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Selected Issues: The Pharmaceutical Industry and
Its Relationship With Government, Academia,
Physicians and Consumers

Wednesday and Thursday
October 4 and 5, 2006

Student Center Theater Lobby
Sondra and David S. Mack Student Center
North Campus

8 a.m.-4 p.m.
8-9 a.m.

9-9:15 a.m. GREETINGS

Stuart Rabinowitz
President and Andrew M. Boas and Mark L. Claster
Distinguished Professor of Law, Hofstra University

Aaron D. Twerski
Dean and Professor of Law, Hofstra University School of Law

Robert Wild
Special Professor of Law, Hofstra University School of Law
Founding Member, Garfunkel, Wild & Travis, P.C.

Janet L. Dolgin

Jack and Freda Dicker Distinguished Professor

of Health Care Law, Hofstra University School of Law
Conference Co-Director



9:15 a.m.-Noon
PANEL I

Moderator/Commentator Joel Weintraub, M.D., J.D.

Special Professor of Law and Associate Director of Health Law

Studies, Hofstra University School of Law

Conference Co-Director

“The Reliability of Knowledge as a Product of Industry’s Relationships”
John Abramson, M.D.
Faculty, Harvard Medical School
Author, Overdosed America: The Broken Promise of American Medicine
(HarperCollins, 2004)

“Conflicts of Interest Arising From Industry’s Relationship

With Government”

Merrill Goozner, M.A.

Director, Integrity in Science Project of the Center for Science in the
Public Interest

Author, The $800 Million Pill: The Truth Behind the Cost of New Drugs
(University of California Press, 2004)

“Bias in Direct to Consumer Advertising and Its Effect on Drug Safety”
Marvin M. Lipman, M.D.
Chief Medical Adviser, Consumers Union of United States

“Self-Regulation of Bias and Conflicts of Interest”

Scott Lassman, J.D.

Assistant General Counsel, Pharmaceutical Research and Manufacturers
of America (PhRMA)

“Regulating Financial Conflicts of Interest in Medicine: A Solution
in Search of a Problem”

Thomas P. Stossel, M.D.

American Cancer Society Professor, Department of Medicine
Harvard Medical School

Commentator Rachel E. Behrman, M.D., M.P.H.
Director, Office of Critical Path Programs, U.S. Food and Drug Administration (FDA)

Panel Discussion and Question and Answer Session

Noon-1 p.m. LUNCH (on your own)
1-1:50 p.m.

“Vioxx: Industry’s Relationship With Government, Academia
and Physicians”

Eric J. Topol, M.D.
Professor of Genetics, Case Western Reserve University
Joseph G. Astman Distinguished Conference Scholar

Question and Answer Session



1:50-3 p.m.
PANEL II

Moderator/Commentator

Commentator

3-3:15 p.m.

3:15-5 p.m.
PANEL III

Moderator/Commentator

Norman I. Silber, J.D., Ph.D.
Professor of Law, Hofstra University School of Law

“The Effect of Laws Pertaining to Accreditation and

Institutional Review Boards”

Jesse A. Goldner, J.D.

John D. Valentine Professor of Law, Saint Louis University School of Law and
Professor of Pediatrics and Professor of Law in Psychiatry,

Saint Louis University School of Medicine

“Laws Regulating Industry’s Relationships: A Response
to a Crisis of Trust”

Justin P. McCarthy, J.D.

General Counsel, Pfizer Global Research and Development

Eric J. Topol, M.D.
Professor of Genetics, Case Western Reserve University
Joseph G. Astman Distinguished Conference Scholar

Panel Discussion and Question and Answer Session

COFFEE BREAK

Warren G. Frisina, Ph.D.
Chair, Department of Religion, Hofstra University

“Ethical Issues in the Vioxx Controversy”

Ronald M. Green, Ph.D.

Professor and Chair of Religion, Dartmouth College and
Director, Dartmouth Ethics Institute

“Medical Ethical Considerations in Collaborative Research”

Samuel Packer, M.D.

