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Leading biotech patent practitioners and experienced in-house
counsel will provide practical and tactical advice on how to:

= ADAPT current biotech practices to account for follow-on biologics

« DEMYSTIFY the ethical and practical concerns regarding
the patenting of life

* DEVELOP best practices for claim construction of biotech patents
* PLAN for potential changes to the obviousness standard

* PROTECT proprietary information in biotechnolegy inventions
* WORK effectively with examiners

+ |INCORPORATE USPTO reforms into biotech patent practices
« CONDUCT freedom to operate assessments in biotechnology
* PROSECUTE antibody claims

* MAXIMIZE patent term extensions

* ADJUST patent strategies in accordance with evolving standards
for inequitable conduct

» TACKLE biotechnology concerns in a global environment

Media Partners:
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American companies account for . . . 75 percent of biotech sales . . . [and]

. . . more than three-quarters of worldwide biotech revenue.
=Fuller, Joseph & Heeve, Brock, "Wl We Lose in the Stem Cell Rece?", Washingtonpost.com, Feb, 3, 2007

and every facet of patenting—[rom qualifying criteria,

to the scope of rights a patent bestows, 1o the length of a
patent’s duration—is becoming increasingly complex. This is
especially true of patents covering biotechnology inventions.

Bfmechnolugy inventions are only as valuable as their patents,

Learn to incorporate evolving legal and regulatory
standards into biotech patent practices

Several bills have been introduced in Congress that would
specifically impact patents in the biotech industry, including
proposals surrounding follow-on biologics and genes. Also, recent
Supreme Court cases such as Medlmmune v. Genentech and
KSR v. Teleflex may have a significant effect on parents and
licensing as well as the obviousness standard. Many courts are
also reassessing the standard for inequitable conduct and basic
claim construcrion principles. In addition ro case law and
legislative efforts, PTO reforms are still looming on the horizon.

Develop strategies for managing your biotech
patent portfolio

With patent standards constantly in flux, you need to decide
whether it is beneficial o file for patents in the first place.
To make this dererminarion, you need o know how to conduct
the most effective and cost-efficient freedom to operate analysis
to ensure that you are even able to seck the desired parent. If you

are free o seek a parent, you must develop pracrical straregies for
working with the examiners to achieve the best results possible.

In shart, anyone drafring biotech parent applications needs 1o be
able to incorporate current standards—while making allowances
for potential reforms—and scientific realities into their claims to
ensure thar their parents are ironclad, both in the United Stares

and abroad.

With all of this in mind, the American Conference Institute has
developed the 9% Advanced Forum on BIOTECH PATENTS:
Analysis, Insights and Strategies for New Challenges in Biotech
Patent Practice to provide you with the most up-to-date and
complete information on current legal developments impacting
your biotech patent pracrice.

In addition, our interactive and in-depth Master Class on
Drafting Successtul Patent Applications for Biotechnology
Related Inventions will show you how to master the art of
drafting complex patent applications for your biotech inventons,
in addirion ro harnessing and maximizing rtheir unique value.

Reserve your spot at this invaluable conference

Register now by calling 888.224.2480; by faxing your
registrarion form ro 877.927.1563; or registering online ar
www.americanconference.com/biotechpar.

Patent and IP transactional attorneys (in-house and law firm) who represent:

YOU WILL MEET

biotechnology
companies

AGENDA-AT-A-GLANCE

biopharmaceutical
companies

- pharmaceutical
companies

DAY 1 - Wednesday, September 26, 2007

=  Dabating the Validity and Future of Follow-Ons
(Legislative and Regulatory Updats)

*  The Patenting of Life: Demystifying Ethical and Practical Concems

*  Keynote Address: Navigating the Intricacies of USPTO
Biotech Patent Practice Including the New Proposed
Changes to the Patent Rules

=  Evolving Best Practices for Claim Construction
in Biotach Patent Applications Filings

+ KSR v. Teleflex: Bracing for the Potentially Damaging
Impact on the Obviousness Standard

*  Protecting Proprietary Information—Deciding Whether
to File for a Patent

*  Working Effectively With Examiners When Filing
and Drafting Biotech Patant Claims

