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Life Sciences Law Institute

an important strategic commitment to growth in

the Life Sciences area and has dedicated significant
resources to expanding the Association’s benefits to those
who practice in this area. These member benefits include
the Health and Life Sciences Law Daily, a Life Sciences
Practice Group, and a Life Sciences listserve. Additionally,
a new publication entitled The Fundamentals of Life
Sciences Law: Drugs, Devices, and Biotech will be
available soon.

The American Health Lawyers Association has made

The Life Sciences Law Institute complements these new
benefits by providing a forum for dialogue on significant

life science legal issues. These issues include conflicts of
interest, complex licensing issues, permissible off-label
use, FDA regulatory issues, and CMS reimbursement
issues, among many others. This program is designed to
address the unique issues faced by in-house and outside
counsel for pharmaceutical companies, biotechnology
companies, device manufacturers, academic medical
centers, and healthcare providers who have relationships
with the life sciences industry. Join us for an in-depth
treatment of life sciences law at a program hallmarked by
AHLA’s traditional strengths: detailed outlines, exceptional
speakers, and terrific networking. We hope to see you in
San Francisco.

Program Agenda

Wednesday, April 25, 2007

12:00 noon—5:00 pm
Registration and Information

CONCURRENT SESSIONS

1:00-2:30 pm (extended sessions)

A. Coverage, Reimbursement and Fraud and Abuse Basics
for FDA (and New) Lawyers (not repeated)
Timothy P Blanchard
James G. Sheehan

* Complexities of coverage for drugs and devices

* Coding systems for drugs and devices

* Implications of multiple payment mechanisms

* Fraud and abuse fundamentals

B. FDA Basics for Healthcare (and New) Lawyers
(not repeated)
Areta L. Kupchyk
¢ Obtaining FDA approval: How it’s done
o (linical studies: The gateway to the market
e What is “intended use” and why does it matter?
* Promotion and advertising: What you say can hurt you
*  Post-marketing enforcement: Staying on the right side of the line

2:45-3:45 pm

C. State Laws Targeting Life Sciences Companies
(not repeated)
Tyronne Howton
Kelly Nicole Reeves

e What state laws are impacting your company’s sales and
marketing practices

e What state laws require disclosure of your sales and
marketing expenditures, drug pricing data and clinical trial
information

*  What significant compliance challenges do companies face

*  Practical advice for complying with marketing expenditure
reporting laws — how to track your company’ spending

D. Conducting Effective Internal Investigations
and Managing the Whistleblower Threat
Patrick S. Coffey
Chris J. Mollet

* False Claims Act education and training requirements

*  Recent cases where whistleblowers perceived the
organizational compliance response to be adequate and the
culture of compliance paid dividends

* Responsibilities and proper conduct and staffing of internal
investigations of compliance related issues

e Managing the whistleblower employee and dealing with
retaliation and other aggravating issues and factors

*  Overview of voluntary disclosure, government cooperation
and other practices that may serve to reduce the potential for
whistleblower claims

4:00-5:00 pm

E. Postmarket Safety Issues for Devices (not repeated)
Pamela J. Furman

* FDAs postmarket requirements applicable to device
manufacturers and the consequences of noncompliance with
these requirements

* Common “pitfalls” that can increase a manufacturer’s FDA
enforcement exposure

* Recommendations regarding how to improve compliance
with FDAs postmarket requirements

*  Recent developments in FDAs postmarket oversight

F. The Winding Road to a Collaboration or License Agreement
G. Eric Davis
Thomas J. Quinlan

*  Working with the business development team

o Treatment of competing research and development projects

* Impact of Medimmune v Genentech

* Equity investment considerations

» Effect of delay or failure to reach milestones

e Termination structures and rights




San Francisco

Program Agenda

Thursday, April 26, 2007

7:00 am-5:15 pm

Registration and Information

7:00-8:00 am

Continental Breakfast sponsored by Navigant Consulting
(attendees, speakers, children, registered spouses and guests
welcome)

GENERAL SESSION
8:00-8:15 am

Welcome and Introduction
Elisabeth Belmont, AHLA President-Elect
Elizabeth Carder-Thompson, Program Chair

8:15-9:00 am

Keynote Address
Daniel Meron
General Counsel
US Department of
Health and Human
Services

9:00-10:15 am

Conflicts of Interest, Legal Ethics,
and the Healthcare Industry

Sara Bloom

Jennifer S. Geetter

Jerome P Kassirer

Thomas P Stossel

10:15-10:45 am

Break

CONCURRENT SESSIONS
10:45-11:45 am

G.

Recent Life Sciences Corporate Integrity Agreements:
Consequences for Compliance Auditing and Monitoring
(not repeated)

Bernard J. Ford

Fredrick Robinson

Relevant terms of the CIAs

Legal and business issues driving the terms
Ramifications for life sciences companies

Constructing HCP relationship management tools
Compliance auditing and monitoring issues

Medicare Part B Coverage, Billing and Payment for Drugs
and Biologics Furnished in an Outpatient Setting

Hugh E. Aaron

“Incident to” coverage for drugs and biologicals in a hospital
outpatient setting

Drugs and biologicals covered as “integral supplies”

Packaged drugs and biologicals
Pass-through drugs and biologicals
Separately payable “non-pass-through” drugs and biologicals

Clinical Trials Update

Eve M. Brunts

Industry trends and legal developments in industry-
sponsored clinical trials from the perspective of the sponsor,
including issues such as:

— Expanded access to investigational drugs

— Charging for investigational drugs

— Medicare revised clinical trials coverage policy

— International research

11:45 am-1:15 pm

Lunch on your own or attend the Life Sciences

Practice Group Luncheon

(limited attendance; additional fee; pre-registration required;
see page 15)

Establishing Collaborative Structures and Licensing

Strategies to Ensure Global Access of a Product
Erik H. Iverson, Bill & Melinda Gates Foundation

CONCURRENT SESSIONS
1:30-3:00 pm (extended sessions)

K.