Chair, Department of Ophthalmology, North Shore-Long Island Jewish Health
System; Professor of Ophthalmology, NYU School of Medicine; Past Chair,
Ethics Committee, American Academy of Ophthalmology



Commentator

6 p.m.

Speaker

“Debating Conflicts: Industry, Medicine, and the
Links Between Them”

Janet L. Dolgin, Ph.D., ].D.

Jack and Freda Dicker Distinguished Professor

of Health Care Law, Hofstra University School of Law
Conference Co-Director

Jesse A. Goldner

Panel Discussion and Question and Answer Session

Maurice Hinchey

Member of Congress

U.S. House of Representatives

22nd-New York

Sponsor of FDA Improvement Act of 2005
(H.R. 2090)



Student Center Theater Lobby
Sondra and David S. Mack Student Center
North Campus

8 a.m.-3 p.m.
8-9 a.m.

9 a.m.-Noon
PANEL IV

Moderator/Commentator

Commentators

Alan L. Jakimo, J.D.
Special Professor of Law, Hofstra University School of Law
Partner, Sidley Austin LLP

“FDA and the History of the Regulation of Industry’s Relationships”

Philip J. Hilts

Journalist and Author, Protecting America’s Health: The FDA, Business, and One
Hundred Years of Regulation (Knopf, 2003)

“The Increasing Challenge of Bringing New Drugs to Market”
Kenneth I. Kaitin, Ph.D.

Director, Tufts Center for the Study of Drug Development and
Associate Professor of Medicine, Tufts University School of Medicine
Editor-in-Chief, Drug Information Journal

“Does the FDA Have Sufficient Statutory Authority to Achieve

Its Congressional Mandate?”

Peter B. Hutt, LL.B., LL.M.

Faculty, Harvard Law School; Senior Counsel, Covington & Burling
Former Chief Counsel for the FDA and Co-Author, Food and Drug Law:
Cases and Materials (Foundation Press, 1980, 1991, planned 2007)

“FDA: Protecting and Promoting the Public Health in the
Era of Critical Path”

Rachel E. Behrman, M.D., M.P.H.

Director, Office of Critical Path Programs, FDA

John Abramson

Merrill Goozner

Eric J. Topol

Panel Discussion and Question and Answer Session



Noon-1:30 p.m.

Introduction of Speaker

Special Address

1:45-3:30 p.m.
PANEL V

Moderator/Commentator

Herman A. Berliner

Provost and Senior Vice President for Academic Affairs
Lawrence Herbert Distinguished Professor

Hofstra University

Joseph R. Baker III, J.D.
Chief, Health Care Bureau
Office of the New York State Attorney General

Barbara Stark, J.D., LL.M.
Professor of Law, Hofstra University School of Law

“Products Liability Law and Direct to Consumer Advertising”
Aaron D. Twerski, J.D.
Dean and Professor of Law, Hofstra University School of Law

“Recent Cases Demonstrating the Effect of Products Liability Law in Limiting
Bias in Reporting of Research Results: Defendants’ Perspective”

Beth L. Kaufman, J.D.

Partner, Schoeman, Updike & Kaufman, LLP

“Recent Cases Demonstrating the Effect of Products Liability Law in Limiting
Bias in Reporting of Research Results: Plaintiffs’ Perspective”

Ellen Relkin, J.D.

Partner, Weitz & Luxenberg, P.C.

“Can the Tort Liability System Improve Pharmaceutical Research and
Development?: Lessons From Vioxx”

John E. Calfee, Ph.D.

Resident Scholar, American Enterprise Institute for Public Policy Research

Panel Discussion and Question and Answer Session



3:30-4:30 p.m.
PANEL VI

Moderator/Commentator

4:30-4:45 p.m.

4:45-5:45 p.m.

Moderator

Commentators

5:45-6 p.m.

6-7 p.m.