DAY 2 - Thursday, September 27, 2007

*  Patent Reform at the USPTO: Whare Ara Wea Mow?
»  Freedom to Operate Assessments in Biotechnology:
Analysis, Opinions and More
*  Focus on Medimmune v. Genentech: Dissecting its
Impact on Patent Strategies, Freedom o Operate
and Licensee/Licensor Relationships
= Cultivating Biotechnology Patent Strategies in Europe and Asia:
Idantifying Differances and Assessing Impact on US Practices
+  Maximizing Patent Term Extension and Adjustment
=  Prosecuting Antibody Claims—Tactics for Addressing
tha Many Challenges
*  Interpreting Recent Decisions Regarding Inequitable
Conduct and Adjusting Patent Strategies Accordingly

REGISTER NOW: 888-224-2480 » fax: 877-927-1563 » AmericanConference.com/biotechpat




DA‘I‘ 1 - Wednesday, September 26, 2007 Lesley Rapaport
D

8:00 Registration and Continental Breakfast 2

9:00

Co-Chairs’ Opening Remarks

Brian D. Coggio
Sharcholder, Greenberg Traurig, LLP
(New York, NY)

i'- = | Immac J. Thampoe, Ph.D. (“Casey")
ke | Senior Director — Patent Law
F B8 Schering-Plough Corporation (Kenilworth, NJ)

Debating the Validity and Future of Follow-Ons

‘1 Kathleen Madden Williams
L:; Parmer, Co-Chair, Bio-Medical and Patent Pracrices
| - 3‘ Edwards, Angell, Palmer & Dodge LLP (Boston, MA)

Michael Labsan
A=#| Parmer, Covington & Burling LLP
LS | (Washingron, DC)

= Deciphering the recent legislative proposals on biosimilars
- understanding the objectives behind the “Access ta Life-
Saving Medicines Act” and other legislative proposals
- exploring the different potential approaches w an
ahbreviared approval pachway for hiorech generic drugs
- the current status of these legislative initatives
= Evaluating the existing legal an?mgulntnr}' backdrop
- how far canfwill FDA go under its rraditional starurory
and regulatory authority?
- exploring the fallow-on consequences of FDA's approval
of Ommitrope
= whar else might be coming under section 505(b)(2)?
- possible ANDA scenarios for ﬁriug'mﬁ a-generic biotech
drug to market
* Comparing the European approach w biosimilars
- similarities and differences berween the approach
in Europe and the ULS.
- what lessons can we draw [rom Europe?
*  Whar will a “generic” binlogics marker likely look like?
- what types of generic firms will participate?
- how wiﬁcnﬂmin and substirution issues be handled?
- whar savings will be generared ar the end of the day?
- how will safety issues be handled?
» Rethinking patent drafting strategies in light of the
current ]anﬁap:
- protecting innovarors with generics on the market
- new considerations for:
o matterfuse purification
= for hiomarkers
s blocking patents
= Debaring the impact on biotech parent pracritioners
of current policies and views regarding biosimilars

Legislative and Regulatory Update

10:30 Morning Coffee Break =

10:45 The Patenting of Life: Demystifying Ethical

and Practical Concerns

Arie M. Michelsolm, Ph.D.
Member, Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP (Washington, DC)

irector of Intellecrual Property, GeneNews

{Taronta, ON)

*  Examining legislative proposals wo ban gene patenting
- assessing the starus and validity of these initiatives
- looking ar public reaction
*  Distinguishing the real challenges to patenting gene
sequences from the hype
- investigating different ways in which DNA sequences
are claimed in parents
- meeting claim construction requirements under §101 and §112
overcoming utilicy rejections
- incorporating the USPTOs new direerive on examination
of sequences into gene patenting strategics
*  Dissecring the relarionship berween gene sequence patents
and parentable subject matter
ongoing debate about patentable subject matter
and business merthods
- impact of recent case law
s Lab Corp, v Metabolite
o In re Nuijten
*  Patenting lile in other areas
- regenerative medicine—stem cells and embryonic research
»  claims for stem cell related research in the face
of seminal Thompson patenrs
* amining the regularory considerations
»  federally fgunded initiatives v. privately funded research
« international perspectives on stem cell patenes
- biomarkers
- plants and animals
- prosccution of RMAi based application and genetic silencing
*  Discussing ethical concerns regarding patenting life
- encouraging innovarion and development

