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Regarding Tobacco Control Legislation
Introduced by Senator McCain

Now is the best opportunity Congress has ever had to enact strong tobacco control legislation. The bill
sponsored by Senator John McCain is a good starting point, but the American Heart Association feels it
should go further in protecting the health of our children.

The legistation has many positive points. It places strong restrictions on youth access to tobacco and limits
the industry’s ability to market and advertise to children. We also support the bill’s international tobacco
control provisions.

‘While the bill provides a good foundation for Congress to build on, the American Heart Association has
identified a number of areas that need strengthening;:

s  The proposed price increase of $1.10 over five years is too low to drive down youth smoking
rates. A price increase of $1.50 over two to three years is necessary to stop kids from using
tobacco.

*  Tobacco companies should pay higher penalties if they fail to meet their goals to reduce teen
smoking rates. The penalties should be company-specific and should not be capped.

s The bill does not specify the levels of funding dedicated to tobacco-related public health
programs. The American Heart Association wants to make sure any legislation includes
adequate funding for programs like counter marketing and tobacco cessation,

s  The lzgislation should include stronger measures to protect people from the hazards of
second-hand smoke. States must not be allowed to opt out of clean indoor air provisions.

e  Since the tobacco industry is no longer at the table, we question why any industry immunity is
even included in the legislation.

The American Heart Association will continue to work with Congress to pass the best possible tobacco

control plan. We also want to ensure that the Food and Drug Administration has comprehensive authority
over tobacco products.

But the industry is trying once again to frame the tobacco control legislation as being all about “big taxes”
and “big government.” This is just another in a long string of tobacco industry lies, and the American
people aren’t falling for it. We all know that this fight is about saving lives and protecting our children.

Each day that America waits for Congress to act, 1,000 more people die from tobacco-related illnesses.

And 3,000 more children start using tobacco products, America has waited long enough. Because waiting
isn’t just a matter of lost days — it’s a matter of lost lives.
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THE WHITE HOUSE
WASHINGTON

April 29, 1998

MEMORANDUM FOR THE CHIEF OF STAFF
FROM: Bruce Reed

SUBJECT: Meeting with David Kessler

While both Drs. Koop and Kessler have been critical of the McCain bill -- particularly with
regard to the liability cap and the lack of company specific lookback penalties -~ Dr. Kessler has
been the less outspoken of the two. He has said that the bill’s programs to reduce the number of
children who smoke are too weak, and its protections for the tobacco industry are too strong. He
believes that the price per pack of cigarettes needs to be raised by $2 to prevent teens from
smoking, instead of the $1.10 contained in the bill.

Your goal for this meeting should be to persuade him that we need to work hard, and work
together, in order to ensure passage of comprehensive tobacco legislation that achieves our public
health goals. He needs to understand that we should be reasonable in our demands, and that we
will need to work hard to preserve the gains we have made in terms of the FDA provisions. You
may want to say:

*  The McCain bill represents dramatic progress. The 19-1 vote in the Senate Commerce
Committee shows that we have real momentum in both parties to pass comprehensive
tobacco legislation this year.

o  You have done a tremendous job over a number of years to reduce youth smoking, and we
very much appreciate your ongoing efforts in this area.

+  We agree that there need to be strong company specific lookback penalties, and we will
continue to work with Congress toward achieving that goal. However, we also believe that
we need to be reasonable in our demands.

o We will work hard to make sure the public health. programs such as cessation and counter-
advertising get funded.

*  We have to work every bit as hard to protect the progress we have already made on FDA
and other issues. Qur #1 enemy is a skinny bill.

»  We need the public health community to go all-out at the grassroots, in the media, and on the
Hill to get this done. This is crunch time, and only a concerted push will counter the
industry’s $50 million ad campaign.
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THE WHITE HOUSE
WASHINGTON

Aprii 28, 1998

MEMORANDUM FOR THE CHIEF OF STAFF
FROM: Bruce Reed

SUBJECT: Meeting with ENACT

Secretary Shalala will join you for your meeting with ENACT. This list of group
participants will be:

Matthew Myers, Vice President and General Counsel, Campaign for Tobacco-Free Kids
Bill Novelli, President, Campaign for Tobacco-Free Kids

Marilyn Hunn, Chairman of the Board, American Heart Association

Dr. Joel Alpert, President-Elect, American Academy of Pediatrics

Dr. John Seffrin, CEO, American Cancer Society

Rich Deem, Vice President of Federal Affairs, American Medical Association

Dr. D. Robert McCaffree, President, American College of Chest Physicians

Dr. Jonathan Fielding, American College of Preventive Medicine

Dr. Bob Graham, CEO, American Academy of Family Physicians

Jud Richland, Executive Director, Partnership for Prevention

Tom Milne, Executive Director, National Association of City and County Health Officials
Diane Canova, Vice-President, American Heart Association; Chair, ENACT Coalition

As you know, ENACT is a coalition of public health groups interested in the youth smoking
issue. These groups are generally more moderate than Drs. Koop and Kessler; indeed, Campaign
for Tobacco-Free Kids was intimately involved in the negotiations that led to the June 20th
settlement. Like the Administration, ENACT is generally supportive of the McCain bill, but
would like to see some improvements to it. In a recent Washington Post op-ed piece, Matt
Myers called for: a price increase of $1.50 per pack, tougher lookback penalties, a stronger
environmental tobacco smoke provision, and sufficient funding for public health purposes
(cessation, prevention, counteradvertising, etc.).

You should use the meeting to make three points: (1) that they must keep insisting on a
comprehensive approach with the McCain bill as the vehicle, so that Speaker Gingrich and others
know that a piecemeal or “skinny” bill will not fly; (2) that we have to set priorities, and be
reasonable in our demands, so that we do not kill the chances for good legislation; and (3) that
this is a make-or-break time, and we need them to pull out all the stops on the Hill and at the
grass roots. You can say:

«  You have played a tremendous role in keeping the pressure on Congress to pass
comprehensive tobacco legislation designed to reduce youth smoking, and you should be
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commended for all your hard work.

The McCain bill represents dramatic progress. The 19-1 vote in the Senate Commerce
Committee makes the McCain bill the vehicle to use to pass comprehensive tobacco
legislation this year.

Our #1 enemy is a skinny bill -- one that raises the price of cigarettes without restricting
advertising or including public health efforts. You can play a key role by letting House
Republican members know that the public health community will never support a skinny
bill. We hope that you will get all your members involved in this effort.

We will insist on strengthening McCain, but we know how important it is to get good
legislation this year, and we will be reasonable in our demands. We will seek the following
improvements:

Strengthen the penalties, by including a company-specific component, and increasing the
industry-wide surcharge cap above $3.5 billion.

2. Eliminate the "opt-out” provision that allows states to adopt weaker environmental

tobacco smoke (“second-hand smoke™) laws.

3. Eliminate or narrow the antitrust exemption.

4. Ensure spending on research and public health.
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The Advisory Comnuittee on Tobacco Policy and Public Health ; \(_ .L:.

Co-Chairs; C. Everett Koop, M.D, and David A. Kessler, M.ID.
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{DRAFT) February 17, 1998

House Spesker Newt Gingrich ce.. €l
Senate Majority Leader Trent Lott

V.8, Congress

Washington, DC

Dear Sirs:

This year may be the most important moment in the history of the tobacco wars, a moment when
America chooses between a path toward social repair or one toward irrevocable public loss. After years of
growieg public awarcness of the addictiveness of nicotine, the adverse health elfects of tobacco, and the
tobaceo industry’s extensive efforts targeted at young children, the public is excited about the prospect that
federal lews may be enacted that will bring about fundamental change in how the tobacco industry does
business and that will save millions of lives. Conversely, there is the risk that the tobacco industry could
further entrench its ability to stand outside the ordinary rules of commerce in society.

Despite all of the disclosures of tobacco industry maleficence during the list four years, tobaceo
use among children is up, the long term decline in tobacco use among African-American teenage boys has
been reversed, and the decline in adult rates has stopped. The need for decisive action to protect the
public's health has never been greater. No one should underestimate the Importance of Congress acting
now and acting decisively, nox the proven ability of the tobacco industry to make a mockery of its implied
ethical and moral responsibilities to saciety.

We the undersigned are in agreement. We support comprehensive tobacco legistation that .
represents Amgrican principles and protects the public's health. We oppose granting the tobacoo industry
immunity against liability for past, present, or future misdeeds, Congress should focus its efforts on public’
health, not on the concessions the tobacco industry seeks. Comprehensive legislation should not shield the
tobacco industry from future lisbility or cover it with a blanket of fivancial security for decades o come.

Congress should not slter the legal systerm in any way that would weaken its abdlity io protect the
public health, ot permit the tobacco industry or others tite freedom to operate outside the normal legal
constraints of the ¢ivil justice system and engage in any bebavior that otherwise would be condemned.
Congress must make sure that any legislation does not make it more difficult for injured citizens to
exercise their fundamental right to seek just compensation for their injuries.

With evidenoe of tobaceo industry miscoeds and mendacity on hand and growing, with sound
public health proposals on the table, with broad popular support for action, Congress has the opportunity
to make fundamentsl changes in tobacco policy based salely and exclusively on what is good for the public
health without itself engaging in negotiations with the tobaceo industty. Only a comprehenstve approach
that combines the best of what we know today with a process for making change as we leam more
turnonaw should be enacted '

The recent disclosure of RIR-Mangini, Philip Morris and BAT documents confirm what the
public health community has said for years, namely, that the tobacoo industry aggressively marketed
cigarettes to young children. Additional evidence of renegade tobacco industry behavior is beginning to
emerge in the case currently being brought against the industry by the state of Minnesota and Minnesota
Blue Cross and Blue Shietd, as well as from other cases. For this reason, it would not be responsible
public stewardship to grant more favors 1o this industry, especially since it bas diligently tried to hook
young children on nicotine and deny their own research findings on the harmful effects of tobacco.



. The public health community is united in the type of legislation that should be enacted. Essential
public health goals include:

1) FPA: Provide the FDA with full authority to regulate all areas of nicotine and all coastituents
and ingredients in tobacco. The FIDA must have the authorily to incréase its tobacoo reseaxch and
scientific communication ahilities and be provided with adequate fands {o itnplement all of its varions
tegnlatory, enforcement, public education and rasearch activities. New, burdensome requirements placed
on the FDA would be unfiir and erode public health,

23 Youths. Protect children and youths from influences that create demand for or acceptance of
tobacco use; and prevent their obtaining tobacco, an illegal substance for youth. Specific measures that
reduce vouth demand and access include;

a) Provide for a well-funded nationwide sducation campaign.

b) Significantly increase the price of cigarettes and other tobacco products so that
vouths are discouraged from buying them. An increase of $1.50 per pack is a reasonable Starting point.
Once implemented, an independent National Academy of Sciences/Instimite of Medicine commission
should be set to determine what additional increages will significantly affect youth smoking behavior.

¢} Ban advertising and marketing that entices young children. This shoyld be coupled
with tough restrictions on youth access to tobacco products, large, strong and effective waming labels on
cigarette packs and other tobacoo products, necessary fumds to monitor compliance, and other deterrents.

d) Levy substantial penalties for underage use. Assessments should be on a compeny by
company basis if teduced youth smoking targeis are not met soon; ¢.g., thexe must be specific fines at
specific times for specific shortfalls frora user target levels.

3) Cessation: Provide adequate funds for sound, scientifically established cessation programs to
help nicotine-dependent adulis and youths quit smoking ar using spit tobacco. Such programs should be
integrated into health care financing systems, including managed care programs; accredited professional
and public education programs; and behavioral and cessation research.

4) ETS: Refine and expand eavironmental tobacco smoke (ETS) regulations. Authorities and
appropriations should permit full enforcement of simoke-free public and work snvironuments and risk
assessment research.

3) Justice; Protect axd adininister the justice system s0 that evidence of tobacco industry
misdeeds become public. All legal remedies should remain available and the opportunity for groups of
individuals to recover should not be diminished. It is critical, for instance, to know whether companies
added certain ingredients to enhance the nicotine effect for young children and how they used
sophisticated marketing techniques to reach those same children. Only when we know these things can we
make sure they never happen again.

6) Preemunion. Protect state and local government by chielding them from federal precmipiion
ciauses that wenken, incapacitate or make onerous the ability of states and local governments to develon
novel public health approaches and pursue poblic health standards which are higher than federal
standards. Federal taws designed to protect pubhc heaith should atways be a "floor" that state and locsal
governments can add to and strengthen.

7) Farmers: Adequately compensate tobacco farmers as the opportuaity to sell their domestic
product to manufactuters declines. .



§) Inteypational: Implement strong intemational trade policies that use the same public health
standards applied to tobacco products marketed and sofd bere. U.8. trade policies showld reflect dorpestic
policy; no funds should be spent to promote the sale of tobacco products abroad, and the U.S. should take
a leadership role in bringing the protections provided to Americans to all citizens of the world.

If public health-hased tobacco control measages are enacted, and the threat of litigation is not
removed in the process, this nation will finally experience improvement in the public's kealth. Youth
smoking will almost centainly begin to decline, individuals who wish to quit smoking will find the
scientifically sound professional help they need {incinding benefiting from an increasing array of effective
FDA-approved pharmacological agents) and the public will be healthler and the nation stronger.

In the presence of a massive, ubiquitous, agonizing public burden — including more than 1,100
deaths each day -- strang anti-tobacco public health measures ave long overdue. The public will approve of
such measures and expects ethical, courageous, boid action. We urge you 10 heed their call.

Sincerely,
C. Everett Koop David A. Kessler Matt Myers John Garrison
C-Chair Co-Chair National Center for American Lung

Tobacco-Free Kids  Association

John Seffrin Randolph Smoak Mohammad Akhter  Cass Wheeler
American Cancer American Medical American Public American Heart
Society Association Health Association Association
John Banzhaf Robert Graham Richard Heyman D. Robert McCafiree
Action on Smoking American Academy American Academy  American Coliege
and Heailth of Family Physicians of Pediatrics of Chest Physicians
George Anderson Eileen McGrath Julia Carol Martin Wasserman
American College of Axnetican Medical Americans for Assoc, Of Siate and
Preventative Medicine  Women's Association  Nonsmokers Rights ~ Terr. Health Officials
Randy Schwariz Jeff Nesbit Yvonnechris Smith Veal  Rev. Jesse Brown
Maine Dept. Huraan Science and Public National Medical The Onyx Group
Services Policy Institute Association
Jonathan Fielding Tom Houston Judy Sopenski Richard Daynard
Partnership for Smokeless States Stop Tecnapge Tobucco Products
Frevention National Prograsm Addiciion to Tobacco  Liability Project

cc: House Commerce Chairman Tom Bliley

House Judiciary Chairman Henry Hyde

Rep. Debarah Pryce

Senator Don Nickles

Senate Commerce Committee Chairman John McCain

Senate Labor and Human Resources Chairman James Jeffords
Senate Judiciary Chairman Ortin Hatch



Kathryn Kahler Vose
DIRECTOR, COMMUNICATIONS

NATIONAL CENTER FOR TOBACCO-FREE KIDS
1707 L STREET, NW « SUITE 800 = WASHINGTON, DC 20036

PHONE (202) 296-5469 . Fax (202) 266-5427
e-malL kkahlervose@tobaccofreekids.org
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October 3, 1997

Elena Kagan

Domestic Policy Office
The White House
Washington, DC 20502

Dear Elena:

Enclosed are several press packets announcing the formation of a new coalition of
public health groups, ENACT. The group will work with the Administration, the
Congress, the public health community, and the American people to help pass
comprehensive, sustainable, effective, well-funded, national tobacco control legislation
that embodies the President’s principles.

ENACT represents 11 of the nation's largest and most prestigious public health
organizations.

At our press conference, we released new polling data that shows very strong support
for the principles outlined by the President. It was the first poll taken after the President
announced his five key elements.

We hope that you will share this information with Bruce Lindsay, Bruce Reed and other
warking on the tobacco issue.

The ENACT coalition has committed its members, its volunteers and its resources to
accomplish this important goal of enacting comprehensive legislation.