Global Compliance Challenges for Life Sciences Companies
(not repeated)

Daniel |. Garen

Keith Korenchuk

Peter S. Spivack

Challenges of compliance programs in the global context
Current enforcement activities under the FCPA as well as
other enforcement initiatives

The complex regulatory maze of international marketing
codes of conduct

Hot Issues in Devices

Christopher L. White (moderator)

Bert Johnson

Jean Fitterer Lance

Michael C. Schiffer

Scoping out the landmines: Current investigative and
enforcement initiatives in the device industry
Arrangements with consultants: Challenges in monitoring
and documentation

Just how safe is the bundling safe harbor?

Struggles with academic medical centers: Getting onsite for
device training

Compliance tips for keeping tabs on the sales force

Off-Label Promotion: Current Government Theories/
Legal and Policy Defenses

Paul E. Kalb

Mary T. Kohler Kashyap

loana Petrou

What is off-label promotion?
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Under what legal theories does the government prosecute off-
label promotion criminally?

Under what circumstances does the government seek civil
recovery under the False Claims Act?

Primary legal and factual defenses to such theories

Policy reasons why many off-label cases should and should
not be prosecuted

What are the different elements of a global resolution of
government enforcement?

:15-4:15 pm

Antitrust Issues for Life Sciences Companies

(not repeated)

Meredyth Smith Andrus

Robert E Leibenluft

Antitrust framework for non-antitrust lawyers

Merger review of pharmaceutical and device manufacturer
mergers

Antitrust challenges to patent litigation settlements under the
Hatch-Waxman Act

Antitrust issues raised by joint research, marketing and
selling arrangements

Bundling, exclusivity and loyalty discounts
Robinson-Patman compliance

Courting Infamy: Consequences of Research Misconduct
Melissa L. Markey

Suzanne Stratton

What is research misconduct?

How does the source of funding affect the research
misconduct analysis?

What are the institution’s responsibilities with respect to
research misconduct?

Conducting the investigation: Process and substance

What to expect in research documentation

Risk factors/indicators of possible misconduct

“Scandalous sloppiness” or “flagrant fraud”

Authorship disputes versus plagiarism

Understanding and controlling the shifting risks of research
The effect of misconduct triggers on the day-to-day work of
investigators

Tips on effective education for investigator

Pharmaceutical Industry Data: What Litigating

and Compliance Attorneys Need to Know

Jill L. Karpa

Richard L. Zimmerer

Major data sources, their uses and limitations and how they

fit into significant legal and compliance issues

— Internal data including sales, chargebacks, rebates
and marketing data

— Third party payment data and systems

— Industry data in pricing compendia and industry script and
sales data sources

General matters that a lawyer needs to know when

requesting or producing data such as:

— Format of data requested or produced
— Role of the data dictionary

— Other related issues and best practices

H. Medicare Part B Coverage, Billing and Payment for Drugs
and Biologics Furnished in an Outpatient Setting (repeat)

4:30-5:30 pm
Q. Medicare Coverage with Evidence Development
(not repeated)
Kirk L. Dobbins
*  Medicare Coverage with Evidence Development (CED) Policy
* CED implementation
* Highlights of current decisions requiring CED
» Evidence collection without guarantees of funding or coverage
o Strategies to deal with the potential impact of CED

R. Part D Compliance Issues for Life Sciences Companies
Marci Handler
Kathleen H. McGuan

*  What key Part D risk areas affect pharmaceutical
manufacturers?

e What Part D areas top the government’s enforcement agenda
for pharmaceutical manufacturers?

* Highlights from the most recent CMS guidance relevant to
manufacturers

*  Best practice tips for manufacturer’s compliance programs
relevant to Part D

D. Conducting Effective Internal Investigations and
Managing the Whistleblower Threat (repeat)

J. Clinical Trials Update (repeat)

5:30-6:30 pm
Reception sponsored by Navigant Consulting
(attendees, speakers, children, registered spouses and
guests welcome)

Friday, April 27, 2007

7:30 am-3:50 pm
Registration and Information

7:30-8:30 am
Breakfast sponsored by Navigant Consulting
(attendees, speakers, children, registered spouses and
guests welcome)

For the latest updates go to www.healthlawyers.org/programs



San Francisco

Program Agenda

GENERAL SESSION

8:30-9:15 am
Views from the VCs: Assessing Opportunities
in the Life Science Industry
Alan Kaganov

9:15-10:30 am
The In-Box Issues for Biotech, Drug and
Device General Counsels
William C. Bertrand, Jr.
Linda E Friedman