12:00 Networking Luncheon “

Keynote Address: Navigating the Intricacies
of USPTO Biotech Patent Practice Including
the New Proposed Changes to the Patent Rules

John J. Doll, Commissioner for Patents
United States Patent and Trademark Office

"A (Alexandria, VA)

1:30 Evolving Best Practices for Claim

Construction in Biotech Patent Applications

Jerry Cahen
Partner, Co-Chair Inrellectual Property/SciTech Depr.
Burns & Levinson LLI (Boston, MA)

* Drafring, amending and construing claims and specificarions
in prosecution, licensing and litigation in the US and abroad
- optimizing claim breadth
- meeting wtility, enablement, written description and
(U5} best mode requirements wirhin single and relared
applicarions/parents
hfemii}in how much is sufficient for written description
for hinrc:ﬁ
- working within the strict position on enablement
- brief but adequare disclosures for inventions of broad application
- disclosure sufficient to allow one of ordinary skill ro make
and use the invention and the double standard for prior art
- drafting to encompass furure impravements while avaiding
prior art
- navigating through the unpredictable and inconsistent case law
* Accounung for the increasing lack of utility rejections in
biotech applications

REGISTER NOW: 888-224-2480 - fax: 877-927-1563 » AmericanConference.com/biotechpat







10:15

10:30

*  Identifying statutory reform efforts and PTO rule changes
and their impact an hiotech
= Life on the patent prosecution tghtrope: the balancing act
between the needs of the biotech industry and reform elfores
ar the USPTO
- cxamining the effect of the proposed rules on patent
prosecurion, claim language and continuarion _pr.-l.cn'rr.
- understanding the current importance of contnuation
practice to the biotech industry
- impact of proposed rules on divisional deferred applications
- eaploring the options when you're not allowed
continuations — appeal or abandonment
-  protecing your invention in an environment in which
the number of claims may be limired
- adapting biotech prosecution practice in light of the
relonn elforts
- straregically developing your patent partfolio in light
of the rule changes
= Anticipating proposed rulemaking that would impact any
claim thar recires “alternarive claim language,” anﬁ especially
Markusl practice
»  Overcoming the anerous new restriction requirements
- adverse impact specifically on biotech art groups
- increase in restriction practice at the PTO
- analyzing the PTO rules and the starus of the changes
- uiting election of one sequence per patent application
- difficulry in getting claims anignié’c.mr scope examined
and issued
- defining more inventive groups than there are claims
- srraregics for handling resericrion requirements
»  getting mulli]i‘l:lc sequences exanined
- E:-tring in linking claims
. using the examination on a higher level
- filling multiple claims to get the proper scope

Morning Coffee Break B

Freedom to Operate Assessments in
Biotechnology: Analysis, Opinions and More

Thomas M. Saunders
2| Partner, Brown Rudnick Berlack Israels LLP

Jobn C. Serio
{ & | Senior Counsel, Brown Rudnick Berlack lsraels LLP
| (Boston, MA)

* Knowing when a freedom to aperate analysis is necessary
+  Guamnreeing the ri%ht to commercialize thie IP ar issue
without infringing the claims of a third part
- identifying and analyzing patential b]ﬁcﬂ’ing patents
- monitoring activity in pending third Eany applications
- assessing inFrir:Fr.rncnr risks in hiarec
- considering indirect infringement issues
- including un-issued patents and predared priority dates,
commaon with biotechnology
- evaluating patent issues outside the U3,
*  Accounting for the complexity of increasingly averlapping patents
- determining claim scope
- finding out whar is pending
- checking on ongoing prosccution to predict what may issue
s Eilectively conducting the more elaborate search necessary
for hinlagic compounds
- defining and refining the wpic
- finding and mining useful rools and sources of information
- managing the intricacies of sequence scarching
*  Deciding if an FTO opinion is necessary
- evaluating the strength of a passible opinion
- understanding the complexities of privilege and discovery
issues relative o opinions
*  Analyzing current case law thar can affecr your FTO analysis
- the impuct of the 271{e)(1) safe harbor

11:30

12:15

1:30

Focus on Medimmune v. Genentech:
Dissecting its Impact on Patent Strategies,
Freedom to Operate and Licenzee/Licensor
Relationships

Gregory A. Castanias
?1. Partner, Jones Day
"8 (Washington, DC)