Many thanks for your help. We look forward to working with you.
Sincerely,

Kathryn Kahler Vose
Director, Communications

NATIONAL CENTER FOR TOBACCO-FREE KIDS
1707 L STREET, NW ¢ SUITE 800 * WASHINGTON, DC 20036
PHONE (202) 296-5469 * FAX (202) 296-5427



ENACT

Effective National Action to Control Tobacco
- A Publjc Health Coalition -

American Academy of Family Physicians American Medical Association
American Academy of Pediatrics Association of State & Territorial
American Cancer Soclety Health Officials

American College of Chest Physicians Campaign for Tobacco-Free Kids
American College of Preventive Medicine National Association of County

American Heart Association

and City Health Officials
Partnership for Prevention

ENACT News Conference
October 1, 1997

Speaker List
(in order of appearance)

Randolph D. Smeak, Jr., M.D.
Vice Chair
American Medical Association Board of Trustees

John R. Seffrin, Ph.D.
Chief Executive Officer
American Cancer Society

Michael C. Caldwell, M.D., M.P.H.
Board Member and Tobacco Committee Chair
National Association of County and City Health Officials

Ronald Davis, M.D.

Director, Center for Health Promotion and Disease Prevention
Henry Ford Health System/Member, Partnership for Prevention
Fellow
American College of Preventive Medicine

###

P.O. Box 65168
Washingtan, DC 20035
Phone: (202) 293-1405



Randelph D. Smoak, Jr., MD
Secretary-Treasurer
American Medical Association

Printed cn recycled poper

American Medical Association
Physicians dedicated to the health of America

Randolph D. Smoak, Jr., MD, a surgeon from Orangeburg, South Carolina, was elected
Secretary-Treasurer of the American Medical Association (AMA) in December 1995. He
has been reelected to a second term on the AMA Board of Trustees in June 1995. Since
1894 Dr. Smoak has served on the Board's Executive Committee and as chair of its
Finance Committee, A member of the Board since 1992, he had served as secretary-
treasurer of the AMA Physicians Health Foundation from 1992 to 1993. Since 1993 Dr.
Smoak has served as chair of the Board's Subcommittee on Membership, and since 1994
he has represented the AMA on the National Health Council. He continues his service in
both of these capacities. As lead spokesperson for AMA's anti-smoking campaign, he
represents the AMA on the Department of Health and Human Services' Interagency
Committee on Smoking and Health. In addition, he is currently an AMA commissioner to
the Joint Commission on Accreditation of Healthcare Organizations (JCAHO).

Prior to his service on AMA's Board of Trustees, he served as alternate delegate to the
AMA House of Delegates for the South Carolina Medical Association {(SCMA) in 1983, and
as delegate in 1987. Serving on the AMPAC Board since 1984, he was elected secretary in
1986 and chair in 1988. He had worked with the Council on Legislation as the AMPAC
observer since 1988.

Dr. Smoak's dedieation to organized medicine has been evident through his years of
service on the state level. Since being elected to the SCMA Board of Trustees in 1972, he
has served in virtually every leadership position including president, SCMA; chair, SCMA,;
chair, South Carolina Political Action Committee; president, SCMA Members’ Insurance
Trust; and president, South Carolina Medical Care Foundation. Dr. Smoak is a founding
member of the South Carolina Oncology Society and is currently serving as Governor from
South Carolina to the American College of Surgeons. He is also an active member of the
Southeastern Surgical Congress, the Southern Society of Clinicai Surgeons, the Society of
Head & Neck Surgeons, the South Carolina Surgical Society and the South Carolina
Chapter of the American College of Surgeons.

Born in Bamberg, South Carolina, Dr. Smoak received his BS degree from the University
of South Carolina (USC) and his MD degree from the Medical University of South
Carolina (MUSC). He served his internship at Grady Memorial Hospital in Atlanta,
Georgia, and completed his residency training at the Medical University of South
Carolina. Dr. Smoak completed a senior surgical fellowship at MD Anderson Hospital and
Tumor [nstitute in Houston, Texas. He then returned to his home state to establish a
surgical practice.

Dr. Smoak is a fellow of the American College of Surgeons and a diplomate of the
American Board of Surgery. He is a clinical professor of surgery at MUSC and clinical
associate professor of surgery at the USC School of Medicine. He is the past chair of the
Department of Surgery at the Orangeburg Regional Medical Center.

Dr. Smoak’s involvement in civic activities includes service as president, South Carolina
Division of the American Cancer Society; Lt. Governor, Kiwanis Club; Board of Directors,
Orangeburg County Chamber of Commerce; and Board of Directors, Orangeburg Chapter
of the American Red Cross. He has also served on the Cancer Advisory Committee of the
South Carolina Department of Health and Environmental Controi and as chair of the
Statewide Health Coordinating Counecil.

Dr. Smoak and his wife, Saundra, have four daughters and reside in Orangeburg, South
Carolina.

1996-1997



AMERICAN JOHN R. SEFFRIN, PHD
() CANCER Chief Executive Officer
SOCIETY American Cancer Society

Biography

John R. Seffrin, PhD, is the Chief Executive Officer of the world's largest voluntary heaith
organization, the American Cancer Society. He is also a Trustee of the Society's Foundation.

Prior to being named the American Cancer Society's top staff executive in 1992, Dr. Seffrin was
Professor of Health Education and Chairman of the Department of Applied Health Science at
Indiana University. During his years in academia, he distinguished himself as a national and
international leader in health education, disease prevention, and public health.

As a 20-year ACS volunteer, Dr. Seffrin served the Society at local, state, and national levels.
He chaired the Society's Indiana Division Board of Directors and was Chairman of the National
Board from 1989 to 1991.

An Indiana native, Dr. Seffrin is listed in Who's Who in America. He has also been recognized
with high honors by two Indiana govemnors for his outstanding public service contributions and
was awarded an honorary Doctor of Science degree from his undergraduate alma mater, Ball
State University.

Dr. Seffrin has served on the Boards and Committees of a number of other public service and
governmental agencies, and he is a past Vice President of the American Lung Association's
National Board of Directors. In addition to serving on the US Surgeon General's Advisory
Committee on Smoking and Health, he has also provided consultant services to a number of
agencies, including the US Centers for Disease Control and Prevention.

A sought after speaker, Dr. Seffrin has spoken on public health issues throughout North America,
Australia, Europe and Asia. He is the author of a number of scientific and professional articles
and book chapters, and he was selected by the Association for the Advancement of Health
Education as its National Scholar for 1996 -- which is this professional society's highest honor.

He was recently appointed to the new National Cancer Policy Board, which was formed by the
National Academy of Sciences to advise our country on policy issues regarding cancer research
and control.

- 1997
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RONALD M. DAVIS, MD, FACPM
DIRECTOR
CENTER FOR HEALTH PROMOTION & DISEASE PREVENTION
HENRY FORD HEALTH SYSTEM
ONE FORD PLACE, 5C
DETROIT, MI 48202
TELEPHONE: 313/874-6276

Ronald M. Davis, MD, FACPM became the director of the Center for Health Promotion
and Disease Prevention of the Henry Ford Health System in September 1995. From 1991-1995,
he served as Chief Medical Officer in the Michigan Department of Public Health. From 1987 to
April 1991, Dr. Davis served as the director of the U.S. Centers for Disease Control’s Office on
Smoking and Health. He completed the Epidemic Intelligence Service program and the
preventive medicine residency program at CDC, received his MD and Master of Arts degree in
Public Policy Studies from the University of Chicago and a Bachelor of Science degree from the
University of Michigan. Dr. Davis was elected as the first resident physician member of the
American Medical Association’s Board of Trustees and served in that capacity from 1984 through
1987. He was elected to the AMA Council on Scientific Affairs in June 1993 and became chair of
the Council in June 1997.

Dr. Davis has published widely in peer-reviewed journals and has received many awards
and honors, including the Surgeon General’s Medallion and the American Public Health
Association’s Jay S. Drotman Memorial Award. He is a member of the World Heaith
Organization’s Technical Advisory Group on Tobacco or Health and is the editor of Todacco
Control: An International Journal, which was launched by the British Medical Association in
March 1992, Dr. Davis is a fellow of the American College of Preventive Medicine and he is the
College’s alternate delegate to the AMA House of Delegates; the Henry Ford Health System is a

member of Partnership for Prevention.



Biographical Narrative of

Michael C. Caldwell, MD, MPH

Dutchess County Commissioner of Health

Dr. Michae! C. Caldwell became Commissioner of the Dutchess County Department of Health on August
8, 1994. He oversees the health of 260,000 people over an 800 square mile area with 150 employees and
a budget of $25 million. One of the youngest physicians ever to be appointed Heaith Commissioner in the
United States, he received his Baccalaureate Degree in Art History from Columbia University in 1986 and
his Medical Degree from the Mount Sinai School of Medicine in 1990. Dr. Caldwell then completed an
Internai Medicine Residency at the Mount Sinai Medical Center in 1993. He received his Masters of
Public Health Degree from Harvard in 1994 and is Board Certified in Internal Medicine.

His numerous awards and honors include: 1996 and 1997 NY State Health Department Public Health
Education Awards ; a David Scherf Cardiology Award from the New York Academy of Medicine; and
being chosen as the Honorary Chairperson for the Great American Smokeout by the Dutchess County
Chapter of the American Cancer Society. He is a Board member of the National Association of
County and City Health Officials (NACCHO) and also Chairs their Tobacco Prevention & Control
Committee. He continues to see patients regularly as a physician at the Castle Point Veterans
Administration (VA) Hospital in Dutchess County.

Since becoming Commissioner of Heaith, Dr. Caldwell has participated in a nationwide Lyme Disease
Research Vaccine Trial and an investigational Herpes Vaccine Trial. He chairs the Dutchess County
HIV/AIDS Primary Care Task Force, overseeing a federal Ryan White Funding Grant and has recently
formed a local Violence Prevention Coalition which focuses on the public heaith approach to violence.

He is a member of the Board of Directors of the Dutchess County Chapters of. the American Cancer
Society, the American Heart Association and Big Brothers/Big Sisters. Dr. Caldwell holds academic
appointments at the Harvard and Columbia Schools of Public Health and the Mount Sinai School of
Medicine and is a Fellow of the New York Academy of Medicine.

He is married to Dr. Maryanne Wysell, a Rheumatologist and they have one son Brian Anthony who was
bormn in March 1995 and are expecting their second child in January 1988. Dr. Caldwell enjoys musical
theater, playing the guitar and singing in his spare time. 09-87



News Release

8880 Ward Parkway » Kansas City - MO 64114-2797
American Academy of Family Physicians WATS (800) 274-2237 & Phone (816) 333-9700

The doctors who specialize in you o Fax (816) 822-8857 & E-Mail: fp@aafp.org
& hup://www.aafp.org

HOLD FOR RELEASE CONTACT: Sarah Thomas
9:00 AM EDT, October 1, 1997 800-274-2237, ext. 4200

AMERICAN ACADEMY OF FAMILY PHYSICIANS TAKES ROLE IN
HEALTH COALITION TO REDUCE AND CONTROL TOBACCO USE

AAFP Aims to Reduce Smoking for Children and Adults

{(Washington, D.C.) The American Academy of Family Physicians (AAFP) today
announced that it is joining 10 other major public health groups to form ENACT: A
Public Health Coalition. ENACT (Effective National Action to Control Tobacco) will
work with the Administration and Congress to enact legisiation that will create the
nation's first comprehensive program to prevent and dramatically reduce tobacco use
among children and adults. '

"We have an incredible opportunity to create a national program that will establish
real goals and real penalties for the tobacco companies if they fail to reduce tobacco
use,"” said Neil Brooks, MD, AAFP President. “It's more important that the nation get a
strong tobacco settlement rather than a quick one."

The AAFP has been a leader in discussions with Congress, the Administration and
with other health care ieaders on the elements of a strong tobacco control policy,
including participation in the Advisory Committee on Tobacco Policy and Public
Health chaired by Drs. Koop and Kessler.

The physician group believes that the current setlement will do little to reduce overall
smoking in America because it fails to address aduit tobacco use and does not
penalize the industry adequately for missing youth tobacco use goals. In addition to
efforts to curb teen smoking, an acceptable setiement must also include financial
penalties against the tobacco industry if adult smoking rates do not decline. -

"The current proposed settiement allows the tobacco industry to shift advertising and
marketing practices from children to young aduits,” said Brooks. "That is
unacceptable -- and in order to prevent this from happening, we must set specific
goals for the reduction of aduit tobacco use.®

The AAFP has been involved in tobacco education and cessation efforts for much of
its 50-year history. Through its "Tar Wars" program, family physicians throughout the
United States have educated tens of thousands of school-aged children about the

dangers of tobacco, and have helped them think critically-about tobacco advertising:

RH#

The American Academy of Family Physicians (AAFP) represents more than 84,000
family physicians, family practice residents and medical students nationwide. Family
physicians are medical specialists trained to treat the medical problems of patients of
all ages and both sexes.
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PEDIATRICIANS HELP FORM TOBACCO CONTROL COALITION

Washington, D.C. -- The American Academy of Pediatrics, representing 53,000
pediatricians, joined 10 other public health organizations today in announcing the
formation of ENACT, a coalition that will work with the Administration, Congress and
the public to help shape and pass comprehensive tobacco control legislation as soon as
possible.

“We believe a united public health community, with its resources dedicated and
coordinated, will help finish the job so many health professionals have worked for
decades to achieve,” AAP President Robert Hannemann, M.D., said. “ENACT is going to
be an efficient and effective tobacco contro! coalition.”

The American Academy of Pediatrics has had a long-standing commitment to reducing
tobacco use among adolescents and children. A few key policy issues for the Academy
include marketing prohibitions, price increases, public health initiatives and secondhand
smoke hazards, all of which are a part of ENACT’s legislative agenda. ENACT stands
for Effective National Action to Control Tobacco.

“We’ll meet with legislators, talk to parents and their children, hold community events,
work with local media -- anything within our means to achieve our goal,” Dr. Hannemann
said.

B #

v The American Academy of Pediatrics is an organization of 53,000 primary care
pediatricians, pediatric medical subspecialists, and pediatric surgical specialists
dedicated to the health, safety, and well-being of infants, children, adolescents and young
adults.

Note to Editors: The American Academy of Pediatrics will focus its Child Health
Month activities this October on tobacco prevention.
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STATEMENT BY JOHN R. SEFFRIN, PH.D., CHIEF EXECUTIVE OFFICER,
AMERICAN CANCER SOCIETY, INC.
Made at a press conference announcing the formation of ENACT - A Public Health Coalition
at the National Press Club, Washington, DC
Cctober 1, 1957

It is an honor to join my colleagues here today to announce the formation of ENACT - A Public
Health Coalition. Eleven national public health organizations, representing millions of
volunteers, members and staff, have formed the coalition to help enact comprehensive,
sustainable, effective, well-funded tobacco control legislation. The coalition will build upon
decades of work by the public health community, the 1996 assertion of jurisdiction over tobacco
by the US Food and Drug Administration, the principles outlined in the recent Koop-Kessler
report, and the June 20th agreement negotiated by the state Attorneys General and the tobacco
industry to ensure that legislation is passed by a bipartisan Congress and signed into law by
President Clinton.

The commitment made by all eleven organizations to come together to pass legislation as
significant as this is unprecedented. By sharing resources we can educate the public about the
need for a national tobacco control policy. By joining forces we can activate millions of public
health advocates across the country. By uniting, we can overcome any obstacle we face to take
advantage of this historic opportunity.

Uniting our coalition is a consensus statement which clearly states the elements that we believe
must be a part of any tobacco control legislation for it to be effective. The elements include:

- Full FDA authority over all tobacco products and nicotine delivery systems.

- Tough penalties against the industry if tobacco use among children does not drop substantially.
- Significant price increases on the cost of tobacco products.

- No marketing aimed at children.

- Broad disclosure of industry documents.

- Provisions to ensure that federal law does not preempt more restrictive state and local laws.

- Support for a variety of public health initiatives.

- Funding for implementation of international tobacco control initiatives.

- Protections from secondhand smoke hazards.

- Help for tobacco farmers and their communities.

We promise the American people that we will use the strength of our coalition to defeat our
opposition and get tobacco control legislation that includes our key elements passed.

316 PENNSYLVANIA AVE., SE., SUITE 200, WASHINGTON, DC 20003-1146 » 202-546-4011 « FAX 202-546-1682
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ACCP Vision: Thr College is the leading resource for the improvement in
cardiopulmonary health and critical care worldwide.