10:30-11:00 am
Break

CONCURRENT SESSIONS
11:00 am—12:30 pm (extended sessions)
S. PBM and PDP Contracting for Part D (hot repeated)
Wendy L. Krasner
Neela A. Paykel
Jayson Slotnik
e PBM contracting issues
— Audit rights
— Any willing provider
— Claims processing/COB
— Fraud, waste and abuse
— Delegation and subcontractor issues
e PDP issues

— How do you operate with continuous regulatory guidance

and adjustments?
— Formulary requirements
— Part B v. Part D drugs
— Appeals and exceptions
¢ Pharma manufacturer issues
— Rebates
— Reaction to above issues
* Future issues for Part D
— CMS negotiating for drugs
— Transparent retail network pricing
— Rebates

L. Hot Issues in Devices (repeat)

M. Off-Label Promotion: Current Government Theories/
Legal and Policy Defenses (repeat)

11:00 am-12:00 noon
R. Part D Compliance Issues for Life Sciences Companies
(repeat)

12:30-1:30 pm
Lunch on your own

CONCURRENT SESSIONS
1:40-2:40 pm

u.

Hot IP Topics for Life Sciences Companies: Patent Reform —
The Good, The Bad and The Federal Government (not repeated)
Gwen Fanger

Jeffrey A. Lindeman

Unique aspects of patents for life science companies

First inventor to file, post-grant review of patents and other
Congressional patent reform legislation

Examination of only 10 representative claims and restricting
continuation applications: The new procedural rules
proposed by the USPTO

Hatch-Waxman: Does it strike the right balance between
innovator and generic companies?

Federal legislation addressing the settlements between
innovators and generics

The activist role of the FTC regarding life science patents and
companies

Recent court decisions impacting life science patents and
companies

V. Implementing and Enhancing Internal Controls and
Technologies to Minimize Risk in Physician/
Manufacturer Relationships
Barry D. Alexander
Michael D. Bell

e Overview of current investigations into manufacturer/
physician relationships

+ Internal controls for entering into and administering
physician consulting agreements

*  Best practices in the awarding of grants and charitable
contributions

* Managing educational activities for sales reps and physicians

F. The Winding Road to a Collaboration or License Agreement
(repeat)

2:50-3:50 pm

0. Courting Infamy: Consequences of Research Misconduct
(repeat)

P. Pharmaceutical Industry Data: What Litigating and
Compliance Attorneys Need to Know (repeat)

V. Implementing and Enhancing Internal Controls
and Technologies to Minimize Risk in Physician/
Manufacturer Relationships (repeat)

Adjournment

For the latest updates go to www.healthlawyers.org/programs 5
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PLANNING COMMITTEE

Elizabeth Carder-Thompson,
Esq.

Program Chair

Reed Smith LLP

Washington, DC

Conan P. Grames, Esq.
General Counsel
PhRMA

Washington, DC

Mary R. Kohler Kashyap, Esq.
Associate General Counsel
AMGEN, Inc.

Thousand Oaks, CA

Jean Fitterer Lance, Esq.
Boston Scientific Corporation
Maple Grove, MN

Robert E Leibenluft, Esq.
Hogan & Hartson LLP
Washington, DC

Christopher L. White, Esq.
Executive Vice President and
General Counsel

Advanced Medical Technology
Association

Washington, DC

Marc B. Wilenzick, JD
Senior Corporate Counsel
Pfizer, Inc.

New York, NY

Hugh E. Aaron,
MHA,JD,CPC,CPC-H
Senior VP, Compliance and
Regulatory Affairs/Regulatory
Counsel

HCPro, Inc.

Mechanicsville, VA

Barry D. Alexander, Esq.
Nelson Mullins Riley &
Scarborough LLP

Raleigh, NC

Meredyth Smith Andrus, Esq.

Healthcare Division
Federal Trade Commission
Washington, DC

Michael D. Bell, Esq.
Sr. Vice President and
Regulatory Counsel
EduNeering, Inc.
Princeton, NJ

Program Faculty

William C. Bertrand, Jr., Esq.

Senior Vice President, General
Counsel

MedImmune, Inc.
Gaithersburg, MD

Timothy P. Blanchard, Esq.
McDermott Will & Emery LLP
Los Angeles, CA

Sara Bloom, Esq.

Chief of Affirmative Litigation
US Attorney’s Office

Boston, MA

Eve M. Brunts, Esq.
Ropes & Gray LLP
Boston, MA

Patrick S. Coffey, Esq.
Lord Bissell & Brook
Chicago, IL

G. Eric Davis, Esq.

Vice President, General
Counsel

BioMarin Pharmaceutical, Inc.
Novato, CA

Kirk L. Dobbins, Esq.
Hyman Phelps & McNamara PC
Washington, DC

Gwen Fanger, Esq.
Davis Wright Tremaine LLP
San Francisco, CA

Bernard J. Ford
Managing Director
Navigant Consulting, Inc.
Chicago, IL

Linda E Friedman, Esq.
Senior Vice President, General
Counsel and Secretary
Astellas US LLC

Deerfield, IL

Pamela J. Furman, Esq.
King & Spalding LLP
Washington, DC

Daniel J. Garen, Esq.
Senior Counsel

Siemens Medical Solutions
Diagnostics

Tarrytown, NY

Jennifer S. Geetter, Esq.
McDermott Will & Emery
Washington, DC

Marci Handler, Esq.
Epstein Becker & Green PC
Washington, DC

Tyronne Howton, Esq.
Senior Corporate Counsel
Genentech, Inc.