*  Analysis of the key components of the Medfmmune holding

*  How the Medlmmune decision has been interprered by the
Federal Circuiv and other lower courts

*  Ascertaining the value of 2 patent in view of licensec’s ahiliry
to challenge the validity and enforceability of the patent

»  Determining whether one can license around the protection
of lawsuits

= Considering whether the requirement of reasonable
apprehension of suir is dead

*  Preparing for the possibility of increased lingation over
the validity of biotech
- large number of licensed biotech parenes
- greater opportunities for licensee/companies w challenge

validity and avoid paying royalries under license agreements

* Incorporating the consequences of Medlmmune into the

freedom to operate analysis

Networking Luncheon ﬂ

Cultivating Biotechnology Patent Strategies
in Europe and Asia: ldentifying Differences
and Assessing Impact on US Practices

N| Dr. Andreas von Falck
Partner, Lovells
{Dusseldorf, Germany)

] Michael |, Wise
:’z;' | Chair of the China Intellecrnal Property Pracrice
' Partner, Perkins Coie LLP (Los Angeles, CA)

Europe

*  New biotech patent developments in Euro
- strategies E;{r developing a patent po lia abroad
» filing continuations and divisional applications:
dﬂ?jopmtms in the European Patent Office
= comparing the divisional application v. continuation
ractice in the US
- understanding the differences in the European landscape
*  Handling medical use patent claims in the EU and in the
various member states
- 2nd medical use patent claims—"carve out” of patented
i"l.,l]l.l.'at.i.{,’]f_} i.l.l'l[j B {{Jrlnh EU' “f“cr;l.' PI“J'L[L'L'&
- requiring delerion ;fﬁ;rnducr characteristics for
authorized summary
- differentiating from the US where the patent notice and
F:m:mcd indication is included in the second applicarion
or 2od medical use
- o whar extent can you refer to the use later in
the application if is delered?
*  Implicarions of patenting dosage regimens in Europe
*  Claiming allowances for functionalicy
*  Comparing Europe’s first to lile system with U.S,
opposition proceedin
* [Investigating the new European Directives and Regulations
clinical erial and rmrcﬂ exemptions
- Bolar provisions—what will the scope of Balar be
and how will it be interpreted
*  Reviewing current trends in enforcement litigation in the EL
- Cruss ﬁurd:r injunctions/Pan-European lingaton,

the death of a myth

REGISTER NOW: 888-224-2480 » fax: 877-927-1563 » AmericanConference.com/biotechpat



2:45

3:15

3:30

- recent decisions en claim construction
- German equivalence doctrine
- scope specifically with biotech patents

China

Understanding the Chinese laws and regulations

- stare patent players

- historical perspective

- proposed amendments

- non-patentable subject marter in China
Invalidating Chinese patents

Enfarcing Chinese patents

Sa]:l:guarginﬁ IP rights through patent administrative
protecrion v. Chinese coures

Appreciaring existing [P concerns

Looking toward the furure—partent trends in China

Maximizing Patent Term
Extension and Adjustment

Secott E. Kambolz, M.D., Ph.D,
@ Registered Patent Artarney, Foley Hoag LLI
(Boston, MA)

Patenr pracritioners, especially those in biotechnology, can wap intw

the patent term adjustment statute and rules to extend parent terms

by days, months, ar years. Bur to make the most of these provisions,
practitioners must avoid creating delay during prosecution and
must act promptly to correct any errors caused by the USITO.

Understanding the framework for adjusting patent terms

due o delay under 35 U.5.C. §154

Avoiding comman picfalls during prosccution thar decrease
patent term adjustment

Confirming adjustment caleulations and carrecting errars:
whether, when, and how

Minimizing liability for erroneous or squandered adjustment
Sracking adjusrments with orher forms of parenr rerm exrension

Afternoon Refreshment Break

Prosecuting Antibody Claims—Tactics for
Addressing the Many Challenges

Eric K. Steffe
Sterne, Kessler, Goldstein & Fox PL.L.C.
(Washington, DC)

Assessing the different types of andbody claims being issued

Handling enablement and written description issues

- generic antibody claims versus species/technology-specific
antibody claims

- how o get the hreadeh an :Lnrihnd}r species

- srraregics for claiming percent homelogy and/or
comservative substitution

- Noelle v Lederman (written dﬂ:rip:inn is ﬁ.l][lr sarisfied as
long as antibody is fully charactenzed by its binding affinicy
to a specific antigen that is limited by species)

- Chiron v Genentech (patentee does not need to enable later
rising technology, but can not have possession of later rising
technalagy; the praper dare for construing claims can be a
moving target)

- Capen v Eshiar (written descriprion should be determined
on a case by case basis in view of a variety of factors,
similar to enablement)

Tackling the distinet claim canstrucrion issues with

autibud%’ patents

- how are antibody claims being construed and in reference
to what filing date?