ACCP Mission: To promote the prevention and treatment of diseases of the chest
through leadership, educarion, rescarch and communication

The Ametican College of Chest Physicians (ACCP) is a not-for-profit organization of over 16,000 physicians,
allied health professionals, and individuals with PhD degrees in the United Srates and internationally. The ACCP
provides continuing medical education in the specialties of pulmonology, cardiology, cardiovascular and
cardiothoracic surgery, hypertension, critical care medicine, and relaced disciplines.

Since 1960, the ACCP has been a leader in antismoking acxivities. In response to the alarming increase in lung
cancer cases seen by our members, the ACCP published 2 statement in CHEST, the official journal of the College,
emphasizing the need to find the causative agents of lung cancer. Smoking is cited as a probable cause. After
several years of studying the effects of cigaretee smoking on the respiravory and cardiovascular systems, the
Commitcee on Lung Cancer of the ACCP passed a resolution urging the US Surgeon General to study the health
aspects of smoking. In 1965, prompred by the ACCP and other medical saciery efforts to provide conclusive
medical evidence on the harmful effects of dgarerre smoking, Congress passed the bill requiring the Surgeon
General’s warning label to be printed on il cigarerte packages.

These activities were soon followed by a symposium titled “Cigaretce Smoking: The Physician's Role and Benefits
of Cessation®, in 1971, adopuion of no smoking policy for ACCP educacional meetings in 1972, and adoprion of 2
no smoking pledge in 1979 which is siill aken by all Fellows of the College. The ACCP alsa played a key role in
the passage of federal legislation on February 25, 1990, banning smoking on domestic flights within the continental
US, Puerto Rico and the Virgin Islands. In 1991 the ACCP filed an amicus curiae bricf in the US Supreme Court
in suppory of Rose Cipollone in Cipollone us. Liggess Group, Inc. In 1994, the ACCP co-authored the
“International Consensus Statement on Smoking or Health” published in CHEST and other medical journals,
representing international agreemenc among medical orpanizations relating to the addictive narurc of smaoking, the
relationship between smoking and disease, the role of physicians relating to smoking, and the need 1o oppose
expansion of the international robacco market. The ACCP also ook a leading cducational role in Misissippi v. The
American Tobacco Company, es al. providing the Coures medical evidence on the addictive nacure of tobacco, and
in’ 1996 submitted an amicus curize brief w the Mississippi Supreme Court in support of the Attorney General's
case. in 1997, the ACCP participared on the Advisory Committee on Tobacco Policy and Public Health co-
chaired by Drs. C. Everert Koop and David Kessler, and the AMA Task Force on the Proposed Tobacco
Sertlement Agreement.

With this 30-year history of anti-smoking activities, the ACCP is commirtted to building on its work and the work
of other public health groups to dramarically reduce the usc of ewbacco products among children and adules. The
ACCP believes it is of major importance to the healch of aur children, especially w those Americans who arc not
yet addicted to nicotine, and not yet our patents, o move quickly to make the most of this historic opportuniry.

ACCP supports President Clinton’s initiatives. ACCP is committed to work to strengthen the resolve of Congress
to act responsibly ar chis important time in the history of mbacco’s influence on the nations health. The ACCP
now joins with the other members of ENACT to support an effective nationa! policy on tobacco control. The time
to ENACT such 2 program is now.
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ACPM CONTINUES TOBACCO CONTROL EFFORTS; JOINS “ENACT”

Washington, DC — Today the American College of Preventive Medicine (ACPM) joins with ten
other public health organizations in the formation of a new tobacco control coalition called
ENACT (Effective National Action to Control Tobacco). By signing the consensus statement
which formalizes the call for bipartisan, comprehensive, sustainable, effective and well-funded
legislation, ACPM pledged its staff, members and scientific expertise to assist in the enactment of
the best possible tobacco control policy.

ACPM fellow Ronald Davis, MD, FACPM, who assisted both the ACPM and the American
Medical Association (AMA) with their responses to the June 20th agreement between the state
Attorneys General and the tobacco industry, spoke on behalf of ENACT at a press conference in
Washington, DC, announcing the coalition. Referring to recent polling data, Davis added “It is
clear that the American people support tough tobacco policy designed to protect children and
adults.” By incorporating FDA’s full authority to regulate tobacco, placing tough penalties on the
tobacco industry if tobacco use among children is not reduced, greatly increasing tobacco
advertising and promotion restrictions, and encouraging a commitment to international tobacco
concerns, ACPM is in lock step with several other organizations working to represent these and
other important tobacco related issues on Capitol Hill.

ACPM President Jonathan Fielding, who has participated in several ENACT organizational
meetings, commented, “Without legislation, we will not have the large increase in tobacco
product prices that reduce demand ror the billions for an anti-tobacco mass media campaign, for
cessation activities, for expansion of state and broad based community anti-tobacco efforts, and
for enforcement of FDA regulations to limit youth access to tobacco. ENACT has an historic
opportunity to work with Congress and the Administration, as well as with the entire public health
community and the American people, to craft tobacco control policy which invests industry
dollars to use proven approaches to reduce smoking, primarily in youth but also in adults. That is
what we owe to our children and their children. We challenge Congress to join us in achieving
this goal.”

The American College of Preventive Medicine is the national medical society of physicians whose primary
interest and expertise are in disease prevention and health promotion, areas vital to protecting and improving the
nation's health. Specialists in preventive medicine are uniquely trained in both clinical medicine and public health.
They have the skills needed to understand and reduce the risks of disease, disability and death in individuals and in
population groups.

#i#

1660 L Street, NW « Suite 206
Washington, DC 20036-5603

{202) 466-2044 * FAX (202) 466-2662
E-Mail: info@acpm.org
www.acpm.org/acpm
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For Release: Contact:
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STATEMENT OF THE AMERICAN HEART ASSOCIATION ON
JOINING A PUBLIC HEALTH COALITION
TO ENACT COMPREHENSIVE TOBACCO CONTROL LEGISLATION

The American Heart Association has joined a number of public health groups to form the coalition
ENACT (Effective National Action to Control Tobacco). By joining this coalition, the AHA has
committed its more than 4 million volunteers to working with Congress and the Administration to pass
comprehensive national tobacco control legislation.

The American Heart Association has made eliminating the health hazards of tobacco a priority for many
decades. Current estimates for the United States are that 26.0 million men and 23.1 million women are
smokers, putting them at increased risk for a heart attack. Nearly one fifth of all cardiovascular deaths
-- approximately 190,000 -- are attributable to smoking. In addition, an estimated 4.2 million
adolescents aged 12 to 17 are smokers.

The Coalition has pledged to support the following principles as comprehensive national tobacco
control legislation is developed: full FDA authority to regulate tobacco, tougher penalties for the
tobacco industry, price increases on tobacco products, no marketing to children, disclosure of tobacco
industry documents, no preemption, public health initiatives, international leadership, secondhand
smoke, and protection of tobacco farmers and their communities. In addition, the AHA believes
strongly that any national tobacco control legislation must not grant immunity for past criminal
wrongdoing to tobacco companies or their agents.

The American Heart Association remains steadfast in its efforts to hold the tobacco industry
accountable for the death and disability it has caused. We are committed to assuring that the Congress
and regulatory agencies enact appropriate measures to correct past wrongdoing and protect the health
of children and adults.

-30-
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Randolph Smoak, Jr., M.D.

AMA Vice Chair

FOR IMMEDIATE RELEASE

Statement attributable to:

AMA PROUD TO BE PART OF ENACT COALITION
Pledges to lobby vigorously for national tobacco control legislation

*The American Medical Association is proud to be here today to announce its active
participation in the ENACT -- Effective National Action to Control Tobacco -- Coalition.
“The tobacco industry’s bullying power to stall anti-tobacco legisiation is legendary. The

AMA comes together today with 10 other prestigious public health groups to build a
coalition whose power comes from millions of voices firmly united against the scourge of

tobacco death and disease -- and firmly united for bipartisan tobacco control legislation.

“The poll released today shows that we wilil not be alone: the public wants what we want.
We are confident the voices of citizens from coast to coast will join with ours to let

Congress know that we are serious about stopping tobacco’s toll on our nation.

“Through the work of many people on the front lines of the fight against tobacco, we
have made tremendous progress in the battle to save lives and protect children from
tobacco addiction. We will use this progress we’ve made as a springboard toward

legislation that will do much, much more.
“As physicians, we see too often the suffering and death caused by tobacco, and we are
here today to prescribe a cure: the cure for a country suffocating from the ills of tobacco
is a strong national tobacco control policy -- now.
“Since the announcement of the tobacco settlement, almost 300,000 children have taken
their first puff. As physicians, we do what it takes to save lives. Each day we delay action
#
Brenda L. Craine

AMA Washington Office
1101 Vermont Avenue, NW

202/789-7447
Washington, DC 20005
202 789-7400

on a national tobacco control policy, we risk not one life -- but thousands.”

For more information, please call:



CAMPAIGN Lor TOBAGD-FREE Kids

NATIONAL CENTER FOR TOBACCO-FREE KIDS

Statement of Bill Novelli
President

We are proud to join with other public health leaders in forming ENACT, and
unifying behind the common goai of enacting into law a comprehensive national
tobacco control program. The unity of these leading public health groups sends a
powerful message of our commitment to action. We look forward to attacking the
epidemic of youth smoking in America through our combined resources.

Through ENACT, we will work closely with the American people, Congress and
the President to seize the opportunity that exists to pass historic tobacco control
legislation. Working together, we will seek a legislative solution that truly reduces both
youth and adult smoking rates and reduces the dangers of second-hand smoke.

We join with the other members of ENACT in embracing the principles outlined
by President Clinton to accomplish this goal. We are now committed to working toward
the enactment of legislation that finally saves lives and protects children from tobacco.

HH

1707 L Street, NW Suite 800 Washington, DC 20036
Phone (202) 296-5469 Fax (202) 296-5427
www.tobaccofreekids.org
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INATIONAL

ASSOCIATION OF
County & CiTY

HEALTH OFFICIALS LOCAL PUBLIC HEALTH OFFICIALS

URGE NATIONAL TOBACCO CONTROL LEGISLATION

The National Association of County and City Health Officials NACCHO) supports an effective,
comprehensive national policy on tobacco products as a vital tool for improving the health of
people in the United States. The proposed settlement negotiated between the state Attorneys
General and the industry and President Clinton’s commitment to federal legislation have
provided an opportunity and a foundation for establishing a national policy that includes
measures to prevent youth from beginning to use tobacco, decrease consumption by adults, and
reduce the hazards of environmental tobacco smoke.

NACCHO urges enactment of legislation providing for the full range of available public health
tools to reduce the massive toll tobacco takes on the nation’s health. These include community-
based public health education, smoking cessation programs, enforcement of prohibitions on sales
to children, bans on marketing and advertising designed to appeal to youth, restrictions on
tobacco use in workplaces and public areas, and reduction of demand through substantial price
increases. Federal legislation must explicitly ensure that local and state governments are free to
enact or retain tobacco control laws that are more stringent than any minimum federal
requirements.

Effective national tobacco control legislation must provide for full jurisdiction of the Food and
Drug Administration over all tobacco products, ingredients, and devices that deliver nicotine, so
that the agency may regulate them under the same standards and procedures applicable to all
other substances. Tobacco companies must be given powerful financial incentives to discourage
youth tobacco use and to reduce it measurably. NACCHO also believes that each tobacco
company must be required, without limitation, to disclose promptly and fully all company
documents relating to the health effects of tobacco products and their ingredients.

NACCHO is the primary national organization representing the health officials who direct the
3,000 local public health departments in the United States. They are charged with promoting and
protecting the health of people in their communities. They work in partnership with community
members on the front lines of Amernica’s tobacco prevention and control efforts. NACCHO joins
ENACT in seizing the opportunity before our nation to decrease the use of tobacco, the single
greatest preventable cause of premature death and disability.

October 1, 1997 Contact: Donna B. Grossman
202-783-5550
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PARTNERSHIP FOR PREVENTION URGES CONGRESSIONAL
ACTION ON TOBACCO CONTROL

Washington, DC --Partnership for Prevention joined today with ten of the
nation’s leading public health organizations to announce the formation of
a new coalition called “ENACT” and to urge Congress to pass
comprehensive legislation to control tobacco.

“We pledge to work with our ENACT colleagues to mobilize
Congressional action that reflects the public health values set forth in the
ENACT consensus statement,” said Partnership Chairman William Roper,
MD, MPH.

According to Roper, Partnership for Prevention believes that any
legislation must have a high likelihood of achieving “progressive and
sustained” reductions in tobacco use among youth primarily and adults
secondarily, both through primary prevention and through cessation of all

forms of tobacco use.

Ronald Davis, MD, a renowned tobacco control expert and member of
Partnership for Prevention said that “the formation of ENACT shows
there is widespread agreement within the public health community on
what must be done to reduce tobacco use in the United States and abroad.”

Partnership for Prevention is a national nonprofit group whose aim is to
increase the priority for disease prevention and health promotion in health
policy and practice. As an organization with a diverse membership that
includes corporate as well as nonprofit members, Partmership’s
participation in ENACT brings with it the potential to broaden the
coalition significantly.

#Hi#H
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ENACT

Effective National Action to Control Tobacco
' -- A Public Health Coalition --
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American Cancer Society Health Officials

American College of Chest Physicians Campaign for Tobacco-Free Kids
American College of Preventive Medicine National Association of County
American Heart Association and City Health Officials

Partnership for Prevention
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Sarah Thomas, ASFP 800-274-2237

— Public Health Groups Form Powerful Coalition to
Enact Comprehensive Tobacco Control Legislation and
Release Poll Showing Broad Public Support for National Efforts to Curb Smoking --

Washington, D.C. (October 1, 1997) -- Eleven of the nation’s most prestigious public health
organizations have formed the coalition ENACT (Effective National Action to Control Tobacco)
and have pledged to work with the Congress and the Administration to help pass comprehensive,
sustainable, effective, well-funded, national tobacco control legislation.

“The commitment made by all eleven organizations to come together to help pass legislation as
significant as this is unprecedented,” said John R. Seffrin, Ph.D., chief executive officer of the
American Cancer Society. “By sharing resources we can educate the public about the need for
national tobacco control policy. By joining forces we can activate millions of public health
advocates across the country. By uniting we can overcome any obstacle we face to take
advantage of this historic opportunity.”

ENACT also released a letter it sent to members of Congress pledging to work together-to help
pass strong bipartisan legislation.

The group also released new national poiling data that show strong public support for a
comprehensive plan to control tobacco use. Seventy-one percent of those polled during the week
following President Clinton’s tobacco policy announcement think it is important that the
Congress address a national tobacco control policy in the next six months. The survey also

- more -

P.O. Box 65168
Washington, DC 20035
Phone: (202) 293-1405
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found that 87 percent of the public is concerned about tobacco use by kids as a public health
1ssue.

An advertisement announcing the formation of ENACT and its pledge to help pass
comprehensive legislation appears in The Washington Post and The Washington Times today.

“The American Academy of Family Physicians, American Academy of Pediatrics, American
Cancer Society, American College of Chest Physicians, American College of Preventive
Medicine, American Heart Association, American Medical Association, Association of State and
Territorial Health Officials, Campaign for Tobacco-Free Kids, National Association of County
and City Health Officials, and Partnership for Prevention are standing together here today to say
to the American people that we will work with Congress, the Clinton Administration and anyone
else who will join us in the fight to enact national tobacco control legislation,” said Dr. Randolph
Smoak, Jr., vice chair of the American Medical Association’s Board of Trustees.

Building on decades of work by the public health community, the 1996 assertion of jurisdiction
over tobacco by the U.S. Food and Drug Administration, the principles in the recent Koop-
Kessler Report, the June 20th agreement negotiated between the state Attorneys General and the
tobacco industry, and President Clinton’s call for bipartisan legislation, ENACT members
released a consensus statement that outlines the important elements for effective legislation.
These elements include:

Full FDA authority over all tobacco products and nicotine delivery systems.
Tough penalties against the industry if tobacco use among children does not drop
substantially.

Significant price increases on the cost of tobacco products.

No marketing to children.

Broad disclosure of industry documents.

Provisions to ensure that federal law does not preempt more restrictive state and local
laws.

Support for important public health initiatives.