San Francisco, CA

Bert Johnson

Chief Compliance Officer
Kyphon, Inc.

Sunnyvale, CA

Alan Kaganov
U.S. Venture Partners
Menlo Park, CA

Paul E. Kalb, Esq.
Sidley Austin LLP
Washington, DC

Jill L. Karpa, Esq.
Senior Counsel
AMGEN, Inc.
Thousand Oaks, CA

Jerome P. Kassirer, MD
Distinguished Professor
Tufts University

School of Medicine
Boston, MA

Keith Korenchuk, Esq., MPH
Covington & Burling LLP
Washington, DC

Wendy L. Krasner, Esq.
Manatt Phelps & Phillips LLP
Washington, DC

Areta L. Kupchyk, Esq.
Reed Smith LLP
Washington, DC

Jeffrey A. Lindeman, PhD,
Esq.

Nixon Peabody
Washington, DC

Melissa L. Markey, Esq.
Hall Render Killian Heath &
Lyman PSC

Troy, MI

Kathleen H. McGuan, Esq.
Associate General Counsel /
Chief Counsel for CMS

US Department of Health and
Human Services

Washington, DC

Daniel Meron, Esq.

General Counsel

US Department of Health and
Human Services

Washington, DC

Chris J. Mollet, Esq.
University of Illinois
Chicago, IL

Neela A. Paykel, Esq.
Senior Legal Counsel
Caremark Rx, Inc.
Northbrook, IL

loana Petrou, JD
US Attorney’s Office NDCA
San Francisco, CA

Thomas J. Quinlan, Esq.
Reed Smith LLP
San Francisco, CA

Kelly Nicole Reeves, Esq.
King & Spalding LLP
Washington, DC

Frederick Robinson, Esq.
Fulbright & Jaworski LLP
Washington, DC

Michael S. Schiffer, Esq.
Vice President, General Patent
Counsel

Beckman Coulter, Inc.
Fullerton, CA

James G. Sheehan, Esq.
Assistant United States
Attorney

US Attorney’s Office
Philadelphia, PA

Jayson Slotnik, Esq.
Director Medicare
Reimbursement
Biotechnology Industry
Organization
Washington, DC

Peter S. Spivack, Esq.
Hogan & Hartson LLP
Washington, DC

Thomas P. Stossel, MD
American Cancer Society
Professor of Medicine
Harvard Medical School
Boston, MA

Suzanne Stratton, PhD
Director of Research

Carle Foundation Hospital
Urbana, IL

Richard L. Zimmerer, Esq.
KPMG LLP
Los Angeles, CA

For the latest updates go to www.healthlawyers.org/programs



San Francisco

Program at a Glance
Wednesday, April 25, 2007

12:00 noon— Registration and Information
5:00 pm
1:00- A. Coverage, Reimbursement and Fraud and Abuse B. FDA Basics for Healthcare (and New) Lawyers
2:30 pm Basics for FDA (and New) Lawyers (not repeated) (not repeated)
extended
sessions Blanchard
Sheehan Kupchyk
2:45- C. State Laws Targeting Life Sciences Companies D. Conducting Effective Internal Investigations and
3:45 pm (not repeated) Managing the Whistleblower Threat
Howton Coffey
Reeves Mollet
4:00~ E. Postmarket Safety Issues for Devices F. The Winding Road to a Collaboration or License
5:00 pm (not repeated) Agreement
Davis
Furman Quinlan
Thursday, April 26, 2007
7:00 am— Registration and Information
5:15 pm
7:00- Continental Breakfast sponsored by Navigant Consulting
8:00 am (attendees, speakers, children, registered spouses and guests welcome)
8:00- General Session
10:15 am 8:00-8:15 am

Welcome and Introduction
Belmont, Carder-Thompson

8:15-9:00 am
Keynote Address

Meron

9:00-10:15 am
Conflicts of Interest, Legal Ethics, and the Healthcare Industry
Bloom, Geetter, Kassirer, Stossel

10:15- Break
10:45 am

For the latest updates go to www.healthlawyers.org/programs 7
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Program at a Glance
Thursday, April 26, 2007

10:45- G. Recent Life Sciences Corporate H. Medicare Part B Coverage, J. Clinical Trials Update
11:45am | Integrity Agreements: Consequences | Billing and Payment for Drugs and
for Compliance Auditing and Biologics Furnished in an
Monitoring Outpatient Setting
(not repeated)
Ford
Robinson Aaron Brunts
11:45 am— Lunch on your own or attend the Life Sciences Practice Group Luncheon
1:15 pm (limited attendance; additional fee; pre-registration required; see page 15)
1:30— K. Global Compliance Challenges L. Hot Issues in Devices M. Off-Label Promotion: Current
3:00 pm for Life Sciences Companies Government Theories/Legal and
extended (not repeated) Policy Defenses
sessions White (moderator)
Garen Johnson Kalb
Korenchuk Lance Kohler Kashyap
Spivack Schiffer Petrou
3:15- N. Antitrust Issues for Life 0. Courting Infamy: P. Pharmaceutical H. Medicare Part B
4:15 pm Sciences Companies Consequences of Industry Data: What Coverage, Billing and
(not repeated) Research Misconduct Litigating and Compliance Payment for Drugs and
Attorneys Need to Know Biologics Furnished in an
Outpatient Setting
(repeat)
Andrus Markey Karpa
Leibenluft Stratton Zimmerer Aaron
4:30— Q. Medicare Coverage R. Part D Compliance D. Conducting Effective J. Clinical Trials Update
5:30 pm with Evidence Issues for Life Sciences  |Internal Investigations and (repeat)
Development Companies Managing the Whistle-
(not repeated) blower Threat
(repeat)
Handler Coffey
Dobbins McGuan Mollet Brunts
5:30— Reception sponsored by Navigant Consulting
6:30 pm (attendees, speakers, children, registered spouses and guests welcome)
8 For the latest updates go to www.healthlawyers.org/programs