Comparing the patentability of antibodies in the EU and abroad

4:30 Interpreting Recent Decisions Regarding
Inequitable Conduct and Adjusting Patent
Strategies Accordingly

Duane-David Hough
Principal, Fish & Richardson RC.
(Mew York, NY)
Vineet Kohli
Assistant Patent Counsel, Merck & Co, Inc.
{Rahway, NJ)
*  Balancing materiality and intent in the two-prong standard
for inequirable conduer
- comparing post-1992 “materiality standard”
to pre-1992 standard
- increased focus on mareriality over intent
*  Understanding the Rule 1.56 obligations during prosecution
af hiorech relared parent applications and ies relarion o
inequitable conduct findin
- disclosure ro patent ﬂﬁ?g:r
- mareriality and intent requirement
- prosecution and litigation issues
(38 =  The troubling resurgence of decisions finding inequitable conduce
O - how imental work was done
E - rense of words regardless of intent
- - ﬂs&cmblini dara in a way thar wis typical for an inventor
T Purdue v Ends ("invention by hindsight™)
= Awventis v Farin
- Teva v Sanoff (withholding material information
during prosecutian inmlirﬁtcd rent)
- Cargill Inc. v Canbra Foods, Led, (echoing the long-standing,
principle that more is better than less as it relates o
information provided o the PT.00)
= Nowe Novdisk v. Bia-Technology (echoing the Federal
Clircuir’s displeasure with a patenr thar references propheric
results in a manner suggesting they were, in b, experimental
— ST VA, Present tc:qﬁ
= Distilling recent CAFC decisions affirming their disdain
of misrepresentations in parent cases
*  Discerning whar data must be disclosed when an applicant
seeks o overcome prior an by asserting unexpected resulis
*  Developing practice steps in drafting applications ro avaid
allegations ui; in:quitahl.:cunduﬂ
- identifying whar kind of facrual representarions were
made in the patent specificarion and during the prosecurion
of the application
- key arguments to establish patentability
- determining whether declaratons were filed
- assessing whether any litigarions/oppositions or other
adversanal proceedings were brought o the amenoon of the I'TO
5:30  Conference Concludes

Excellent speakers, very relevant and timely
topics, as a|w;1:,-'5.
Timothy Shea Jr., Director, Steme Kessler Goldstein & Fox PLLC

Great panelists, high quality presentations.

Barbara Ruskin, Partner, Ropes & Gray LLP

REGISTER NOW: 888-224-2480 » fax: 877-927-1563 » AmericanConference.com/biotechpat




The Master Class on Drafting Successful Patent
Applications for Biotechnology Related Inventions

Friday, September 28, 2007
8:00 a.m. — 12:30 p.m. (Registration Open 8:30 am.)

Kathleen Madden Willtams
.,d Partner, Co-Chair, Bin-Medical and Parent Pracrices
Edwards, Angell, Palmer & Dodge LLT® (Bastan, MA)

Ralph A. Laren
L ¥ | Senior Counsel, Edwards, Angell, Palmer & Dodge LLI
" (Baostan, MA)

‘The drafring of patent applicarions covering biorechnology relared
inventions such as research tools, pharmaceuticals, genomics,
proteomics and diagnostics is becoming increasingly complex,
given the changing legal and public policy landscape. This is
especially true considering the proposed parent reforms and
cancurrent legislation. Meanwhile, the I'TO—following the
Federal Circuit—cantinies ra explore the application of parent
law 1o an evolving technology. In cerain cases the PTO has
appeared to raise the bar by which these applications are examined
and evaluated, while in others it may have been lowersl, Moreover,
the rapidly evolving science and technology in this area makes it
imprudent to rely upon yesterday’s ‘tried and oue’ drafring methods.