Vern R. Walker, Ph.D., J.D.
Professor of Law, Hofstra University School of Law

“ORI and the Public Trust: Research Misconduct, Protecting the
Literature, Questionable Practices, and the Health Care Consumer”
Chris B. Pascal, J.D.

Director, Office of Research Integrity (ORI), HHS

“Relationship With Other Agencies”
(Speaker to be announced)

Discussion and Question and Answer Session

COFFEE BREAK

Jesse A. Goldner

John Abramson Peter B. Hutt
Joseph Baker Scott Lassman
Rachel E. Behrman  Eric J. Topol

Merrill Goozner
Open Comments
CLOSING REMARKS

Conference Co-Directors

Janet L. Dolgin and Joel Weintraub
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The Long Island Marriott Hotel and Conference Center in Uniondale, Wingate Inn in Garden
City, and Red Roof Inn in Westbury, have been designated as the official conference hotels.
Following are the special discounted room rates and cutoff dates for room reservations.

LONG ISLAND MARRIOTT HOTEL AND
CONFERENCE CENTER

101 James Doolittle Blvd.
Uniondale, NY 11553

Att: Reservations Manager

Tel: (516) 794-3800 or (800) 832-6255
Fax: (516) 794-5936

Room rate: $151 per night,
single/double occupancy.

Cutoff date: September 12, 2006

WINGATE INN

821 Stewart Avenue

Garden City, NY 11530

Tel: (516) 705-9000; Fax: (516) 705-9100
Room rate: $149 per night,
single/double occupancy Friday-Sunday;
$155 per night, single/double occupancy
Monday-Thursday.

Cutoff date: September 12, 2006

RED ROOF INN*

699 Dibblee Drive

Westbury, NY 11590

Tel: (516) 794-2555; (800) RED-ROOF
Standard Room rate: $94.99 per night,
single/double occupancy.

Business King Room: $99.99 per night,
single/double occupancy.

When making your reservation, please refer
to CP518984 to receive Hofstra University’s

discounted rate.
Cutoff date: Based on availability.

NOTE: ALL RESERVATIONS WILL BE HELD
UNTIL 6 P.M. ON DAY OF ARRIVAL UNLESS
ACCOMPANIED BY THE FIRST NIGHT’S
ROOM DEPOSIT OR SECURED BY A MAJOR
CREDIT CARD. RESERVATIONS MADE AFTER
THE CUTOFF DATE WILL BE SUBJECT TO
AVAILABILITY AT A HIGHER ROOM RATE.

WHEN MAKING YOUR RESERVATIONS,
PLEASE IDENTIFY YOURSELF AS A PARTICI-
PANT IN THE BIOMEDICAL CONFERENCE
AT HOFSTRA UNIVERSITY.

Scheduled transportation will be arranged
between the Hofstra University campus
and contracted hotels. Schedules will be
available at the Conference Registration
Desk as well as at the participating hotels.

*NOTE: Please be advised that there will be
no shuttle service between the Red Roof
Inn and the Hofstra University campus.
Please visit the concierge desk for taxi
service.



HOFSTRA UNIVERSITY is located in
Hempstead, Long Island, New York, about
25 miles east of New York City, less than an
hour away by train or automobile.

The Long Island Rail Road (LIRR) has frequent
trains to the Hempstead Station and the
Mineola Station from Pennsylvania Station,
located at 34th Street and 7th Avenue, New
York City, as well as from the Flatbush
Avenue Station in Brooklyn, New York. Use
local taxi service to the Hofstra campus.

Local Taxi Service:

All Island Taxi Service
Hempstead Taxi

Pub Taxi Service

(516) 481-1111
(516) 489-4460
(516) 483-4433
Ollie’s Airport Service (516) 437-0505
(516) 352-6633
(718) 229-5454
BY CAR: Travel on the Long Island
Expressway to exit 38, Northern State
Parkway to Meadowbrook Parkway South
(exit 31A), or Southern State Parkway to
Meadowbrook Parkway North (exit 22N).
Take Meadowbrook Parkway to exit M4
(Hempstead Turnpike). Proceed west on
Hempstead Turnpike (Route 24W) to the
Hofstra campus (approximately one mile).

