable, collegiate and team based way of working.
We believe in a relationship-oriented trusted advisor's approach and on
specialising in industry sectors to provide the highest level of client service
available. Our Healthcare & Life Sciences Sector group advises leading
multinational companies on the full range of industry matters, from M&A
and joint ventures to litigation and regulatory compliance.

For more information, visit www.cliffordchance.com

Wragge Lawrence Graham and Co is a UK — headquartered
international law firm providing a full range of legal services
to clients worldwide.

The partner-led firm delivers top-quality legal advice
and with experts across the world, it has the resource,
relationships and expertise to handle the largest instructions.

A trusted adviser to FTSE 100 and 250 companies, multi-national
corporations, financial institutions, and UK and overseas government
departments, Wragge Lawrence Graham & Co's experts deal with day-to-
day issues and complex, strategic matters.

Vondst is an Amsterdam based law firm that focuses
exclusively on contentious intellectual property, life
sciences and IT. This focus guarantees an in-depth
knowledge of the laws and market practices in the industries in which the
clients are active. Vondst is recommended in directories such as Chambers,
Legal500, IAM Patent 1000 and Managing Intellectual Property.

vondst

advocaten

C5 works closely with sponsors to create the perfect business development
solution catered exclusively to the needs of any practice group, business line
or corporation. With over 500 conferences held in Europe, Russia and the CIS,
China, India, the US and Canada, C5, ACI and CI provide a diverse portfolio of
first-class events tailored to the senior level executive.

For more information about this program or our global portfolio, please contact:
Chris Murphy on +44 (0)20 7878 6955 or email C.Murphy@C5-Online.com

M J-f.
F’r Patent P t .':?'
L Intelligence =

ericsWeb

biorv.

TO REGISTER call +44 (0) 20 7878 6888 | visit www.C5-Online.com/PatentLitigation

—_—
16:15 Overcoming Challenges when Enforcing
Pharmaceutical Patents outside Europe and
in Emerging Markets
Otto Licks, Partner, (Brazil)
+ Patentability limits in Canada in light of the most recent
case law
+ Enforcing pharmaceutical patent infringement in Brazil:
where do we stand?
Being prepared to initiate a patent enforcement dispute
in China: what you need to know, which standard of
evidence you must have
+ Patent revocations, compulsory licenses and patentability
limits factors affecting India as a drugs’ market
17.00 Conference Ends
*denotes speaker invited ©C5, 2014
CAIPMAELS &IANSFORD Carpmaels & Ransford LLP

is a leading firm of European
patent and trade mark attorneys. We have been at the vanguard of intellectual
property for over 200 years and our pioneering roots in London now extend
to Munich and around the globe.

SMART & BIGGAR/FETHERSTONHAUGH
is Canada's largest and highest-ranked
firm practising exclusively in intellectual
property and technology law. Our experience
is unmatched and our goal is unwavering: to provide our clients with
UNPARALLELED IP®.

SMART aBIGGAR
FETHERSTONHAUGH

Barristers & Solicitors * Patent & Trade-mark Agents

Licks Attorneys is a Brazilian-based intellectual
property law firm with the background, experience and
technological capabilities to provide comprehensive
legal counsel, prosecution and litigation services to companies of all sizes.

ReLicks

ATTORNEYS

Licks Attorneys includes a legal team that spans generations, fully accredited
by the Brazilian Bar Association and licensed to practice law before all
Brazilian courts. We also represent clients before all Government agencies,
including the Brazilian Institute of Industrial Property — INPI.

P|0ugmann &V|ngt0ft With 17 examined and qualified
intellectual property consulting European Patent Attorneys within our

team totaling 36 IP attorneys specialized
in all aspects of patents, trademarks and designs, Plougmann & Vingtoft is
one of Denmark'’s top IP firms. Our attorneys have an outstanding track record
in representing clients before the European Patent Office.

Our client portfolio includes prominent companies such as Bayer Pharma
AG, Novozymes, Arla Foods, Nestlé, Vestas and Philips.

We pride ourselves on providing highly professional consulting for our
national and international clients in opposition and litigation cases as well
as delivering extremely high quality patent drafting and prosecution.
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« Pharma & Biotech Patent Litigation

19t — 20t March 2015 | Hotel Okura, Amsterdam, Netherlands

Priority Service Code
630L15.S

FEE PER DELEGATE Register & Pay by Register & Pay by Register & Pay after
16th January 2015 6th March 2015 6th March 2015
O ELITEPASS: Conference €2345 SAVE €300 €2495 SAVE €150 €2645
+ Workshop €2345 + €492.45 = €2837.451 €2495 + €523.95 = €3018.95" €2645 + €555.45 = €3200.45T
O Conference Only €1745 SAVE €300 €1895 SAVE €150 €2045

€1745 + €366.45 = €2111.45T | €1895 + €397.95 = €2292.95T €2045 + €429.45 = €2474.45T
TPLEASE ADD 21% DUTCH VAT TO ALL ORDERS IF NOT ESTABLISHED IN THE NETHERLANDS AND NOT PROVIDING A DUTCH VAT NUMBER.