The Master Class leaders will walk you through the process of
drafting the claims and specifications for these increasingly complex
applications, and provide you with the tools you need o draft strong
applications tat will be well positioned w withstand future challenges,
Topics o be covered include:

*  Whar the cxaminers are looking for

*  Whar you should include—and avoid—in drafting a successful
patent applicarion in light of evolving case law and standards

+  How to address Federal Circuit case law in your
application proactively

*  When ro file broad and when ro file mare narrow claims

*  Whether claims of differing scope should be filed in the
same or separate applications

*  Whart are we to do about biological products (nucleic acids,
proteins, antibodics) thar ar the time of filing, can only be
described funcrionally and not strucrurally?

= Drafring the application ro anricipare potential generic
drugs and biologics

*  Preparing in advance for limitations on continuations
and restriction practice

In addinien, the Master Class will cover issucs that should be
considered when drafring claims in the context of lingaring or
|i:cn.¢ing, parent claims related o biorechnology invenrions to help
you prepare patents and serucrure deals thar provide real value for
your clients. Points of discussion will include:

*  Consideration of claim language
- how to permir the patentee to meet the burden of
proving infringement withour unnecessary difficulry
- enablement and written descriprion—anticiparing
and defending against attacks arising from these
changing requirements
*  Products and processes—do claims cover those products
or processes that will be commercialized?

Patent pracritioners and transactional lawyers will benefic from these
expericneed perspectives and this hands-on approach, which will help
participants not anly prepare patent applications but also srructure
deals thar will exploit the value resulring from these strong patents.

REGISTER NOW: 888-224-2480 - fax: 877-927-1563 » AmericanConference.com/biotechpat

Continuing Legal Education Credits

ht in those jurisdictions
which have continuing

Accreditation will be s
requested by the Erai

education requirements. This fransitional course

1 appropriate for both experienced and newly
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at the actvicy

Continuing

credit hours will apply o worlshop participation.

ACT certifies thar this activity las been Approw ed tor CLE credit by
the Stare Bar of California in the amoune of 13.0 hours of which 1.3
will apply towards ethics. An additional 3.5 credit hours will apply to
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Global Sponsorship Opportunities

ACI, along with our si
C5 Confere
perfect busine

organization based in London,
i with sponsors in order 1o create the
de '-'l.ll'l!‘-'ﬂl-l.l salurion carered |."'.|.|II'|I'|.-:|:I.' o the needs
ol any FII.II_Iil_I_' T, business line or I_l_!ll,l-l-1,|r_i|1ll. With over 350
conferences in the United States. Europe, the Commonwealth of
Independent Staves and China, ACI/CS Conferences provides a

diverse |'||'.1rr1'u|||'| of first-class events railored o the seniar level

exccutive spanning multple industries and geographies

For more informanoen abour dhis program or eur global ponfolio of evenrs,

Benjamin Greenzwely
H:_'F;iul|.|i Sales Director,
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Il you am unable o find @ subslitube, please notily American
Gonference Institute [ACI) in writing up to 10 days prior ko
fhe conference date and @ credit voucher wil be tssued fg you for
the Tull :II'I'IDUI'II nal:l redeemsble agalnst any other AC|

conderence. If you prefer, you may request a pakd
quﬁ'ﬁnniu&mﬂnaﬂuumﬁ.md:ﬂhmm
cancalations recevad 10 days prior b the conflenanca date,

ACH rasarms tha right t cancal any confarence i deams necessan
and will, i such evant, make a full refund of any registrafion fea,
but will nod e rasponeibls for airfare. hotal o oiher costs incumed
by registrants. No Bability s assumed by ACH for changes in program
date, contant, spaakens of venus,

Incarrect Malling Information

If you would like us ta change any of your dedalls please fax the
fabal on this brochurs 1o our Database Administrater at 1-877-
271563, or emal data@AmanicanConlerance com,

CQ‘NFERENEE PUELIEJ\T[QHS

SPECIAL DISCOUNT
We offer special pricing for groups and governimen
employoes. Please emadl or call for dolails.

Promotional Discounts Mot Be Combined. ACI
offers financial scholarships for governmant amployees,
judges, v students, non-profit entities and others. For

mane inloemation, please amall or call custome© cang,