TRANSPORTATION FROM AIRPORTS:

The Hofstra campus is located approxi-
mately 30 minutes by car from either John
F. Kennedy International Airport (JFK) or
LaGuardia Airport.

Call in advance for reservations:

Classic Transportation

Classic Transportation provides shared van
service from JFK and LaGuardia Airports to
Hofstra University. Courtesy phones are
located in the baggage claim area of both
airports, and are connected directly to
Classic dispatch/reservation. Dial 20 from
the courtesy phone to speak directly with
the reservation department. Tell the repre-
sentative that you are coming to Hofstra
University. Cost: approximately $20.

Discount: When you reserve your
round-trip Airport Shuttle online at

www.classictrans.com or call (631) 567-5100.

Horizon Transportation Service
Personalized Transportation Service

(516) 538-4891

Long Island Airport Limousine Service
(LIALS)

LIALS can be called upon arrival at either
JFK or LaGuardia Airport from a public
telephone: 656-7000 (no area code required).
The phones are monitored from 4 a.m.
through midnight, seven days a week.

U.S. Limousine and Car Service
Personalized Transportation Service
(516) 352-2225 or (800) 962-2827

NOTE: Please be advised that there are no
set fares charged by New York City yellow
cabs between the airports and the Hofstra
campus. Please confirm fee with the driver
before starting your trip.

DINING FACILITIES ON CAMPUS:

There are several dining facilities on the
Hofstra University campus. Only one dining
facility, the Hofstra University Club, requires
reservations. You may make reservations
for lunch/dinner by calling (516) 463-6648.
Reservations are limited.

FOR INFORMATION:

HOFSTRA CULTURAL CENTER

200 Hofstra University

Hempstead, New York 11549-2000

Tel: (516) 463-5669; Fax: (516) 463-4793
E-mail: hofculctr@hofstra.edu/biomedconf

1"
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ACCREDITATION:

This activity has been planned and imple-
mented in accordance with the Essential
Areas and Policies of the Accreditation
Council for Continuing Medical Education
through the joint sponsorship of North
Shore-Long Island Jewish Health System
and Hofstra University School of Law.

North Shore-Long Island Jewish Health
System is accredited by the Accreditation
Council for Continuing Medical Education
to sponsor Continuing Medical Education
for physicians.

The North Shore-Long Island Jewish Health
System designates this educational activity
for a maximum of 14 AMA PRA Category 1
Credits™. Physicians should only claim
credit commensurate with the extent of
their participation in the activity.

DISCLOSURE OF RELEVANT

FINANCIAL RELATIONSHIP POLICY:

North Shore-Long Island Jewish Health
System relies upon faculty participants in
its CME programs to provide educational
information that is objective and as free of
bias as possible. In this spirit, and in accor-
dance with the guidelines of the program
sponsor, faculty participants are expected
to indicate any commercial relationship
that might be perceived as real or apparent
conflict of interest.

PROGRAM OBJECTIVES
At the conclusion of this CME activity, the
participant should be able to:

e Better evaluate the effectiveness of laws
designed to minimize conflict of interest
and bias in the conduct and reporting of
biomedical research.

e Better evaluate the reliability of data
derived from industry financed research.

e Better evaluate the reliability of informa-
tion derived from collaboration with the
pharmaceutical industry.

e Better evaluate the reliability of industry
sponsored medical education.

Hofstra University School of Law is an
accredited New York State CLE Provider.
New York CLE credits are available to satisfy
the mandatory requirement, non-transi-
tional, for attorneys attending the confer-
ence. Please advise the CLE service secretary
at the registration desk if you wish CLE
credit. The program consists of two ses-
sions: Session I (October 4) and Session II
(October 5). Credit will be given for each
session. No credit can be given for partial
attendance at a session. Lawyers admitted
in jurisdictions other than New York should
check with those jurisdictions to determine
CLE requirements in their states.