TEAM DISCOUNTS: Booking 2 or more delegates? Call +44 (0) 20 7878 6888 for details.

*ELITEPASS is recommended for maximum learning and networking value.

DELEGATE DETAILS

NAME POSITION

APPROVING MANAGER POSITION

ORGANISATION

ADDRESS

ary

POSTCODE COUNTRY

PHONE FAX

EMAIL

TYPE OF BUSINESS

PAYMENT DETAILS Event Code: 630L15-AMS

Please charge my AMEX VISA MasterCard Discover Card

NUMBER EXP. DATE
CARDHOLDER
| have enclosed a cheque for € made payable to C5

C5 Communications Limited

Account Name: C5 Communications Limited

Bank Name: HSBC BANK Plc

Bank Address: 31 Chequer Street, St Albans Herts AL1 3YN, UK
Bank Branch: St Albans Branch

BIC ( Bank Identifier Code ): MIDLGB22

IBAN: GB45 MIDL 4005 1569 7326 66
Sort Code: 40-05-15

Account Currency: EURO

If you wish to pay in GBPE or USD$ please contact Customer Service

5 EASY WAYS TO REGISTER

&E WEBSITE: www.C5-0nline.com/PatentLitigation

REGISTRATIONS & ENQUIRIES
+44 20 7878 6888

EMAIL: registrations@C5-0nline.com
FAX: +44 20 7878 6885

PLEASE RETURN TO

C5, Customer Service

11th Floor, The Tower Building, 11 York Road
London, UK SE1 7NX

ADMINISTRATIVE DETAILS

Date: 19 —20 March 2015

Time: 9:00 —17:50

Venue: Hotel Okura Amsterdam

Address: Ferdinand Bolstraat 333, 1072 LH, Amsterdam, Netherlands
Telephone: +31 (0)20 678 7111

An allocation of bedrooms is being held for delegates at a negotiated rate until
18 February 2015. To book your accommodation please call Venue Search on
tel: +44 (0) 20 8541 5656 or e-mail beds@venuesearch.co.uk. Please note,
lower rates may be available when booking via the internet or direct with the hotel,
but different cancellation policies will apply.

DOCUMENTATION IS PROVIDED BY WEBLINK

The documentation provided at the event will be available on weblink only. If you
are not able to attend, you can purchase an electronic copy of the presentations
provided to delegates on the day of the event. Please send us this completed
booking form together with payment of €595 per copy requested. For further
information please call +44 (0) 207 878 6888 or email enquiries@C5-0nline.com.

CONTINUING EDUCATION

20.0 hours (conference only) plus 3.0 hours (workshop) towards Continuing
Professional Developments hours (Solicitors Regulation Authority). Please contact
C5 for further information on claiming your CPD points.

PAYMENT POLICY

Payment is due in full upon your registration. Full payment must be received prior
to the event otherwise entry will be denied. All discounts will be applied to the Main
Conference Only fee (excluding add-ons), cannot be combined with any other offer,
and must be paid in full at time of order. Group discounts available to individuals
employed by the same organisation.

TERMS AND CONDITIONS

You must notify us by email at least 48 hours in advance if you wish to send
a substitute participant. Delegates may not “share” a pass between multiple
attendees without prior authorisation. If you are unable to find a substitute, please
notify C5 in writing no later than 10 days prior to the conference date and a credit
voucher will be issued to you for the full amount paid, redeemable against any
other C5 conference. If you prefer, you may request a refund of fees paid less a
25% service charge. No credits or refunds will be given for cancellations received
after 10 days prior to the conference date. C5 reserves the right to cancel any
conference for any reason and will not be responsible for airfare, hotel or any
other costs incurred by attendees. No liability is assumed by G5 for changes in
programme date, content, speakers or venue.

INCORRECT MAILING INFORMATION

If you receive a duplicate mailing of this brochure or would like us to change
any of your details, please email data@C5-Online.com or fax the label on
this brochure to +44 (0) 20 7878 6887. To view our privacy policy go to
www.C5-Online.com/privacy_policy_statement.