San Francisco

Program at a Glance
Friday, April 27, 2007

7:30 am— Registration and Information
3:50 pm
7:30- Breakfast sponsored by Navigant Consulting
8:30 am (attendees, speakers, children, registered spouses and guests welcome)
8:30- General Session
10:30 am 8:30-9:15 am
Views from the VCs: Assessing Opportunities in the Life Science Industry
Kaganov
9:15-10:30 am
The In-Box Issues for Biotech, Drug and Device General Counsels
Bertrand, Friedman
10:30- Break
11:00 am
11:00 am— | S. PBM and PDP Con- L. Hot Issues in M. Off-Label Promo- 11:00 am— R. Part D Compliance
12:30 pm tracting for Part D Devices tion: Current Govern- 12:00 noon Issues for Life Sciences
extended (not repeated) (repeat) ment Theories/ Companies
sessions Legal and Policy (repeat)
Defenses
(repeat)
White (moderator)
Krasner Johnson Kalb
Paykel Lance Kohler Kashyap Handler
Slotnik Schiffer Petrou McGuan
12:30- Lunch on your own
1:30 pm
1:40- U. Hot IP Topics for Life Sciences V. Implementing and Enhancing F. The Winding Road to a Collabora-
2:40 pm Companies: Patent Reform - The Internal Controls and Technolo- tion or License Agreement
Good, The Bad and The Federal gies to Minimize Risk in Physician/ (repeat)
Government Manufacturer Relationships
(not repeated)
Fanger Alexander Davis
Lindeman Bell Quinlan
2:50— 0. Courting Infamy: Consequences P. Pharmaceutical Industry Data: V. Implementing and Enhancing
3:50 pm of Research Misconduct What Litigating and Compliance Internal Controls and Technolo-
(repeat) Attorneys Need to Know gies to Minimize Risk in Physician/
(repeat) Manufacturer Relationships
(repeat)
Markey Karpa Alexander
Stratton Zimmerer Bell

For the latest updates go to www.healthlawyers.org/programs
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AMERICAN HEALTH LAWYERS ASSOCIATION HOTEL RESERVATION FORM

Life Sciences Law Institute

April 25-27, 2007
Complete and Send To:
Parc 55 Hotel
55 Cyril Magnin Street
San Francisco, CA 94102
Attention: Reservations Department

Phone: (415) 392-8000 Fax: (415) 421-5993 Toll Free Reservations: (800) 595-0507
Standard Rooms

[J$219.00 Single occupancy [0$219.00 Double occupancy
The above rates are exclusive of city and state taxes, which are currently 14%

Arrival date/time: Departure date/time:

Name:

Sharing with (if applicable):

Company:
Address:
City: State: Zip+4:
Business Telephone: Business Fax Number:
(area code) (area code)
Room Requests: [ King/Queen Bed [ Two Double Beds 0 Smoking [ Non-smoking

Special Needs Requests:

Check-in: 3:00 pm Check-out: 12:00 noon

All reservations are held on a tentative basis, and are subject to cancellation unless guaranteed. Please enclose one night’s deposit plus
applicable taxes, or use your credit card.

Card Type/Number: Exp. date:

Cardholder’s Name:

Cardholder’s Signature:

Cardholder’s Billing Address Zip Code :

Please note that rooms at the group rate are limited, and may be sold out prior to Wednesday, April 4, 2007.
Reservations received after Wednesday, April 4, 2007 will be accepted on a space-available basis only.

10



San Francisco

Life Sciences Practice Group

As part of the Association’s commitment to growth in the Life
Sciences area, we are very pleased and excited to launch Health
Lawyers’ newest Practice Group, Life Sciences, and to let you
know about this special offer: Members can join the Life Sciences
Practice Group for free until June 30, 2007. Visit the AHLA
website for more information.

The Practice Group will provide educational and information
services and resources on issues involving pharmaceutical
manufacturers, medical device manufacturers, biotechnology
companies, research and site management organizations,
manufacturing and supplier vendors, prescription drug plans,
wholesale distributors, retail and specialty pharmacies, pharmacy
benefit managers and the financial services firms that invest in
these entities.

Opt in now and:

B Access the Life Sciences Practice Group’s website and click on
“More Resources” for a wealth of content already posted,;

B Receive the Practice Group’s publications, resources
and e-mail alerts;

B Receive discounts when you register for teleconferences
sponsored by the Life Sciences Practice Group (including
two coming in the spring—one focusing on modern-day
product liability/malpractice cases and one focusing on safety
responsibilities in the healthcare supply chain).

Be sure to subscribe to the new Life Sciences listserve, a forum
for discussion of issues such as food and drug law regulation,
third-party payment and reimbursement, fraud and abuse,
government contracts, products liability, intellectual property,
clinical trials, and research. Visit the AHLA website for more
information under “Networking.”