Funding for implementation of intemational tobacco control mitiatives.
Protections from secondhand smoke.

Help for tobacco farmers and their communities.

® & » @

In addition to documenting concern over youth tobacco use and the need for Congress to address
national tobacco control policy in the next six months, the poll also revealed that:

e By a margin of two to one, the public favors President Clinton’s approach to building on the
proposed tobacco settlement agreement to enact a national tobacco policy. Fifty-nine percent
of those polled favored the approach, with 29 percent opposed and 12 percent undecided.

e A majority also supports many of the more specific provistons of the president’s plan for a
national tobacco policy, including: full authority for FDA with no special restrictions (60% v.
28% opposed); a national minimum tobacco purchasing age with required photo

- more -
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identification checks to reduce youth access to tobacco (85% v. 10% opposed); stiff industry
penatlties if youth smoking does not decline (57% v. 34% opposed); a cigarette price increase
of as much as $1.50/pack if youth smoking does not decline (59% v. 33% opposed);
restricting smoking in public places (78% v. 16% opposed); and funding a national tobacco
use prevention/education program (70% v. 20% opposed).

» Seventy-three percent of respondents agreed that a national tobacco policy is important to
help parents discourage kids from smoking. Two-thirds (67%) believe that a national
tobacco policy is likely to reduce youth tobacco use, and almost one-half (49%) believe a
national tobacco policy is likely to reduce tobacco use by adults.

Findings from the poll, commissioned by the CAMPAIGN FOR TOBACCO-FREE KIDS, were
released at today’s ENACT news conference.

“It’s clear that there is overwhelming support for a comprehensive plan to protect both kids and
adults from tobacco,” said Dr. Ronald M. Davis, director of the Center for Health Promotion and
Disease Prevention at the Henry Ford Health System in Detroit, which is a member of
Partnership for Prevention. He also is a fellow of the American College of Preventive Medicine.

ENACT members said they thought Congress could pass legislation as early as the spring of
1998. Hearings on the issue are already taking place on Capitol Hill.

“We stand ready to work with the Congress and the American people to accomplish this
important goal,” said Dr. Michael C. Caldwell, Dutchess County (NY) health commissioner and

a board member and tobacco committee chair of the National Association of County and City
Health Officials.

###

Note to editors: A full summary of poll findings is available.
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CAMPAIGN Lor TOBACCO-FREE Kidls

PUBLIC SUPPORT FOR A NATIONAL TOBACCO POLICY
FINDINGS FROM A NATIONAL POLL

A recent telephone survey commissioned by the Campaign for Tobacco-Free Kids
reveals that the public is concerned about the tobacco issue and supports President
Clinton’s approach to enacting a national tobacco policy. The results demonstrate
broad support for the president’'s approach and the specifics of the plan, as well as the
belief that a national tobacco policy can reduce tobacco use by kids. The random
national survey of 1,000 adults, conducted by Market Facts’ TeleNation during the week
following the president’'s announcement (September 19-25), has a margin of error of + 3
percentage points.

1. IMPORTANCE OF NATIONAL TOBACCO POLICY

Aimost all respondents to the survey expressed concern about tobacco use by kids. A
large maijority believes Congress should address the issue in the next six months.

e Eighty-seven percent of the public is very (66%) or somewhat (22%)
concerned about tobacco use by kids as a public health issue. Similar levels
of concern are expressed for illegal drug use (91%) and AIDS (90%), while
drunk driving (97%) and violence (96%) draw slightly more concern.

+ Seventy-one percent of the public thinks it is very (42%) or somewhat (29%)
important that the Congress address a national tobacco control policy in the
next six months. Ninety percent believe Medicare reform is as important,
while campaign finance reform and fast track trade legislation are considered
as important by 76 percent and 70 percent, respectively.

« Seventy-two percent of those surveyed agree with the statement that it is
important to establish a national tobacco policy now rather than waiting for
lawsuits against the industry to conclude. Sixteen percent disagree, while 13
percent neither agree nor disagree, or do not know.

2. REACTIONS TO PRESIDENT CLINTON’S APPROACH

Respondents to the survey were told that the president issued guidelines for building on
the proposed agreement between the state attorneys general and the tobacco industry
to enact a national tobacco policy by: 1) Strengthening the FDA's authority to regulate
tobacco products; 2) Increasing the penalties on the tobacco industry if smoking by

- more -
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young people does not decrease; 3) Increasing the price of tobacco products to further
discourage use by young people; and 4) Helping farm communities to develop
alternatives to tobacco. ‘

¢ The public favors the president’s approach by a margin of two to one, with 59
percent in favor, 29 percent opposed, and 12 percent undecided.

¢ A majority of the public also supports many of the more specific provisions of
the president’s plan for a national tobacco policy, including:

Favor Oppose DK

Full Authority for FDA With No Special Restrictions 60% 28% 13%

Stiff Industry Penalties and Price Increases
Stiff industry penalties if youth smoking does not decline 57% 34% 9%

Increase price by as much as $1.50 if youth smoking
does not decline 59% 33% 9%

Expanded Efforts to Reduce Youth Access to Tobacco
National minimum age with required 1D checks 85% 10% 5%

Reduce access by banning vending machines and
placing ail tobacco products behind the counter 83% 13% 4%

Public Education, Counter Advertising, Cessation Assistance

Funding national prevention/education program 70% 20% 11%
Funds for programs to help smokers quit 7% 16% %
Restrictions on Smoking in Public Places 78% 16% 6%

Limits on Tobacco Advertising

Eliminating outdoor tobacco advertising 63% 28% 9%
Limit magazine advertising to black and white/text only

in publications with 15% youth readership 55% 29% 16%
Prohibit tobacco sponsorship of sports/entertainment 5% 36% 13%

3. USE OF TOBACCO INDUSTRY FUNDS FROM NATIONAL TOBACCO POLICY

Support for the various elements of the president’s plan is also evidenced by support
for the use of potential funds from a national tobacco policy for various purposes:

Favor Oppose DK
Enforce youth access laws B5% 10% 5%
Fund public education campaign 80% 12% 8%

- more -
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Provide cessation programs 79% 16% 6%
Conduct research on tobacco 78% 15% 7%

Help farmers develop alternatives 78% 13% 9%

Reimburse states for Medicaid costs , 56% 33% 10%
Compensate farmers for money lost 50% 40% 11%
Compensate sports/other events 35% 50% 15%
Pay smokers for damages 33% 54% 12%

4. PERCEIVED EFFECTS OF A NATIONAL TOBACCO POLICY

The public feels strongly that a national tobacco policy is necessary to discourage
tobacco use by kids and that it can be effective in doing so.

+ Seventy-three percent of respondents agree with the statement that a national
tobacco policy is important to help parents discourage kids from smoking.
Twenty-one percent disagree, while 6 percent are undecided or do not know.

» Two-thirds (67%) of the public believe that a national tobacco policy is very or
somewhat likely to reduce tobacco use by kids. Twenty-seven percent believe
it is unlikely to reduce tobacco use by kids, while 7 percent are undecided.
Almost one-half (49%) believe a national tobacco policy is likely to reduce
tobacco use by adults; 41 percent say this is unlikely.

#H##
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Effective National Action to Control Tobacco
- A Public Health Coalition -

American Academy of Family Physicians American Medical Assoclml_un
American Academy of Pediatrics Association of State & Territorial
American Cancer Society Health Officials

American College of Chest Physicians Campaign for Tobacco-Free Kids
American College of Preventive Medicine Nationai Association of County
American Heart Associaticn and City Health Officials

Partnership for Prevention

Consensus Statement of ENACT

Building on decades of work by the public health community, the 1996 assertion of
jurisdiction over tobacco by the U.S. Food and Drug Administration, the principles in
the recent Koop-Kessler Report, and the June 20 agreement negotiated between the
state Attorneys Generai and the tobacco industry, President Clinton announced on
September 17 his support for comprehensive federal legislation based on five key
elements to reduce tobacco use among ail Americans, but particularly among children.

Our organizations support the President’s call for bipartisan legislation and pledge to
work with the Administration, Members of Congress, the public health community and
the American people to achieve this goal.

We have an historic opportunity to prevent and dramatically reduce tobacco use among
children and adults and reduce secondhand smoke in public places and worksites. Our
priority is the enactment of comprehensive, sustainable, effective, weli-funded tobacco

control legislation.

This is a singular and unique opportunity to protect children and save lives. Therefore,
we are committing our resources, including our millions of members, volunteers and
staffs, to the opportunity for fundamental change that is possibie now, while piedging to
continue to work on longer term public health goals.

The following are important elements for effective legistation and must be adequately
funded:

o Fuil FDA Authority: The FDA must have full jurisdiction over all tobacco products
and nicotine delivery devices. Furthermore, the FDA must be permitted to use the
same procedures in regulating tobacco, and its decisions should be subject to the
same standard of review that generally apply under the Food, Drug, and Cosmetic
Act,

» Tough Penalties: The tobacco industry must be subjeét to significant penalties if
tobacco use among children does not drop substantially. The penalties should be
non-tax deductible, uncapped, escalating and brand-specific to youth tobacco use to
give the tobacco industry the strongest possible incentive to stop targeting children.

P.0. Box 65168

Washington, DC 20035
Phone: (202) 293-1405



Price Increases: The cost of tobacco products should be increased well beyond the
$0.62 per pack projected under the state Attorneys General agreement in order to
deter children from taking up their use, whether through an increase in state and
federal excise taxes, maodifications in the tax treatment of annual payments, and/or
price hikes from the tobacco companies due to increased settlement costs.

No Marketing to Children: Tobacco marketing and advertising to children must be
prohibited.

Document Disclosure: To ensure that patterns of corporate maifeasance are
disclosed and effectively checked in the future, tobacco legislation must provide for
broad disclosure of industry documents, especially those containing scientific or
other heaith information or relating to the industry’s attempts to market tobacco to
children.

No Preemption: Any federal legisiation should explicitly provide that state and local
governments are not preempted from establishing or retaining requirements equal to
or more stringent than any federal requirement (including taxation) relating to

tobacco control, other than requirements regulating the content of tobacco products.

Public Healith Initiatives: Legislation should include improved warning labels,
provisions to eliminate youth access to tobacco, public education, tobacco use
cessation, research, and state and local tobacco control activities.

International Leadership: A portion of any funds should be earmarked for
international organizations and federal agencies for the implementation of
international tobacco control initiatives. Furthermore, the President should issue an
Executive Order prohibiting the U.S. Trade Representative, the Department of
Commerce, U.S. Embassies, and other federal agencies from interfering in any
efforts by foreign national governments to curb tobacco use.

Secondhand Smoke: The public's protection from secondhand smoke hazards
should be included as an integral part in any national tobacco policy. This should
include federal environmental tobacco smoke restrictions for restaurants without
preempting tougher local and state laws.

Protection of Tobacco Farmers and Their Communities: The impact of the
legislation on tobacco farmers and their communities should be addressed.

Each organization has identified additional ways to achieve our shared goal, and will
wark to implement those provisions which are unique to its constituency and goals.

Together, we are committed to improving public health; our organizations have long
been devoted to reducing the use of tobacco, particularly among children. We join
together now to support an effective national policy on tobacce control.
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ENACT

Effective National Action to Control Tobacco

— A Public Health Coalition -
American Academy of Family Physicians American Medical Association

American Academy of Pediatrics Association of State & Territorial
American Cancer Society Health Officials

American College of Chest Physicians Campaign for Tobacco-Free Kids
American College of Preventive Medicine National Association of County
American Heart Association and City Heaith Officials

Partnership for Prevention

[Sample of letter sent to all Members of Congress]
October 1, 1997

The Honorable Trent Lott
United States Senate
Washington, D.C. 20510

Today we stand on the brink of making tremendous gains in the fight to save lives
and protect children from tobacco. We applaud the work that has been done by
Congress, the state Attorneys General, the Koop/Kessler Committee, public health
advocates, and President Clinton to create this historic opportunity.

The President’s recent action moved us a step closer to achieving a naticnal tobacco
control plan to drive down youth and adult smoking rates, help addicted smokers
quit, and stop our young people from ever starting to use tobacco products. Now, we
must all work to make this a reality.

Our public health organizations have joined together as a coalition, ENACT (Effective
National Action to Control Tobacco), to help achieve a national, comprehensive and
sustainable program to protect Americans from tobacco. We offer our assistance
and urge you and your colleagues in the Congress to craft effective legislation to
make this program possible.

This is an historic opportunity to protect children and save lives, and therefore we are
committing our resources, including our millions of members, volunteers and staff, to

this challenge. We intend to reach out to the American people, who overwhelmingly

support efforts to protect children from tobacco.

A recent telephone survey found that 87 percent of the public is concerned about
tobacco use by kids as a public health issue. Additionally, 71 percent of the public
thinks it is important that Congress address a national tobacco control policy in the
next six months.

P.0. Box 65168
Washington, DC 20035
Phone: (202) 293-1405
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With so many of our children falling to tobacco addiction every day it is critical
that we take action. We look forward to working closely with you, the Clinton
Administration, the entire public health community, and the American people to
ensure success in the 105th Congress.

Please let us know how we can assist you in this endeavor.

American Academy of Family Physicians
American Academy of Pediatrics

American Cancer Society

American College of Chest Physicians

American Coilege of Preventive Medicine
American Heart Association

American Medical Association

Association of State and Territorial Health Officials
Campaign for Tobacco-Free Kids

National Association of County and City Health Officials
Partnership for Prevention

(Attachment)
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Effective National Action to Control Tobacco

- A Public Health Cealition -
American Academy of Family Physicians American Medical Association
American Academy of Pediatrics Association of State & Tervitorial
American Cancer Society Health Officials
American Coltege of Chest Physiclans Campaign for Tobacco-Free Kids
American College of Preventive Medicine National Asgociation of County
American Heart Association . and City Health Officlals
Llst of contacts Partnership for Prevention
Members

ENACT coalition:

American Academy of Family
Physicians

Sarah Thomas

Director of Communications

Tel 1-800-274-2237

American Academy of Pediatrics
Marjorie Tharp

Public Affairs Manager

Tel 202-347-8600

American Cancer Society
Emily Smith

Director of Communications
Tel 202-546-4011

American Coillege of Chest Physicians
Lynne Marcus

Vice President of Public Affairs

Tel 847-498-1400

American Coliege of Preventive Medicine
Suzanne Leous

Director of Public Affairs

Tel 202-466-2044

American Heart Association

Trish Moreis

Manager, Public Advocacy Communications
Tel 202-785-7900

American Medical Association
Brenda Craine

Association of State and
Territorial Health Officials

Cheryl Beversdorf

Executive Vice President

Tel 202-371-9080

Campaign for Tobacco-Free Kids
Kay Kahler Vose

Director, Communications

Tel 202-296-5469

National Association of County
and City Health Officials

Donna Grossman

Director of Government Affairs

Tel 202-783-5550

Partnership for Prevention
Kelley O’Brien

Director of Government Affairs
Tel 202-833-0009

Assistant Director - Media and Information Services
Tel 202-789-7447
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- AMA CALLS TOBACCO DEAL “A LANDMARK EFFORT”
BUT MODIFICATIONS MUST BE MADE
The American Medical Association today announced support for a “comprehensive
legislative solution™ to reduce underage tobacco use based on the proposed tobacco
settlement agreement - if Congress adopts critical improvements.
The AMA released a 45-page report, which calls for strengthening the agreement,
especially two “essential” provisions that would “achieve real, permanent, major public
health benefits.” The AMA recommendations would strengthen the FDA’s jurisdiction
over tobacco products — so that the FDA is given the same authority over tobacco
products that it has over other drugs and devices, and increase the penalty paid to the

" tobacco industry from $80 million o as much as $423 million for each percentage of

underage use above the targets for underage smoking (based on the lifetime social costs
of tobacco use).
Richard F. Corlin, MD, speaker of the AMA's House of Delegates, called the agreement
a “landmark effart,” which contains many otherwise unachieveble benefits, The AMA
outlined nine advantages to addressing the tobacco problem through an improved version
of the proposed settlement, rather than continuing litigation and piece-meal législaﬁon,
including the fact that the settlement would generate between $4.5 and $7.5 billion per
year in funding for public health programs, would confirm FDA jurisdiction and
implement unprecedented youth access and advertising restrictions irnmediately, and
would established an ambitious set of targets for reducing underage smoking.