Scholarships are available: to apply contact
Dawn Marzella at (516) 463-6889.

13
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Conference fees include two continental breakfasts, coffee breaks, luncheon (Thursday,
October 5), and scheduled shuttle service between the Hofstra University campus and
contracted hotels (Marriott, Wingate Inn). Dinner on Wednesday, October 4, is additional.
The Conference Registration Desk is located in the Student Center Theater Lobby of the
Sondra and David S. Mack Student Center on the North Campus. It is open:

Wednesday, October 4, 8 a.m.-4 p.m. ¢ Thursday, October 5, 8 a.m.-3 p.m.
On-site registration will be available as space permits. Hofstra University is

A
-

() I\

100 percent accessible to persons with disabilities.

Registration $300 (both days)
$175 (per day)

Faculty and Staff of North

Shore-LIJ Health System

(include copy of

valid ID) $200 (both days)

$125 (per day)

Academic Registrant
(include copy of current
school ID) $200 (both days)

$125 (per day)

Hofstra Alumnus/Alumna
(include copy of
valid HofstraCard)  $200 (both days)

$125 (per day)

Senior Citizen
(over 65) (include
copy of valid ID) $100 (both days)

$75 (per day)

Matriculated non-

Hofstra Student

(include copy of current

student ID) $100 (both days)

$75 (per day)

Dinner (Wed., Oct. 4) $50
(conference registration
not necessary)

No. of persons

TOTAL FEE




All events, with the exception of meals, are free to the Hofstra community upon
presentation of a current HofstraCard. We strongly recommend that you register in
advance. Unfortunately, free admission to conference events cannot be extended to
family and friends of members of the Hofstra University community.

Room assignments will be listed in the final program, which will be available at the
conference registration desk during the conference.

Registration Fee Waived

Wednesday, October 4
Dinner $50

Thursday, October 5
Luncheon $20

TOTAL FEE

Hofstra University continues its commitment to extending equal opportunity to all qualified individuals without regard to race, color, religion, sex, sexual ori-
entation, age, national or ethnic origin, physical or mental disability, marital or veteran status in the conduct and operation of its educational programs and
activities, including admission and employment. This statement of nondiscrimination is in compliance with Title IX of the Education Amendments of 1972,
Section 504 of the Rehabilitation Act of 1973 and other federal, state and local laws. The Americans with Disabilities Act compliance officer in the Plant
Department (516) 463-6641 is designated by the University to coordinate its efforts to comply with Section 504. The Equal Rights and Opportunity Officer
is the University’s official responsible for coordinating its adherence to Title IX and other equal opportunity regulations and laws. Questions or concerns
regarding Title IX or other aspects of this policy (other than Section 504) should be directed to the Equal Rights and Opportunity Officer at (516) 463-6775,
C/O Office of Legal Affairs and General Counsel, 101 Hofstra University, Hempstead, NY 11549. 3670:8/06

15



Please return completed registration form
on or before September 28, 2006 to:
Biomedical Research Conference

Hofstra Cultural Center

200 Hofstra University

Hempstead, NY 11549-2000

NAME Method of Payment:

(d Check made payable to Biomedical Research
AFFILIATION Conference

1 MasterCard* 1 Visa*

ADDRESS

Cardholder’s Name (as it appears on credit card)
CITY/STATE/ZIP

Card # Exp. Date
TELEPHONE

Cardholder’s Signature
FAX *Please add a $3 handling fee for credit card orders.

Cancellations: A $25 handling fee will be deducted
E-MAIL from registration refunds.

Returned Checks: A $30 handling fee will be charged
for returned checks.

I have made hotel reservations at:

'd Long Island Marriott
' Wingate Inn

'd Red Roof Inn (no shuttle service available; see concierge for taxi service)

For additional information:

Hofstra Cultural Center

Phone: (516) 463-5669

Fax: (516) 463-4793

E-mail: hofculctr@hofstra.edu

Web site: www.hofstra.edu/biomedconf
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