Be sure to register for the Life Sciences Practice Group’s
inaugural lunch!

Establishing Collaborative Structures & Licensing Strategies to
Ensure Global Access of a Product
Thursday, April 26, 2007

Speaker:
Erik H. Iverson, Associate General Counsel,
Bill & Melinda Gates Foundation, Seattle, WA

Background:

The Bill & Melinda Gates Foundation currently provides
approximately $800,000,000 in annual funding (primarily
through grants) to address health issues that have a
disproportionate impact on the developing world. By 2009, this
annual funding will increase to $1.6 Billion. The majority of
these funds are applied to the creation of new health products
such as drugs, vaccines, medical devices, platform technologies,
agricultural crops, nutritional supplements and others.
Although grants are made primarily to universities, non-profit
organizations and governmental agencies, the funded projects
often require a business-like structure and an interdisciplinary
approach to produce the expected results and achieve the long
term objectives—the development of health solutions that are
accessible by people most in need within the developing world.
Many funded projects involve for-profit companies (either as
collaborators or licensees of technology), and most are expected
to result in a handoff of the underlying product to a for-profit
company to complete the development process, manufacture
and/or distribution of a sustainable health solution. To
accomplish these objectives, the foundation must work with its
grantees (and its collaborators) to identify the potential hurdles
and necessary relationships, construct anticipate pathways to
commercialization, and structure collaboration and licensing
strategies and agreements that aim to balance the needs and
objectives of all parties involved.

Lunch description:

Mr. Iverson will discuss the foundation’s expectations regarding
the structure of complex multi-party research projects and

the ownership and licensing of funded technologies, and will
describe various licensing strategies and agreements that have
been used. Space is limited and pre-registration is required —
see page 15.

Want to become involved in the Life Sciences Practice Group?
Contact any one of these Practice Group leaders: Wendy L.
Krasner, Chair (wkrasner@manatt.com); Pamela J. Furman, Vice
Chair for Educational Programs (pfurman@kslaw.com); Seth D.
Levy, Vice Chair for Publications (sethlevy@dwt.com); Michael
J. Ruggiero, Vice Chair for Membership (michael.ruggiero@us.
astellas.com); and Jayson Slotnik, Vice Chair for Research
(jslotnik@bio.org).

For the latest updates go to www.healthlawyers.org/programs 11
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PASS ON TO YOUR LIFE SCIENCES COLLEAGUES 2

AMERICAN

HEALTH LAWYERS Membership & Practice Groups Application

ASSOCIATION

Mr. Ms. (circle one) Name:

Date Admitted to First Bar or if non-lawyer

! , - - 2 e ] =t i av vear):
Affiliation {law firm or employer): date of college graduation (month, day, year):

Athdrees Admitted to Bar/College less than four years ago
City: In-House Counsel [d Dues $175
State: Zip+i: Solo practitioner or attorney at law firm [ Dues 8175
Mailing Address: (] Home [ Business (Please print, type, or attach business card.) e L SR e e U Dues $175
E-mail: Admitted to Bar/College between four and eight years ago
Business Telephone: In-House Counsel 3 Dues $295
- Solo practitioner or attorney at law firm 3 Dues $295
ax:
Health Professional/Non-lawyer [ Dues $295

SPONSORED BY:

= - - Admitted to Bar/College eight or more years ago
L’fe sc’ences PraCt'ce Gro ups {PGS) In-House Counsel [ Dues $335

1 Opt into the new LIFE SCIENCES Practice Group for free.

Solo practitioner or attorney at law firm 1 Dues $335
But hu”y’ t_h? compﬁmentary enroﬂme:nt is om'y available Health Professional /Non-lawyer A Dues $335
when you join AHLA and the offer expires on June 30, 2007!
When you join: Other Membership Choices
¢ Access the Life Sciences Practice Group's website; Regular Government Attorney [0 Dues $150
¢ Receive the Practice Group's publications, resources, and Electronic (E-GOV) Government Attorney J Dues § 75
email alerts; Academician [d Dues $150
¢ Receive discounts when you register for the Practice Electronic (E-ACD) Academician < Dues$ 75
Group's teleconferences; Public Interest Attorney [ Dues $100
* Receive the new Health and Life Sciences Law Daily— Student (law/graduate) < Dues$ 25

giving you a snapshot each day of developments in the
healthcare industry;

* Subscribe to the Life Sciences listserve;

¢ Be the first to know when The Fundamentals of Life
Sciences: Pharma, Biotech and Devices pu blication is OR [ List my Firm,/Organization in the Honor Roll
released in the Spring; and

e Hear from experts in the field when you attend the Life
Sciences Law Institute and the Life Sciences Practice Group I 1otal Payment Enclosed $
lunch meeting in San Francisco in April 2007

FOUR Convenient Ways To Join!

By Mail — Complete/return form with payment information to Health Lawyers, PO Box 79340, Baltimore, MD 21279-0340
By Fax — Complete/return form with payment information to (202) 775-2482

By Internet — Log onto www. healthlawyers.org/join_renew to enter our secure Website

By Phone — Call the Member Service Center (202) 833-0766

[ Check/Money Order (U.S. Dollars, payable to AHLA)

Public Interest Donations

=

Public Interest Fund Donation (eptional) 5 2

[J List me in the Individual Honor Roll

[d Occasionally AHLA makes its member
or Credit Card: [ Visa [ MasterCard J American Express list available to organizations that offer

i products deemed to be of professional
Card Number: Exp. Date:

interest to members. Check if you wish

Cardholder’s Name: to have your name excluded.