1101 Vermont Avenue, NW
Wastington, DC 20005
202 780-7400



“The danger is that once the tobacco industry gets the relief it seeks, there is no incentive
for them to cooperate further,” Dr. Corlin said. “In other words, we Have to get it right the
first time.” o

The AMA will now tuen its attention to gaining public health support and legislative
approval for a re-vamped settlement proposal that is modified according to task force
recommendations, while offering medicine’s input to the Clinton administration as it
continues to evaluate the initial settlement proposal. |

“We will lobby vigorously for the adoption of these changes as part of any
comprehensive legislation passed by Congress and signed by President Clinton,” sald
Randolph Smoak, M.D., AMA Vice Chair. “The AMA’s commitment is to help organize
a broad-based public health coalition that will engage leaders in Congress and the White
House on behalf of America’s young people who, for teo long, have been seduced by
ugarette-makers

. The Task Force report calls for several additional changes in the agreement, including
certain “ strongly recommended” modifications:

e increasing the price of cigarettes by $1.00 per pack as opposed to the proposed $0.62
per pack;

» allowing the FDA to progressively tighten the Look Back program after ten years
wnh the goal of reducmg underage.tobacco-use to-incidental levels;

N
(/- clanfy:ng the preemptive effect of federal youth access restrictions so that states and /
.. local governments may impose cm'l sancuons on 'oobacco retailers beyond the federal

r.mmmtnn, . T

o expanding the restrictions to tombstone-only .advetﬁsing for ali publications.

» assuring that the Look Back program for reducing underage use of smokeless tobacco
is identical to targets for reducing underage smoking,

###



PROPOSED TOBACCO SETTLEMENT AGREEMENT

EXECUTIVE SUMMARY AND STATEMENT OF
THE AMERICAN MEDICAL ASSOCIATION BOARD OF TRUSTEES

“The proposed tobacco litigation settlement represents a landmark effort to overcome the scourge of
underage smoking and to achieve substantial and permanent reductions in tobacco use. At the same
time, it effectively eliminates the most significant threats of civil liability to the tobacco industry. With
these threats eliminated, the tobacco industry will have little incentive to return to the bargaining table.

It is essential, therefore, that the settlement produce real, permanent, and major public health benefits.
To determine the extent to which it does, the American Medical Association (AMA) commissioned a
Task Force, which included members of the AMA Board of Trustees, its House of Delegates,
independent physician experts in tobacco control and experienced legal and economic public policy
consultants, to undertake a comprehensive analysis of the proposed tobacco litigation settlement from a
public health perspective. The Task Force report is attached hereto. The Board of Trustees of the AMA
endorses the report and recommendations of the Task Force in their entirety.

The AMA believes that the proposed settlement offers a promising basis for delivering on the
required public health benefits. The settlement also has a number of advantages relative to continued
litigation and piecemeal legislative reform. For example, the settlement provides funding for public
health initiatives and enforcement, and it puts a2 new regulatory regime in place immediately. On the
other hand, critical improvements must be made if the proposed settlement is to produce the desired
results.

* In particular, two changes are essential. First, the FDA must be given the same authority over
tobacco products that it has over other “drugs” and “devices” under the Food, Drug and Cosmetic Act.
The ‘only exception should be the 12-year moratorium on any FDA action implementing a prohibition
of traditional tobacco products or the elimination of nicotine from tobacco products. The settiement

negotiators evidently agreed to this moratorium in order to provide the tobacco industry some
predictability about future FDA regulation. But achieving predictability does not require burdening
FDA regulation with ill-advised substantive and procedural hurdles that have not public health
rationale.

To effectuate this change, the following revisions to the legislation implementing the proposed
settlement, or their equivalent, should be adopted:

e There should be a constructional principle indicating that FDA has full authority over
all tobacco products and nicotine delivery devices unless a specific exception is
expressly set forth in the legislation.

¢  The settlement should be clarified by eliminating any language that suggests that FDA
authority to regulate tobacco products is limited in ways other than the 12-year
mora_ltorium.

¢  FDA should be permitted to use the same procedures, and its decisions should be subject to
the same standard of review, that generally apply under the Food, Drug and Cosmetic Act.



The definition of “tobacco product” should be clarified to include pipe tobacco, cigars, and
any other tobacco product.

_ Second, the Look Back surcharge program designed to create a financial incentive for tobacco

companies to reduce underage smoking must be given real teeth. It must provide reasonable assurance
that each tobacco company achieves the targets for reduction in underage tobacco use that are set forth
in the proposed settlement. If the tobacco industry is to be relieved of any significant civil liability and
if FDA jurisdiction is to be subject to a 12-year moratorium for elimination of nicotine, then it is
essential that a program of financial incentives be put in place that will guarantee significant reductions
in underage smoking. '

To effectuate this change, the following revisions to the legislation unplementmg the proposed
settlement, or their equivalent, should be adopted:

The Look Back surcharge payments should not be subject to the automatic pass through and
should not be tax deductible

The Look Back surcharge payments should be assessed against each individual company
based on reductions in underage use achieved by that company. They should not be assessed
on the basis of collective industry responsibility.

The Look Back surcharge payments should be based on the discounted present value of the
lifetime social costs of tobacco use, not restitution of profits. We estimate that the penalty
should be increased to a level of $400 to $450 million for each percentage of underage use
above the target on an industry wide basis (in contrast to $80 million in the proposed
settlement),

The $2 billion cap on annual sin‘charge payments should be eliminated. Any cap should be

“based on a multiple of company profits from underage use or on total company profits in the

domestic market.

Tobacco companies that exceed the targets should be given a financial credit. There should
be no abatement for compliance with regulations and corporate good faith.

Beyond these essential changes, the AMA strongly recommends the followm,g additional
modifications to the proposed settiement.

The price of cigarettes should be targeted to rise by about $1.00 per pack, as opposed to the
$0.62 per pack projected under the proposed settlement. This can be accomplished by an
increase in the cigarette excise tax, by upward adjustments in the Annual Payments, or by
modifications in the tax treatment of existing Annual Payments.

The FDA should have authority progressively to tighten the targets of the Look Back program
after the ten-year period addressed by the proposed settlement, with a goal of reducing
underage tobacco use to incidental levels.



¢  The preemptive effect of federal youth access restrictions should be narrowed and
clarified so that states and local governments may impose civil sanctions on tobacco
retailers beyond the federal minimum.

o  The preemptive effect of federal advertising restrictions should be narrowed and clarified so
that states and local governments may regulate local advertising and marketing and may
impose counter-advertising requirements on tobacco companies.

o  The restriction on advertising to tombstone-only format should be extended to
all publications.

* A federal agency (such as HHS) should be given overall responsibility for
disbursement of the Public Health component of the annual Payments, including
oversight of grant recipients and authority to make adjustments in allocations in
future years.

e The provisions regarding nonsigning companies should be modified so as to
avoid erecting unnecessary barriers to new entry.

e  The Look Back program should have targets for reduction of underage use of
smokeless tobacco identical to the targets for reduction in underage smoking.

Throughout its report, the Task Force recommends a number of additional clarifications or
refinements.

If the changes that the Task Force has identified or equivalent changes are adopted by the
Administration and Congress, the proposed settlement would be an historic event if the life-or-death
struggle to reduce tobacco use to a minimum. Accordingly, the Board of Trustees of the AMA has
committed the resources of the AMA to press for the inclusion of these changes in any legislation
adopted by Congress.
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ANALYSIS, REPORT, AND RECOMMENDATIONS OF
THE AMERICAN MEDICAL ASSOCIATION TASK FORCE ON
THE PROFPOSED TOBACCO SETTLEMENT AGREEMENT

Introduction

The proposed tobacco litigation settlement represents an historic opportunity.
Structuced propetly, the settiemeat could provide a powerful and effective tool for overcoming
th;". scourge of underage smoking and for achieving substaptial and permanent reductions in

- topacco use. The sertlement would also permit these goals to be pursuéd immediately, without
thg uncerainty and delay of further litigation.

! Yet the proposed settlement is also fraught with peril. It gives the tobacco industry
what it most desperately wants: relief from the threar of significant civil liability. It ts the
thteat of such liability, more than anything else, that has brought the industry to the bargaining
table. Once that threat is removed, the industry will have lirtle incentive to cooperate further.
Tﬁ’us. it is essential that the settlement produce real, permanent, and major public health
be'}le;ﬂts.' '

! The Task Force has undertaken a comprehensive analysis of the proposed settlement.
We believe the negotiators have produced a framework that provides a promising basis for
delivering on the required public health benefits. On the other hand, a number of critical
improvements must be made if the settlement is to produce the desired results.

| i In particular, the Task Force believes that two changes are essential:
-

. The Food and Drug Administration (FDA) must be given express authority to
regulate tobacco products in the same manner, using the same procedures, as
would generally apply to drugs and devices, with one exception: FDA would be
subject to a 12 year moratorium against implementing action that would ban the
sale of traditional tobacco products or require the elimination of nicotine from
such products.

. The Look Back surcharge program, designed to provide financial incentives to
tobacco companies to achieve stated targets in the reduction of underage
smoking, should be given real teeth. As structured in the proposed settiement,
this program would be ineffectual. We propose realistic sanctions that assure
that the targets for underage smoking reduction set by the negotiators will
actually be met. o

! An ideal legislative package for regulating tobacco products would contain all of the
provisions set forth in previous AMA policy statements and many of the elements advocated in

1




the Koop-Kessler Advisory Committee Report.! Such a package might include full,
immediate, and complete authority for FDA 10 regulate all tobacco products and their
ingredients; a complete prohibition on tobacco advertising and promotion; a substantial
increase in excise taxes to raise the pnce of tobacco products; and complete disclosure of all
confidentia] tobacco company documents dealing with the composition of health and safety
issues related to tobacco products and marketing efforts.

The proposed settlement falls short of the ideal on these and many other issues. Such,
however, is the nature of settements. The AMA remains committed to achieving all the
positions set forth in its existing policy statements. Nevertheless, the fact that the proposed
settlement is less than ideal does not necessarily mean that a comprehensive settlement should
be rejected from a public health perspective.

There are a number of advantages to addressing the tobacco problem by a
comprehensive settlement rather than by continuing litigation and piece-meal legislation. These
advantages include the following:

. The settlement would generate between $4.5 billion and $7.5 billion per year in
funding for public health programs, including FDA enforcement initiatives.
This is far more mopey than would be appropriated by Congress in conjunction
with stand alone legislation or continuation of FDA's current regulatory efforts.

. Because the substantial Apnual Payments required by the settlement (rising to
$15 billion per year after year four) must be passed through to consumers, the
settlement operates like a de facto sales tax increase for cigarettes and smokeless
tobacco. It is possible, but highly uncertain, that an explicit sales or excise tax
increase of the same magnitude could be enacted in the near fumre.

. The major tobacco companies would enter consent decrees in which they would
promise to abide by restrictions on advertising and other constraints even if the |
parallel provisions in the legislation were declared unconstitutional. This
provides additional assurance that the ag:eemenr s advertising controls can be
put in place and remain effective,

. The funding generated by the settlement can be disbursed to the states by the
federal government, thereby providing a secure constitutional foundation for
federal standards for state retail licensing statutes and other desirable measures
that might exceed the authority of the federal govermment to impose on the
states directly.

! Final Report of the Advisory Committee on Tobacco Policy and Public Health, Co-Chairs: =~
C. Everett Koop, M.D., Sc.D. and David A. Kessler, M.D. (July 1997).
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A system of financial incentives on tobacco companies is put in place to reduce
underage smoking. Imposing a similar system on companies without their
consent would be difficult to achieve politically.

The settlement provides for the establishment of a national tobacco document
depository open to the public containing many previously non-public or
confidential documents from the files of the tobacco industry, Although tobacco
companies can still invoke common law privileges with respect to these
documents, stand alone legislation requiring the creation of such a deposxtory
would encounter stiff resistance and legal challenges from the companies.

The settlement provides for the enactment of The Smoke-Free Eavironment Act
of 1993, which adopts tough minimal federal standards for second hand tobacco
smoke in all public buildings. It is doubtful thar this legislation would
otherwise be adopted in this form in the foresecable future. Although OSHA
could promulgate similar rules for worksites under its current authority, to date
it has not done so and any such action would be delayed by judicial challenges.

Resolving tobacco litigation.by senlement permits both sides to save litigation
costs. These savings can be devoied, in part, to activities with direct public
health benefirs.

Perhaps most importantly, settlement allows a new regulatory regime for
tobacco products to be put into place immediately. Continuing down the current
path of litigation plus efforts to regulate under FDA's and other agencies'
existing authority would result in a tobacco control policy that is uncérain,
uneven, and burdened by protracted delays.

Taken together, the advantages of sertlement suggest thar some compromise relative to

ﬂze;deal package of legislative reforms is justifiable. This daes not mean, of course, that the
partxauar compromxses contzined in the proposed setticment age acceptable. :

|
H

In this document, the Task Force has endeavored to assess the public health

implications of the proposed settlement, suggest clarifications that appear to be within the
overall expectations of the negotiators, and recommend certain modifications that we regard as
esseatial if tobacco use — particularly use by minors — is to be meaningfully curtailed. We
havé approached this task as physicians whose primary concem is to promote, preserve, and
protiect their patients’ health. We hope that our analysis will be of assistance to the

i
|

Administrarion, the Congress, and members of the public.



The Board of Trustees of the American Medical Association has endorsed the
recommendations of the Task Force. It has committed the resources of the AMA to press for

their inclusion in any legislation adopted by Congress.
L FDA Jurisdiction.

The proposed settlement calls for legislation that would expressly confer jurisdiction on
FDA to regulate tobacco products. Such legislation would immediately Tesolve the current '
legal challenge to FDA's authority, and would place the full weight and authority of Congress
and the American people behind FDA regulatory efforts. In these respects, the settlement is
clearly desivable.

On the other hand, provisions in the proposed settlement that are likely to limit or
frustrate the effectiveness of FDA oversight must be minimized. The tobacco industry would,
of course, like to secure predictability about the future of FDA regulation of tobacco products.
Such predictability, however, should not take the form of ill-advised substautive and

procedural hurdles that may unduly burden FDA efforts to protect and enhance the public
health.

(1) Express Conferral of Jurisdiction on FDA.,

Although FDA has asserted jurisdiction over tobacco products under current law, its
authority to do so is under challenge.

. Strong argumcnts heve been advunced in support of FDA jurisdiction under
current law. Moreover, recent revelations about the intent of tobacco
cormpanies to use tobacco products to affect the structure or function of the
human body enhance the force of FDA's conclusion that these products meet the
Iegal definitions of “drug” and "device” under the Food, Drug and-Cosmetic
Act.

. Further, a federal court in North Carolma has sustained FDA's jlmsdlcnon over
' tobacco products in a thorough opinion.?

. Nevertheless, that ruling is now on appeal. Whether the Court of Appeals —or
possibly the Supreme Court — would ultimately sustain or reject FDA
jurisdiction over tobacco products under current law is a difficult question that
has divided legal experts.

2 Coyne Beahm, Inc. v. Kessler, 958 F.Supp. 1060 (D. N. Car., April 25, 1997).
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There thus remains a possibility that the courts will ultimately decide that FDA lacks any
authority, or has only limited authority, to regulate tobacco producrs under current law.

The settlement eliminates this legal uncertainty and expressly confers jurisdiction on the

FDA to regulate tobacco products and ingredients, tobacco product mamfacturing, marketing,
and access (o tobacco products.

! . Moreover, the adoption of legislation expressly conferring authority on FDA to
! regulate tobacco would lend legitimacy to the agency's efforts. |

. With a new legislative mandate, FDA will be more likely to receive support
! from the general public for its efforts aggressively to regulate tobacco products.
|
Of course, Congress has the power to adopt legislation confirming FDA jurisdiction to
regulare tobacco products without the settlement. Realistically, however, the chances of such
legislation being adopted are greater if pmented as part of a settlemenr that has the support of
the tobacco industry.

a .
i (2) The Scope of FDA Jurisdiction.

: In addition to confirming FDA s jurisdiction 10 regulate the sale and promotion of
tobacco products, the settlement expressly directs FDA to regulate in ways that go significantly
beyond that contemplated in the FDA's 1996 regulations, "Restricting the Sale and
Distribution of Cigarettes and Smokeless Tobacco to Protect Chﬂdren and Adolescears."? For

emple

. The FDA would be authorized to promulgate rules governing the testing,
reporting, and disclosure of tobacco smoke constituents about which the FDA
: believes the public should be informed in order to protect public health.

- Mamufacrurers would be required to provide FDA with a list of all ingredients,
' substances, and compounds which are added to their tobacco products and,
within ﬁveyearsaﬁerenacunemofthem toconductsafety assessnents on
such addirives. :

. Mamufacturers would be required to notify FDA of any technology-that they
develop or acquire that reduces the risk from tobacco products and. for a

§ reasonable fee, to license this technology to corapanies that are subject to the

same restrictions. Additionally, FDA would have the authority to mandate the

{ introduction of less hazardous tobacco products that are technologically feasible.

i
3 61 Federal Register 44396 (August 28, 1996).
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. Tobacco product manufacturers would be subjected to good manufacturing
practice statdards in a manner similar to the oversighr exercised by FDA over
other drug and device manufacturers.

. FDA would be permitted to adopt "performance standards® that could require
the modification of tobacco products to reduce the harm they cause, including
| (subject to restrictions discussed below) modxﬁcanons in nicotine content.

E " These additional forms of regulation could be asserted by FDA on its own authority if
1tsl jurisdiction to promulgate the 1996 regulations is upheld by the courts. However, the
sef.demem probably accelerates the timing of these additional forms of regulation.

. If there were no settlement, FDA might wait until all appeals are exhausted
before moving to adopt any of the additional regulations contemplated by the
~ settlement. These appeals might not be resolved for several years.

»  FDA might also lack funding to rake on some of these additional forms of
i regulation - something which the settlement provides. Congress has not been
| eager to increase substantially the funds available to FDA to regulate tobacco

! products.

: :

| (3 Limitations on FDA's Jurisdiction.

! Ideally, any legislation confirming FDA jurisdiction to regulate tobacco products would
permit the agency to adopt any form of regulation consistent with the public interest. This
ap;i,roach may not be possible within the context of a settlement. However, even if it is
necessary to recognize some limitations on FDA authority — at least for a period of time --
those limitations should not include substanrive and procedural barriers that bave no plausible
puug;:c health justification and that are likely to frustrate FDA efforts to reduce the adverse
public health effects of tobacco use. .. ,

G

,  Set forth bclowareseveralareasmwhmhdlcpmposed settlanen:xmpos&s
uuacceptable limitations on FDA authority or where the language is sufficiently ambiguous to
l'quPm clarification to assure that unaccepmble limitations are not created through
mterpretanon



(a)  Except as Expressly Stated, FDA's Authority Over Tobacco
Products Should Be No Different From Its General Authority Over
Drugs and Devices.

The general approach to FDA authority in the-proposed settlement appears to be one of
.enumerated powers." The sextlement lists and describes a number of categories of FDA
authonty over tobacco products, including advertising and marketing, youth access, reduced
nsk products, performance standards, manufacturing oversight, access 1o company
mermatlon. and non-tobanco ingredients.

. There is a danger that such an approach will lead to th¢ inference that if a
specific power is not granted to FDA, it is by implication denied.

. For example, if FDA is not specifically given authority to regulate flavoring
ingredients, can FDA regulate flavorings that have strong appeal to youths (such
as cherry flavoring in smokeless tobacco) under its authority to regulate non-
tobacco ingredients shown to be “harmful"?

; . Similarly, FDA may want to acquire information about, or require companies to
i perform safety assessments concerning, ingredients contained in substances
derived from tobacco, as well as ingredients added to tobacco. It is not clear

i that the settlement as drafted would permit this (L.F.).

i

' A better approach would be to grant FDA full authority over tobacco products as

"drugs” and “devices” under the Food, Drug and Cosmetic Act, subject to express exceptions.
I e The burdea should be on the tobacco companies to spell out with specificity the
: ways in which FDA authority to Iegulate tobacco products as drugs or devices

will be lmuted

J The burden should not be on govemment regularors and the public health
community to imagine every conceivable issue that might arise in the future,
and to devise specific statutory language conferring au&onry on FDA to tackie
the problem.

war T emamm s e

i Any legislation implementing the settlement should therefore include a constructional
prmcxple stating that, except as otherwise expressly indicated, FDA has alf power and
au[honty o regulate all wobacco products as drugs and devices under the Food, Drug and
Cosmcucs Act.

|
|
|
|
!
i
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()  Restrictions on the FDA's Promulgation of "Performance
Standards."

* The most serious and unacceptable limitations on FDA authority are substantive and

procedural barriers piaced on FDA's authority to issue performance standards requiring the
modification of tobacco products to reduce the harm they cause.

. The partics to the settlement appear to have reached an understanding to the effect that,

for twelve years, FDA may not order a fundamental alteration of traditional tobacco products
(for example, by mandating the elimination of nicotine).

i
i
|
|
!

For the first 12 years, FDA “shall be permitted to adopt performance standards
that require the modification of existing tobacco products, including the gradual
reduction, but not the elimination, of nicotine yields, and the possible
elimination of other constituents or other harmful components of the tobacco
product” (LLE.5.A.). : .

After the first 12 years, FDA may "require the alteration of tobacco products
then being marketed, including the elimination of micotine and the elimination of
other constituents or other demonstrated harmful components of the tobacco
product” (I.E.5.B.).

Althot'lgh undestrable, this moratorium is undoubtedly the result of compromise. It may be
_ crirical to providing some predictability to the tobacco industry about the future course of FDA

regulation.

l However, the Janguage that reflects the 12 year moratorium includes a number of
troubling ambiguities which should be clarified in a sarisfactory fashion.

The proposed settlement says that FDA may not prohibit "the sale to adults of
traditional tobacco products” (I.LE.5.). Yet it also says that an FDA order
requiring a fundamental alteration (such as the elimination of nicotine) after the
12 year moratorium "shall not be deemed to violate the prohibition on the sale
of traditional tobacco products to adults” (I.E.5,B.n.1.). ‘This is confusing-and
a potential source of mischief. The legislation should clarify that only during
the first twelve years after implementation of the settlement is FDA prohibited
from banning "the sale to adults of traditional tobacco products.”

In order to require the modificarion of tobacco products during the first 12 years
or direct a fundamental alteration in tobacco products after 12 years, the FDA
must find that its regulation "will not result in the creation of a significant
demand for contraband or other tobacco products that do not meet the product
safety standard."” Such a finding could be virtvally impossible to make with
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. respect 10 any substance for which there is a strong public demand. The

legislation should clarify that demand for contraband is one factor 10 be
considered by FDA as marter of protecting the public health, but is nov an
absolute precondition to any regulation.

A footnote in the proposed settlement (I.LE.5.B.n.2.) could give rise to a
negative inference that FDA's authority to modify tobacco products during the
12-year moratorium does not extend to ordering reductions in nicotine content
on the ground that nicotine is addictive (as opposed to finding that it has direct
adverse heaith effects). Any such inference should be disclaimed. Rather, it
should be made clear that FDA may order modifications in nieotine content

(short of a total elimination) during the moratorium for any reasons that it

deems necessary to promote the public health.

Equ.ally troubhng are a pumber of procedural barriers to the regulauon of tobacco
produc:s that do not generally apply to FDA regulation of drugs and devices.

FDA rules requiring either the modification or the fundamental alteration of
tobacco products are subject to highly cumbersome formal rulemaking
proceedings — as opposed to the informal rulemaking ordinarily used in FDA
regulations pursuant to §701(a) of the Act. Informal rulemaking procedures
should apply.

FDA rules requiring either the modification or the fundamental alteration of
tobacco products are subject to unusually stringent standards of judicial review.
With respect to any action to modify tobacco products, FDA must sustain its
findings by *substantial evidence"” (as opposed to the usual and somewhat more
lenient “arbitrary and capricious” standard). With respect to any action to
require fundamental alterations in tobacco products, FDA must sustaig its
findings by a’ "preponderance of the evidence” (the standardaplaintiffmusr
satisfy in an ordinary civil trial). The "arbitrary and capncxous standard of
review should govern.

Rev1ewmg courts are instructed to defer to FDA's ﬁndmgs only to the extent
that they fall within the agency's "ficld of expertise.” The FDA is not
ordinarily required to demonstrate that any particular finding is within its
cxpertise. No demonstration of particular FDA expertise should be required.

The proposed settlement says that any performance standard requiring a
modification of existing tobacco products "shall be subject to the current
procedures of the Regulatory Reform Act of 1996 to provide time and a process
for Congress to intervene should it so choose™ (I.E.5.A.). This appears to be a
reference to Section 251 of the Small Business Regulatory Enforcement Fairness

9



Act of 1996, Pub. L. No. 104-121, which provides that any *major rule” must
be submitted to Congress for sixty days to allow Congress to consider enacting a
Joint resolution of disapproval. Apparently the settlement would mandate that
this procedure be followed even if it would not be independently required by the -
terms of the 1996 Act. or if the 1996 Act were repealed or invalidated. This
provision should be deleted.

There is no evident justification for the foregoing procedural limitations other

than to erect additional barriers to any FDA regulation of tobacco products — barriers
not generally placed in the way of FDA regulstion of drugs and devices. Given the
moratotium on any FDA action requiring the fundamental alterarion of tobacco
products, we see no legitimate justification for these procedural hurdles.

{(c) The Definition of "Tobacco Product.”

The proposed settlement gives FDA authority over "tobacco products.” ‘This term is
said to have the same definition as contained in the FDA's 1996 regulations. The settlement
also apparently covers "Roll Your Own, Little Cigars, Fine Cut, etc.” (LE.1.).

Because the FDA in its 1996 regulations elected not to regulate pipe tobacco and
cigars, an argument could be made that the regime established by the proposed
settlement excludes pipe tobacco and cigars.

FDA authority to investigate and regulate pipe tobacco, cigars, and all other
tobacco products and nicotine delivery devices should be made explicit. Cigar
smoking, including such smoking by young persons, is on the rise. This trend
may accelerate, especially if the price of cigarettes rises significantly because of
the pass through of Annual Payments rcqm.red by the settlement. Mozreover,
future forms of tobacco use, £.g., variants on smokelws cigarettes," cannot be
foreseen.

More gencrnlly there is reason to.believe that the market for traditional tobacco
products containing nicotine and nicotine delivery devices such as inhalers may soon converge.
It would be desirable to have all nicotine dehve:y devices subject to a smgle integrated
regulatory scheme.

All tobacco products should be subject to a single, comprehensive, regulatory
scheme.

Any legislation enacted as a result of the settlement should be drafted so that
eventually all nicotine delivery devices -- whether based on tobucco or not — are
subject to a single, comprehensive, regulatory regime.

10
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I.  Advertising and Marketing Restrictions.

The proposed settlement includes restrictions on marketing and advertising that extend
beyond the FDA's 1996 regulation.

[ ] -

M
I
)oe issue raised by these advertising restrictions is whether they will survive judicial

FDA's 1996 rules restrict wbacco adverising to FDA approved media; restrict
advertising to black text on white background in publications likely to reach
minors; ban tobacco billboards within 1000 feet of schools and playgrounds;
require tobacco products and advertisements to include the label "nicotine
delivery device;” ban the use of promotional merchandise; ban offers of gifts;
and ban sponsorship of concerts and spornng events. -

The proposed settlement would incorporate requirements at least this restrictive
in the legislation.

In addition. the scitlement would ban all use of human images and cartoon
characters in any advertising; ban all billboard advertising; prohibit tobacco
advertising on the Internet; ban indirect payments to movies and music videos to
glamorize smoking; require new and more emphatic warning labels
("WARNING: Smoking can kill you*, etc.); and require that waming labels
comprise 25% of front panels of packages.

First Amendment Issues.

challenge based on the First Amendment.

We believe that the courts would ultimately uphold the FDA's 1996 advertising
regulations, given the record compiled by FDA showing a compelling public
health rationale for reducing underage smoking, and the fact that FDA's
regmauonsarelmutedtomedmlikclytobesecnbymmors _

Because the provisions of the proposed settlemem go beyond the FDA
regulations, they would likely encounter a more wgomus First Amendment

challenge.

We do not suggest that these provisions cannot be defended with equal vigor,
nor do we believe that they would be struck down. But the probability of
sustaining them would be somewhat Jower than is the case with respect 10 the

FDA regulations.

In order to maximize the chances that all advertising restrictions will be upheld,
any legislation resulting from the proposed settlement should include express

11



findings and statements of purpose that emphasize the importance of reducing
smoking among adults as well as minors. Such findings and statements of
purpose would make it easier to justify the extension of advertising regulation to
adult media.

One advantage of the proposed settlement is that it creates a mechanism for increasing
the chances rthat the agreement's advertising regulations will endure regardless of the outcome

of First

ndment challenges. The settiement provides that the parties will enter into

consent decrees, in which they will "expressly waive any claim that the provisions of the
consent decrees or the agreement violate the federal or state constitutions® (III.B.bullet 5.). In
addition, *[t]he consent decrees will also state that if a provision of the Act cevered by the
decrees s subsequently declared unconstiturional, the provision remains an enforceable term of

the consent decrees” (id.).
[

In other words, the signatories to the proposed settlement -~ including, of
course, the major tobacco manufacrurers - will be bound to observe the

~ advertising restrictions by judicial decrees as well as by stamutory regulation.

If the starutory law is invalidated on oonsnttmonal grounds, the mgnatones
would conrinue to be required ro abide by those restrictions.

~ There is some danger that this “waiver of rights" provision might be struck down under
what is called the "unconstitutional conditions” doctrine.

.
1
[]
t
]
¢

&

But the parties to the consent decrees are sophisticated and clearly understand
their rights; the government has an important interest in obtaining a waiver; and
the speech involved is commercial speech that can be subjected to 4 greater -
degree of government regulation. The unconstitutional conditions doctrine
should therefore not cause the waiver of rights provrsxon to be invalidated.

The waiver of rights fme of the senlemem substartially increases the
probability that important advemsmg restrictions can be put into place in the -
near fumre ‘ _ . ‘

Tombstone-Only Advertismg in All Publications.

j&lthough the proposed settlement would ban image advertising in publications that
reach a’substantial portion of juvenile readers (15% or more), it would continue to permit
color graphics, landscapes, and other evocative images in publications that serve a

predomy
|
|

tly adult audience.
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Such image advertising sefves no purposc other than to make tobacco products
more attractive and hence to stimulate demand for their use.

To the extent that image advertising affects overall levels of smoking, it
represents a serious public health concern, whether the targer of the advertising

is adults or adolescents-

Also. of course, some image advertising in publications primarily read by adults
will alsc reach adolescents and children,

Perhaps most importantly, the presence of image advertiéing in publications
helps to reinforce a social attitude that smoking is acceptable. This attitude
helps to perpetuate smoking by adults and increases its allure for teens,

Therefore:. the Task Force recommends that the tombstone-only restriction on tobacco product
advertising be extended to all publications, including those that have a predominantly adult

audience. :

(3§

Advertising Restrictions As A Five Year Trial Period.

The AMA House of Delegates has previously adopted a resolution advocating the
complete prohibition of tobacco product advertising. We do not regard the proposed
settlement as inconsistent with this resolution, or as precluding its evenrual realization.

[
¢
.
h

L e 44

The proposed settlement provides that the advertising restrictions it imposes
“shall be allowed to operate” for five years. Thereafter, "the FDA would be
authorized to review and revise the rules under apphcable Agency procedures”

(I.introduction.).

It appears, therefore, that FDA is free to revisit the advertising restrictions after
5 years and, if it deems it-appropriate, 1 adopt tougher restrictions, suchas a
complete ban on tobacco advertising. _

Qn this understanding, we believe that allowing the restrictions of the proposed

settlement 1o take effect for 2 five year trial period — especially if supplememed by requiring
tombstone advertising in all print media -~ is an acceptable first step in dealing with tobacco

advemsmg

|
|
|
|

* AMA Policy No. 500.980, AMA Policy Compendium (1997 ed.).
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Other nations are moving rapidly to adopt limits on tobacco advertising more
restrictive than those contained in either FDA's regulations or the proposed
settlement. During the five year period in which the settlement provisions are
in effect, additional information can be gathered about the effectiveness of these
regulations. These studies will provide additional experience and knowledge on

which to base further FDA action.