Cardholder’s Signature: [ Do not list me in the Membership Directory.

ZIP Code of Cardholder’s Billing Address: Membership App 07

12 For the latest updates go to www.healthlawyers.org/programs



San Francisco

The Fundamentals of Life Sciences Law

Whether you're a first-year attorney just beginning
your career in health law/life sciences,

a seasoned attorney beginning to

focus your practice on life sciences, or

a teacher of the fundamentals of life
sciences, you need this primer and
reference on your desk or in front of your
students. This new publication features
up-to-date contributions from some

of the most experienced and respected
practitioners of life sciences/health law,
written to keep you on the cutting edge
of this rapidly changing area of law. It
thoroughly covers the fundamental
legal principles and issues which new
practitioners or experienced attorneys will
face as they begin to get a grasp on the
intricacies of life science practice—and
that seasoned veterans of health law will
find to be a helpful introduction and
reference. It all here, including:

® Federal Agencies, Stuart S. Kurlander and John R.
Manthei

B Regulation of Advertising, and Promotion of
Drugs, Medical Devices and Biologies, Keith M.
Korenchuk and Michael S. Labson

B Antitrust, Robert E Leinbenluft and Corey W.
Roush

® Privacy, Melissa L. Markey
® State Regulation, Kelly N. Reeves
® Intellectual Property, Judith Toffenetti
® Payment and Reimbursement, Nancy C.
LeGros
B International Issues, M. Kevin
Outterson

FoIT MVT STINTIIS I4IT 40 5T VANTWVYINTS THL

/  And that’s not all—also included is an
invaluable Glossary!

HITICHE ONV FINATT

The specialized and complex field of life
sciences requires a thorough grounding in the
basics, a grounding that The Fundamentals of Life

® Regulation of Drugs, Jeffrey N. Gibbs Sciences Law: Drugs, Devices, and Biotech provides like no other
® Regulation of Medical Devices, Pamela J. Furman book on the market.
® Regulation of Biologics, Andrew Chen )
B (Clinical Trials Eve M. Brunts, Clinton D. Hermes and To order call 1-800-533-1637 or online at
Heather H. Pierce www.healthlawyers.org/bookstore.
® Fraud and Abuse, Elizabeth Carder-Thompson, David bers: .
J. Bloch, Christine E. Bloomquist, Gina M. Cavalier and Members: $119.00 ISBN: 1422439747
Heather M. Zimmerman Non-Members: $155.00 ISBN: 1422439755

AHLA PROGRAM ON CD

Contains detailed, searchable, and linked index, as well as
AUDIO RECORDINGS and materials from every session

Special Offer For Attendees
Life Sciences Law Institute—CD for only $99
(just add to and return your registration form on page 15)

Not able to attend this program?
We can help you be two places at once. Purchase the AHLA
Program on CD. Just $199 for Members and $259 for Non-Members

To receive Life Sciences Law Institute CD:

Indicate member or non-member price on the registration form on
page 15 and return to AHLA. Pub number 26765.

Shipping and handling will be added; 5.75% tax will be added for DC resident.
CDs will be fulfilled 4-6 weeks after the program.

For the latest updates go to www.healthlawyers.org/programs 13



Life Sciences Law Institute

Dates: April 25-27, 2007
Place: Parc 55 Hotel
55 Cyril Magnin Street
San Francisco, CA
Phone: (415) 392-8000
Fax: (415) 539-5780

Registration Fees:

Postmarked and paid by April 11
$685 For the first AHLA Member
$685 For the first Program Supporter
Member**

$610 For each additional AHLA or
Supporter Member

$885 Non-Members

Postmarked and paid between
April 12 and April 19*

$785 For the first AHLA Member
$785 For the first Program Supporter
Member**

$710 For each additional AHLA or
Supporter Member

$985 Non-Members

* Registration fees increase $100 after this date.

If you have indicated an incorrect amount due to
errors in addition or not being eligible for a specific
rate, AHLA will charge the correct amount to the
credit card you have supplied.

** Members of AdvaMed, BIO, CHI, PARMA, and
Business Law Section of CA Bar

Discounted Registration Fees:
Government employees, in-house counsel,
academicians, solo practitioners and
students: please call (202) 833-0766 for
special discounted registration fees.

Spouse/Guest Fee: For an additional $30
spouses and adult guests can register to
attend the reception on Thursday evening
and the breakfasts on Thursday and
Friday mornings. Please sign up on the
registration form. (Children are welcome
to attend these events at no additional
charge.)

Continuing Education: Participants will
be given continuing education forms at
the program. Forms must be completed
and returned to AHLA staff to receive
credit. AHLA is an approved sponsor

Program Information

of continuing legal education credits in
most states. This seminar will be worth
approximately 15.5 continuing education
credits (including 1.25 ethics credit) based
on a 60-minute hour and 18.6 credits
(including 1.5 ethics credits) based on a
50-minute hour.