It is also important to pote that the proposed settlement calls for the expenditure
of $500 million per year on counter-advertising. Again, it will be useful to
study the effect of this major commitment of resources to counter-advertising,
in order to determine whether additional counter-advertising might prove 10 be a
promising strategy for FDA to pursue in the future.

Miscellaneous Clarifications.

i
cre are a few other areas in which clarification or elaborauon of the advemsmg
regime that will be in place for the next ﬁve years is warranted.

1
d

|

T e g e

1

|
|

1I1.

The proposed settlement provides that "[cJurrent federal law providing for
narional conformity of warning labels, packaging and labeling requirements, and
advertising and promotion requirements related to tobacco and health is
preserved" (V.B.2.). This should be clarified by the adoption of an explicit
preemption and savings clause that supersedes existing preemption provisions of
the Federal Cigarette Labeling and Advertising Act. Federal regulations should
preempt state advertising regulation only in media that-are distributed in
interstate commerce. ' States should remain free to adopt more stringent
regulations of local primt advertising, point of sales advertising, promotional
allowances, sampling distribution, and coupons.

States should also be free to tax tobacco companies:to fund counter-advertising
beyond the levels provided for in the proposed settlement (as under the current

California program).

The prokibition on sponsorship should also bc'claﬁﬁéd to preclude tobacco
company sponsorship of any computer software, Internet, or video products that
utilize human or animal images or cartoon characters associated with smoking

or that glamorize use of tobacco.

Restrictions on Youth Access.

The proposed settlement includes restrictions on access to tobacco products by minors

that go considerably beyond the FDA's 1996 regulation.

|
|
|
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¢« FDA's 1996 rules adopt a national minimum age for purchase of 18; require
retatlers to verify age by photographic ID; prohibit vending machines in places
frequented by persons under 18; and ban sampling of tobacco products.

. The proposed settlement would incorporate requuements at least this restrictive
in legislation.

In addition, the settlement would require that all sales of tobacco take place
through face-to-face transactions (no vending machines).

Another important new provision regarding access is a nauonarhcensmg scheme
for retail tobacco product sellers.

F inally. the proposed settlement includes a number of provisions designed to
encourage greater state efforts to enforce laws regarding sales of tobacco

products to minors.

In general the licensing and state enforcement provisions appear to represent a substantial
advance beyond the program adopted by FDA in August 1996.

'['he access provisions should be drafted to avoid the constimational problems. that led the
Suprcmel Court recently to invalidate portions of the Brady Bill.®

ol With proper drafting, it would appezu- thar virmally all of the access regulations
' can be implemented as conditions attached to federal grants given to states,
! _
«|  Further consideration should therefore be given to the mechanics of the flow of
' funds from the tobacco companies to the states, in order 1o assure that the grants
i to the states properly qualify as "federal funds® and thus that the conditions

([  imposed on receipt of those funds satisfy constitutional requirements.

IL addition, the enforcement provisions of the access regulations should be
strengthf:nnd. The civil sanctions set forth in Appendix I, in particular, provide for very
modest civil fines and suspension periods for selling tobacco products to minors. A retailer's
license is to be permanently revoked only "for the tenth offense within any two year period.”

i .

‘ These wholly inadequate civil sanctions can aptly be described as "ten strikes

,’ and you're out.”
I

* Printz v. Unijted States, 65 U.S.L.W. 4731 (June 27,1997).
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o Moreover, the civil sanctions are set forth as a federal maximum which the
states "shall not exceed. "

» * Given that the proposed settlement expressly rerains authority in the states to
impose state criminal sanctions on retailers who sell to minors, there is no sound
rationale for preemptive federal standards limiting states 10 nothing but the most
modest civil sanctions,

. ll In formulating any legislation to implement the settlement, Cohgress should
; change this federally-imposed schedule of civil sanctions from a maxlmum to a
! minimum.

I
More generally, it is important to preserve the mlc of state and local governments in

developmg and enforcmg access mmctwus

In addmon to being allowed to adopt civil penalties for violation of licensing -
requirements that go beyond the federal minimum, states should be allowed to
experiment with additional enforcement tools, such as citizen suits and the use
of consumer protection statutes.

States should also be allowed to make it a criminal or civil offense for any
person, not just a retailer, to sell cigarettes to a minor.

i
{
In addition, all 100 often federal PXs and commissaries serve as major sources of
supply of cheap and readily accessible cigarettes to local communities.
| ,

o/ State and local access restrictions should be extended by statute to federal
X enclaves and federal facilities, including military bases and hospitals. The
i manner in which these state and local rules would be eaforced at federal
i facilities should be determined by Executive Order,

o In addition, we recommend that a federil use tax - equal to federal, state and

.: local excise and sales taxes otherwise applicable in the area -- be imposed on

; tobacco products sold at federal enclaves apd facilities. Consideration could be

- given 10 dedicating the proceeds of this tax for the benefit of federal service

] personnel and employces at these federal facilities. ,

IV. I':‘.conomic Incentives — Smokers.

Iiiconomists and other public health policy analysts believe that one of the most
effective measures for discouraging the initiation of youth smoking and reducing the
prevalence of smoking by adults is to increase tobacco product prices. Higher prices

16
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discourage initial use, reduce smoking by current smokers, and increase the rate at which such

smokers quit.

The effect of price on consumption is especially pronounced for underage
smokers, who have Iess disposable income and are less likely to be already
addicted.

Each price increase of 10% is expected to lead to a decline of 4% in the number
of cigarettes sold in the short run, and a 10% decline in the pumber of pew
smokers.

The proposed settlement contains a program for increasing the pricc of tobacco
products, although ii is not separately described es suc.h Three provmons in the proposed
settlement work together to create this program.

The proposed settlement states: "In order to promote maximum reduction in
youth smoking, the statute would provide for the Armual Payments to be
reflected in the prices manufacturers charge for tobacco products” (VI.B.7.).
We refer to this provision as the "automatic pass through.”

Appendix IV states: "In order to achieve the goals of this Agreement and the
Act relating to tobacco use by children and adolescents, the tobacco product
manufacturers may, notwithstanding the provisions of the Sherman Act, the
Clayton Act, or any other federal or state antitrust law, act unilaterally, or may
jointly confer, coordinate or act in concert, for this limited purpose.
Manufacturers must obtain prior approval from the Department of Justice of any -
plan or process for teking action pursuant to this section; however, no approval
shallberequ:redofspecl.ﬁcacuonstakenm accordance with an approved plan”
(App. IV.C.2)). .

The ﬁnal piece of the plcture is provided by the anoual Volume Adjustment
provision. If in any given year the volume of domestic sales exceeds the level
of 1996 domestic sales, the annual payment for that year is increased in
proportion to the increase over 1996 sales. On the other hand, if there is a
decrease in volume sales over the 1996 base year, manufacturers are entitled to
a proportionate reduction of the annual payment obligation (provided, however,
that sales to non-adults are excluded for purposes of calculating a decrease in
volumes).

Taken together, these three provisions indicate that the Annual Payments obligation
will move up and down in relation to sales volume, and that the tobacco companies will meet
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together periodically to develop & common plan for passing these volume-sdjusted Annual
Payments through to customers in the form of higher retail prices.

@

Like a sales tax, the price increases resulting from the automatic pass through
will presumably be uniform throughout the mdustry snd uniform with respect to
cach unit of product.

Like a sales tax, the price increases will provide funding for worthy public
projects, except now the allocation of the funds would be determined by
setticment agreement rather than by Congress.

Interpreting the Pass Through

The magnitude of the price increases generated by the automatic pass through depends
critically on how the imprecise language of the automatic pass through provision is interpreted.

Most readers of this lunguage assume that the way the tobacco companies would
"reflect” Annual Payments in prices would be simply to-add the additional cost
associated with the Annual Payments to the unit retail price of tobacco products.
We refer to this assumption as the "constant cost” interpretation. Under this
reading. overall prices would rise by an amount equal to the Anmal l?aymems.
and, since consumption probably would decline as a result of the higher prices,
net income realized by the tobacco compames from domestic sales would likely
decline.

Conceivably, however, the language could be read to permit the tobacco
companies to "reflect” Arnual Payments in prices in a manner that would
prevent the loss of net income as a result of declines in volume of sales cansed
by price increases. We refer to this reading as the "constant income”
intcrpretation. Under this interpretation, prices would have to be maised by an
amount even higher than the Annual Payments, in order to offset the lower
volume of sales. Because the tobacco compames ‘would enjoy higher profits per
unit sold, their net income would remein constant nomthstandmg lower sales
volumes. :

A variation of the constant income intcrpretation is introduced by virtue of the
exemption from the antitrust laws afforded the tobacco companies in order to
take action in furtherance of the settlement's goals.® We refer to this variation
as the "profit maximization” construction. Under this approach, the tobacco

¢ As noted above, the manufacturers will be required to obtain Justice Department approval of .
any plan for concerted action pursuant to the exemption.
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companies, relying upon the exemption from the antitrust laws, would
collectively set prices in excess of that which is necessary to pass through
Annual Payments or preserve net income, ostensibly for the purpose of further
discouraging consumption. Given the oligopolistic strucrure of the industry and
the relative inelasticity of demand for cigarettes, this approach could
significantly enhance the profitability associated with domestic sales, although it
probably would also pose the most sigunificant deterrent to consumption.

I lis unclear whether the profit maximization approach is within the contemplation of
the parti«lss to the proposed settlement.

.L)

To avoid the serious inequities that the profit maximization approach would
create, the starutory fanguage should be drafted to make clear that the antitrust
exemption will not permit the tobacco companies to act in concert in order to
achieve profit maximization.

Whether legislatively 1o impose the constant cost or the constant income
interpretation is a more difficult issue.

From a public health perspective, the constant income interpretation would have
one desirable consequence: It would raise tobacco prices even higher than they
would rise under the constant cost intetpretation, resulting in further reduction
in consuroption and lower rates of initjation.

However, these benefits would come at the expense of completely insulating
tobacco company sbareholder value from the direct and indirect costs associated

with the settlement.

: We take no position on this issue, other than to note that adoption of the

constant income interpretation would provide an additional justification for
modifying the Look Back surcharge (discussed below) in ways that would
impose powerful economic inceatives on tobacco companies. .

Tax Deductibility.

Apother important variable is x treatmmens. The proposed settiement provides that

Annual{Payments and Look Back surcharges are to be deemed ordinary and necessary business
expenses in the year incurred and hence will be fully tax deductible (VI.D.).

|As a general marter, we believe that the payment obligations imposed by the proposed
settlem{:m should treated for tax purposes the way analogous obligations are treated under the
faw, lilndcr this standard, the proper tax treatment of the Annual Payments is debatable.

i
i
1
|
|
1
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« ©  On the one hand, the Annual Payments could be regarded as payments made in
. the settlement of litigation, which are usually regarded as tax deductible. Or
they could be regarded as a kind of excise tax, which also may be deducted as
an ordinary and necessary business expense.’

¢ i On the other hand, the Anoual Payments could be regarded as akin to a civil
! fine or penalty imposed by law in order (o deter tobacco companies from
engaging in conduct that violates public policy.® -

«| We take po position on how Congress should resolve the tax treatment of the
[ Annual Payments, except to note that the resolution of this issue will have an
;  impact on the magaitude of the price increases that flow from the settlement.

(3ﬁ Public Health Benefits of Price Increases.

Unhke many of the other benefits of the proposed settiement, the public bealth benefits
ofa pnce] increase are susceptible to quanutanve estimation.

) : The proposed settlement, wuh its existing schedule of Annual Payments and
; automatic pass through, should result in an increase in the price of cigarettes of
$0.62 per pack to an estimated average of $2.67.°

into an estimated 10% decline in tobacco consumption and an estimated 23 %

. i Given consensus estimates about the price elasticity of demand, this translates
| .
; decline in youth consumption. !°

7 See 26/CFR 1. 164-2(f).
® See 26/ U.S.C. §162(6).

’ This :sthemcreascmyeaxﬁveunderthesenlememwhenmeAnnualPaymems equal $15
billion. See Exhibit A amached to this Report. Increases in price in years one to four would
be lower. The current average price of cigarettes is $2.05 per pack. See Economic Research
Service,!U.S. Dept. of Agriculture, Tobacco, TBS-278, Tables 1,33 (Wash.mgtonD C., May
S, 1997)

1. We have assumed an overall price-elasticity of demand of -.4 and a price elasticity of
adolescem demand of -1.0, in line with most economisis’ estimates. See, e.g,, J. Harris, A
Worlung Model for Predicting the Consumption and Revenue Impacts of Large Increases in
the US. jFederal Cigarette Excise Tax, National Bureau of Economic Research Working Paper
. No. 48q3 (Cambridge, MA: National Bureau of Economic Rescarch, July 1994); G.S.

Becker, .M. Grossman, and K. Murphy, An Empirical Analysis of Cigarerte Addiction,
| (conunued D)
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i
Significant additional benefits would be realized by even higher price increases.
Congress should therefore take additional steps, either as paxt of legislation implementing the
settlemcnt or in mdcpendem legislation, to push rerail tobacco prices to even higher levels.

;' . ‘Exactly how high prices should be set in the short run enmils a weighing of
: competing factors.

e Economists have estimated that price would have 1o rise to slightly more than
$4.00 per pack before the revenue losses associated with declining sales would

’ overtake the increase in pmﬁts due to higher prices."

I At a minimum, an immediate price increase in the magmtude of $1.00 per pack should
be cops:dered

Such an increase would generate measurable additional benefits beyond the
$0.62 per pack increase that would result from the proposed settiement.

We estimate that & $1.00 per pack increase would translate it a 15% reduction
in overall consumption, and a 33% reduction in adolescent consumption.

" There are at least three ways 1o achieve an additional price increase to the level of
approximately $1.00 per pack.

i One would be to increase the federal excise tax on cigarettes. The Kennedy-
Hatch Child Health Insurance and Lower Deficit Act that nearly passed the
Senate carlier this year called for 2 $0.43 increase in the cigarette excise tax.

X Adopting such a provision in conjuncrion with legislation mplemenung the
proposed seutlement would generate a price increase appmxmately in the $1.00

per pack range.

0 (. ‘..comimzed)
National Bureau of Economic Research Working Paper No. 3222 (Cambridge, MA: National

Bureau of Economic Research, March 1993); T.E. Keeler, T. Hu, P.G. Bamen, and W.G.
Manfu‘ng “Taxation, Regulation, and Addiction: A Demand Function for Cigarettes Based on
Timeseries Evidence," 118 Journal of Health Economics 12 (1993).

i .
11 Jeffrey E. Harris, "American Cigarette Manufacturers’ Ability 1o Pay Damages: Overview
and Rough Calculation,” 5 Tobacco Control 292.294 (1997).
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j . Alternatively, the Annual Payment obligations under the proposed settlement,

: which are subject to the automatic pass through, could be increased by $9
billion per year above the proposed level of $15 billion per year to $24 billion
per year. .

. A third option would be to make the Annual Payments nondeductible for
income tax purposes but then permit tobacco companies to engage in collective
! price setting to offset the impact of nondeductibility. "

V. i Economic Incentives — Tobacco Companies.

[ The proposed settlerent includes an important provision designed to provide financial
mcentwes to tobacco manufacturers to achieve the overriding goal of reducing underage
smolcmg This provision is the so-called "Look Back" surcharge. The proposed settlement's
attcn!non to the issue-of financial incentives for tobacco companies represeats an important
breakthrough. However, the structure of incemtives adopted for manufacturers is
fundamenrally flawed. Indeed, the public health benefits of the Look Back surcharge program,
as cu.’rrently formulated, would be neghgible or negative.

| 1t is absolutely essential thar the Look Back program achieve its stated goals if the
proposed setlement is to serve the public interest. Given that the settlement eliminares the risk
of significant civil liability to tobacco companies, and given that FDA's jurisdiction over
tobacco products is curtailed for the period of the 12-year moratorium, the only guarantee that
the settlemcn: will produce real, permanent, and major reductions in consumption and youth

1mt1auon has 1o come from the Look Back program.

In brief summary, the proposed Look Back surcharge program contains the following
clen;ents (I.; App. V).

! . Targets are set for reducuons in underage smoking: 30% of current underage
smokers by years 5-6, 50% by years 7-9, and 60% by year 10 and thereafier.
‘More modest targets are set for smokeless tobacco: 25%, 35% and 45%.