AHLA is registered with the National
Association of State Boards of Accountancy
(NASBA) as a sponsor of continuing
professional education on the National
Registry of CPE Sponsors. State boards of
accountancy have final authority on the
acceptance of individual courses for CPE
credit. Complaints regarding registered
sponsors may be addressed to the National
Registry of CPE Sponsors, 150 Fourth
Avenue North, Suite 700, Nashville, TN
37219-2417. Web site: www.nasba.org.
This seminar will be worth approximately
18.0 CPE credits.

There are no prerequisites or advanced
preparations required to register for

this group live program. Sessions are
intermediate unless otherwise indicated.

Hotel Reservations: Hotel
accommodations are not included in the
registration fee. Call the Parc 55 Hotel
(800) 595-0507 or use the reservation
form found on page 10. If calling, please
indicate that you are attending the AHLA
program. Rooms at the group rate are
limited and may sell out.

Membership: Dues are $175 for those
admitted to the Bar/graduated from
college within the last four years; $295
for those admitted/ graduated more than
four but less than eight years ago; and
$335 for those admitted/graduated eight
or more years ago. Dues are $150 (or $75
for electronic benefits) for government
employees and full-time academicians;
and $25 for full-time law school students
to receive benefits electronically. Submit
the membership application (p. 12) and
applicable fee with your registration
form and take advantage of the program

registration fee for members.
Cancellations/Substitutions:
Cancellations must be received in writing
no later than April 16, 2007. Refunds
will not be issued for cancellations
received after this date. Registration

fees, less a $125 administrative fee, will
be refunded approximately 3-4 weeks
following the program. If you wish to send
a substitute or need more information
regarding refund, complaint and program
cancellation policies, please call

(202) 833-1100. Please note that
registration fees are based on the AHLA
membership status of the individual who
actually attends the program.

Special Needs: If you need any of the
auxiliary aids or services identified in the
Americans with Disabilities Act, please
call the Member Service Center at (202)
833-0766.

Travel: Association Travel Concepts (ATC)
has negotiated discounts with United,
American, Enterprise and Avis Rental Car
to bring you special airfares and car rental
rates lower than those available to the
public. Discounts apply for travel April
22-30, 2007. For tickets purchased less
than 30 days prior, the discounts will be
5% to 15% off of the lowest available fares.
Some restrictions may apply and a service
fee may apply.

ATC will also search for the lowest
available fare on any airline.

ASSOCIATION TRAVEL CONCEPTS
1-800-458-9383

email: reservations@atcmeetings.com
www.atcmeetings.com

(follow the Member Travel links)

Fax: (858) 362-3153

ATC is available for reservations from 9:00 am until
7:30 pm Eastern, Monday through Friday.

14 For the latest updates go to www.healthlawyers.org/programs



San Francisco

Life Sciences Law Institute Registration

To register: Remit payment and completed registration form by mail to the American Health Lawyers Association * PO. Box 79340

* Baltimore, MD 21279-0340 or fax with credit card information to (202) 775-2482. To register by phone call (202) 833-0766. If any
program is over-subscribed, only Health Lawyers members will be placed on a waiting list. On-site registrations will be accepted on a
space-available basis only.

Name: Member ID #:
First Name for Badge (if different than above): Title:

Organization:
Address:
City: State: ZIP+ 4:
Telephone: ( ) Fax: ( )

E-Mail:

Spouse/Guest Name:

Early Registration Fees (faxed/postmarked and paid on or before April 11, 2007):
AHLA Members: [1$685 Program Supporter Members: [] $685 Non-Members: [1$885
[J $610 each additional AHLA or Supporter member registering from same organization at same time on the same check or
credit card payment

Registration Fees (faxed/postmarked and paid between April 12 and April 19, 2007):
AHLA Members: [1$785 Program Supporter Members: [] $785 Non-Members: [1$985
[J$710 each additional AHLA or Supporter member registering from same organization at same time on the same check or
credit card payment

[0 Special Offer for Program attendees! Purchase the AHLA Program on CD from the Life Sciences Law Institute
(contains detailed, searchable, and linked index, AUDIO as well as materials from every session)—$99*

Can’t attend the program but would like to purchase a CD of the program materials?
[ Life Sciences Law Institute, Item #26765
Members $199/Non-Members $259

PAYMENT INFORMATION
Please fill in applicable amount: (Sorry! Registrations cannot be processed unless accompanied by payment.)

Registration Fee

Life Sciences Practice Group Luncheon ($38; Thursday, April 26, 2007)

Fundamentals of Life Sciences Law: Drugs, Devices, and Biotech ($119 Members/$155 Non-Members)

Life Sciences Law Institute CD* ($99 for attendees; $199 Member/$259 Non-member not attending the program)
Spouse/Guest Fee ($30)

Membership Dues (Date admitted to the bar/graduated: nn/nn/nn)

& H A LA A A A

Total Enclosed

[J Check enclosed (Make checks payable to American Health Lawyers Association)
Bill my credit card: [] == 0e® O
Number: Exp. Date: 1/
Name of Cardholder:

Signature of Cardholder:
ZIP Code of Cardholder’s Billing Address

Please Note: Should your credit card total be miscalculated, AHLA will charge your credit card for the correct amount.

To receive a refund of the registration fee paid minus $125, cancellation notice must be received in writing by April 16, 2007. Please
see p. 14 of this brochure for AHLAS full refund policy.

*All orders will be fulfilled 4-6 weeks after the program. (shipping and handling will be added; 5.75% tax will be added for DC residents)

For the latest updates go to www.healthlawyers.org/programs 15
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