. Tobacco manufacturers will be assessed a surcharge for each percentage point
by which the industry as a whole fails to meet these targets. The surcharge is
set at $80 million per percentage point for the whole industry, to be prorated

]
l

2 ﬁf payments are nondeductible, but tobacco companies could engage in collective action to
negate this effect, then presumably they would be permitted to raise prices so that the after tax
mcrcase in their margin equals 62 cents. Assuming a marginal corporate income tax rate of
359{6 the price increase would be 62/(1-.35) = 95 cents. This would result in an increase to
$3.00 per pack.
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among manufacturers in accordance with their overall market share. The $80
million figure is said to represent the present value of the profit the industry
would earn over the life of 1 % of underage smokers.

. Total annual surcharge lisbility is, however, capped at $2 billion.

. In addition, individual tobacco companies may apply to FDA for an
. "abatement” of up to 75% of their share of the surcharge, upon a showing that
‘ they have acted in good faith and in full compliance with all requirements of the
act. .

[ o The surcharge “"will be reduced to prevent double counting of persons whose
smokmg had already resulted in the i lmposmon of a surcharge in prcvmus
years."

. Althoﬁgh the proposed settlement is not explicit about this, it appears to be
contemplated that surcharge payments, like other Annual Payments, would be
subjecs to the automatic pass through.

- e —— o a—

[ o The surcharge, like the Annual Payments, is fully tax deductible (VI.D.).

i The proposed Look Back surcharge contains a number of unacceptable features.
Cumulatively, these defects mean that tobacco manufacturers will have very little incentive
under the program to reduce underage smoking. Indeed, it is conceivable that the program in
its proposed form could create an incentive for tobacco companies to increase their share of the
underage market. Six different features of the Look Back surcharge must be changed if this
-progqam is to perform an effective role in the overall settiement. Moreover, FDA must play a
role in establishing and implementing a Look Back surcharge program.

|
| (1)  Automatic Pass Through and Tax Deductibility of the Surcharge.

E If the Look Back surcharge is to function as an incentive for manufacturers (as opposed
to smokers), it must not be subject to the automatic pass through. If surcharge payments are
snnply passed through to consumers, then the surcharge will constitute nothing more than an
addltlsonal increment in Annual Payments liability that shows up as a small increase in
consumer prices (estimated to be approximately $0.08 per pack of cigarettes if manufacturers
are subject to the full $2 billion annual surcharge). This would have some (very modest)
addmonal effect in depressing consumption of tobacco products. But the dollar-for-dollar shift
in lmbxhty from manufacturers to consumers would eliminate any incentive for manufacrurers

to change their behavior.

i
|
r
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| The Look Back surcharge therefore should not be subject to the automatic pass through

The legislation implementing the settlement should also make clear that tobacco
companies will not be allowed to act in concert to agree upon a pass through of
the surcharge to consumers. ,

Tobacco cornpanies may still be able to recover some of the costs associated
with Look Back surcharge payments. But they will be able to do 5o only insofar
as competitive conditions in the market would permit them to raise prices
independently of whatever actions are taken by their competitors.

Further, the Look Back surcharges should not be tax deductible. Rather, the tax .

treatment of the payment obligations uader the proposed settlement should be based on the way
in whf,ch closcly analogous obligations are treated under current tax law.

The Look Back surcharge is most closely analogous to a civil fine or penalty
imposed under federal law in order to deter companies from engaging in
conduct that violates public policy.

Under the Intemal Revenue dee. no tax deduction is allowed for civil fines or
similar penalties, such as treble damages for antitrust violations. '

Moreover, manufacturers should not be permitted to act in concert to raise
prices to offset the effect of the denial of tax deductibility.

The denial of tax deductibility, like the elimination of the atitomaﬁc pass
through, is necessary in order to bring the full deterrent impact of these
payments home to the companies.

' Legislation that would go further and prohibit any attempr on the part of tobacco companies
o pass through Look Back surcharges would probably be futile unless the FDA is prepared to
engage in comprehensive oversight of all tobacco company pricing decisions in order to
detern‘une that they are justified by costs other than surcharge payments.

' Sed 26 U.S.C. §§ 162(f), 162(g). These Code provisions are a codification of Tank Truck

ent

¢, v. Commissioner, 356 U.S. 30, 36 (1958), which reasoned that & trucking

company should not be allowed to deduct fines incurred for operating trucks in excess of state
weight limits because this would *frustrate state policy in severe and direct fashion by reducing

the '

E
|
!
1
i

‘ of the penalty.”
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{ (2)  Collective Responsiblity for the Surcharge.

~ The Look Back surcharge in the proposed sertlement is based on a principle of
collective responsibility. The annual pena.lty is calculated on the basis of the collective
pcrformance of the industry cach year in reducing underage smoking, with the penalty then
appornoned among companies according to their share of the toral market (adult as well as

mmors)

i This collective responsibility feature establishes a "tragedy of the commons* in which
each company, perversely, would bave an incentive to increase rather than decrease its share
of the underage market. The problem, in a nutshell, is that each company would caprure the
added profits from increasing its share of the underage market, but the penalties for this
beha\'fior would be spread among all companies in the industry.

|
. A simple numerical example illustrates the problem.

. Assume that the tobacco market is served by two companies, Company A and
Company B, and that each’ initially. has 50% of both the total and the underage
market.

Assume further that in a certain year Company A adopts 2 markeling campaign
to increase its share of the underage market. It succeeds in capturing an
additional 2% of that market, which under the assumptions of the proposed

- settlement means an additional profit having a discounted present value of $160
million.

e e & r—— ek =+ =
L

. Meanwhile, Company B adjusts its marketing strategy so as to reduce underage
consumption of its products. It succeeds in achieving a reduction equal t02%
of the underage market. Tbxsrranslatcsmtoalosshavmgadxseoumedpmem
value of $160 million.

. Assume further that the industry misses its target for reducing underage
smoking in this year by 1 %. ThxsttanslatamtoaoollecuvelnokBack
surcharge of $80 million.

—m e mmmm—n A Rt e A e A o -

. The financial consequences to the two companies are set forth in Table 2.
Company A, the bad corporate citizen, gets an additional profit of $160 million
offset by a penalty of $41.6 million, for a net gain of $118.4 million. Company
B, the good corporate citizen, experiences a loss in profit of $160 million
augmented by a penalty of $38.4 million for a total loss of the $198.4 million.



Table 1

"Bad" Company A | “Good" Company B
Starting Market Share's 50% 50%
Market Share Gain/(Loss) during Year 1 2% 1%
Market Share at Year 1 End 52% | 48%
Surti;uge ($80 million) Allocation (41.6) million (38.4) million
Gaitled/(Lost) Profits 160 million (160) miltion
Net lbhz~.nge in Position in Consequence of | 118.4 million (198.4) million
Changed/Market Share and Surcharge
Imposition

{ The lesson of the existing Look Back surcharge program for tobacco companies could
not be more inappropriate: It pays an individual company to be a bad corporate cirizen and to
try tolmcrase its share of the underage market. A good corporate citizen which succeeds in
reducing its share of that market is penalized. Any legislation that incorporates the collective
responsibility feature of the proposed Look Back surcharge is therefore unacceptable.

" The University of Michigan's National High School Drug Use Survey, whose
methadology the proposed settlement adopts for calculating both the base percentage and the
percentage of underage use, is not designed to measure underage smoking by
manufacturing company. Nevertheless, we see no insuperable barrier to developing an
accurate national survey. of underage use by company.

. For example, the CDC's Teenage Attitudes and Practices Survey (TAPS) has
undertaken surveys of youth smoking by brand name.' .

'« Thus, either the University of Michigan survey method could be modified to
measure underage use by brand, or a different sampling method could be
! developed that would survey for underage use by brand.

15 The hypothetical assumes that initially overall market share is equal to underage market
share.

¢ Center for Disease Control, "Ch.anges in the Cigarerre Brand Performances of Adolescent
Smokers United States, 1988-1993," 93 Morbidity and Mortality Weekly Report 577-581
(August 19, 1994).
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i e Once underage use by brand is determined, it should be easy to calculate
underage use by manufacturing company.

: (3)  Use of Profits Rather Than Social Costs.

. The proposed Look Back surcharge is based on a principle of restitution of profits
earned by tobacco companies in selling to the underage market. A more appropriate measure
Woulcﬂ be based on a principle of internalization of the social costs associated with use of

tobacc,o products.

| Requiring tobacco companies to disgorge the profits they earn in xmroducmg minors to
tobacco products leaves them at best indifferent to whether or not youth smoking occurs. If
- the meennves are to work, tobacco companies should be forced to internalize the social costs
assocmted with underage smoking. Only by forcing the tobacco companies to bear the social
costs Qf underage smoking will they have the proper incentive to take all measures which
woulcﬁ be socially justified to reduce these costs -- including redesigning their products to
increase quit rates or to lower the hfeume health risks assocmed with using their products.

Social costs also provide a better measure than purely external costs.

If this were an incentive program to reduce adult smoking, then perhiaps an
argument could be made that adult smokers are responsible for the costs that
they and their families bear. The fact that tobacco products are highly
addictive, however, makes it difficult to assume that even adults who start
smoking have accurately calculated cither the lifetime costs that they and their
families will bear, or the "benefits" they derive from smokmg

. The Look Back program is not addressed to adult smoking, however. Rather, it
is designed to create an incentive for companies to prevent smoking by
! - adolescenrs, some of whom are 10 years old or younger. -

«  Given the immaturity and the limited experience of this cohort, it makes liule
sense to assume that adolescents have accurately accounted for the long—
consequences of this hxghly addictive product.

| We recommend that the social costs of underage smoking be determined by FDA using
the "cost of illness" methodology developed by Dr. Dorothy Rice and utilized by the CDC. 17

7 p. F Rice, Estimating the Cost of Tllness, Health Economic Series, no. 6, DHEW
Publxcauon No. (PHS) 947-6 (Rockville, MD: Deparmment of Health, Education, and Welfare,
{continued...)
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! FDA should develop the costs of illness measure through nﬂemakmg and should revise

This method relies on two factors: the lifetime medical costs attributable to
smoking and lost wages due to premature morbidity and mortality.

This measure of social costs is thus conservative, since it does not attempr to
measure the value of lost years of life when wages are no longer being eamned,
loss of consortium to family members caused by premamure deaths, the costs
associated with second hand smoke, erc.

the nu’mbcr periodically in order to reflect new data abour medical costs, quit rates, and SO

forth.
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This process of periodic revision would provide a powerful incentive to
companies not only to come up with new ways to prevent youth smoking, but
also ways 1o reduce the lifetime costs of using their products.

For this reason, the social cost measure will provide indirect benefits to‘adult -
smokers as well as to adolescents who never start smoking.

We have attempted to deveIOp a preliminary estimate of the social cost measure under
1s of illness methodology using conservative assumptions.

To do so, we adjusted the most recent cost of illness estimate published by the
CDC" for wage and medical inflation.

We also adopted, to the extent possible, the same assumptions as to discount

' rate, inflation, etc. as were employed in developing the $80 million life profit

figure under the proposed sextlement.

We assumed a period of 50 years between the time a smoker begins smblu‘ng
and the onset of smoking-related disease. Some might argue that the period is
significantly shorter. Tomeextentthatltts. we have chosen to erT on the

conservanve side.

7 (.} continued)
1966): D. P. Rice, T.A. Hodson, and A. N. Kopstein, "The Economic Cost of Jliness: A

Replication and Update,” 7 Health Care Financing Review, 61-80 (1985).

i Cemer for Disease Control, "Medical-Care Expenses Attributable to Cigaretie Smoking —
Umted States, 1993," 42 Morbidity and Morality Weekly Report 469472 (July §, 1994).
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| Following this approach, we estimate that the present value of the lifetime socxél cost
of underage smoking would be within a range from $400 to $450 million for each percentage

point by which the industry misses its target.'

-i . This figure is much larger than the expected profits figure, for the simple reason
! that the social costs of smoking are so staggering in their magnitde.

} . This figure thus underscores the great urgency, from a public health

: perspective, in achieving rapid and permanent reductions in the incidence of

; underage smoking. Adoption of social costs as the measure of the Look Back

: surcharge would hamess the energy of the industry to achieve those reductions.

l As an altemative to the social cost measure, Congress could also consider adopting a
measure of the Look Back surcharge based on the lesser of social costs or a multiple of profits.

| . For example. the surcharge could be based on the lesser of (i) the lifetime social
; cost per perceatage point above the target, (ii) three tmes the lifetime profit per
: percentage point above the targex, or (iii) the compa.ny s net profit from

! dormestic tobacco sales for the year.

I

. Although a mixed rule lacks the conceptual clarity of the pure social cost
measure, it nevertheless would also provide a strong incentive for tobacco
companies to achieve the targets for underage smoking reduction.

i Followmg the cost of illness methodology, the CDC has estimated that the medical costs
ble to smoking in 1993 were $50 billion and that the lost wages associated with
p e morbidity and mortality totaled $47.2 billion in 1990. Adjusting these figures for
wage and medical inflation, the total cost of smoking in 1996 would equal about $115 billion
or 54‘ .72 per pack of cigarettes. Accordmg to the data used in the setzlement to calculate the
average profit per underage smoker, an adolescent smoker can be expected to consume 23,129 -
packs over the course of his or her lifetime. This translates into a lifetime social cost of
$109, 169 per adolescent smoker. However, this figure must be discounted, since the medical
and productivity costs associated with smoking illness tend to occur later in life. If we assume
that,{on average, these costs are incurred S0 years after initiation, and discount at 4 percent
after|inflation, then the present value of the social costs of smoking are $15,361 per adolescent
smoker. Applying this to the penalty mechanism in the Look Back provisions would increase
the penalty per percentage point of underage smoking above target from $80 million 1o $423
million.
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The $2 Billion Annual Cap.

The $2 billion cap on annwal industry Look Back penalties is unaccepable, especially if
the program is reoriented along the lines of a social cost internalizarion program, as described

above.

Even if the Look Back surcharge payments could not be automatically passed
through and were not tax deductible, the $2 billion cap would still represent an
arbitrary limit on the capacity of the surcharge program to impose on the
companies the full costs of their actions. It would thus undercut their incentives
1w devise ways of inhibiting underage tobacco use. g

AI an estimated social cost rate of berween $400 and $450 million per
percenrage point, the $2 billion cap would impose no additional penalty once the
target was missed by 4.0 t0 5.0%.

;{ We are not, however, inalterably opposed to a cap under any circumstances. Whether

a capiis appropriate, and, if so, in what amount, depends on how other elements in economic
picture are resolved. :

%)
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However, any cap should take the form of the *lesser of* alternative to the pure
social cost measure of the surcharge (discussed at the end of point (c)-above).

Such a cap would provide assurance that no company would face insolvency
‘because of its failure to meet the underage smoking targets, but would also
preserve a very powerful deterrent.

Rewards for Companies that Exceed the Targets.

The Look Back program should contain a system of rewards for companies that exceed

the stated targets. Those rewards, however, should be based on achieving actual resuits, not

persua

law.' _

ding regulators that the company has acted in good faith and full compliance with the

The incentive system should be directed at stimularing companies to do
whatever it takes 10 lower underage smoking, whether those steps are required

by existing regulations or not.

For example, it may be that in order to discourage yourh smoking, comnpanies
should stop producing certain brands, or should modify flavoring ingredients, or
shonld stop selling in certain types of retail outlets, or should launch their own
counter-advertising campaign. None of these steps is mandated by the proposed
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settlement. However, each is something each tobacco company can do on its
own initiative in order to reduce teen tobacco use of its products.

The abatement provision in the proposed sertlement, in contrast, creates an
incentive for companies to foster the appearance of “corporate compliance™ and
to make elaborate presentations to regulators about corporate good faith. We
believe that corporate compliance programs can be valuable. but would urge
that any incentive system be based on real results, not rhetoric.

! In licu of an abatement based on compliance with regulations and good faith, we
d that provision be made for a system of monetary credits for companies that exceed
targets for reductions in underage smoking.

ch a system of monetary credits, like the surcharge, should be based on costs - in

this case the costs to the tobacco manufacturing company of exceeding the legisiated targets.

l
;e
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That cost is the foregone profit that the tobacco company would earn by .
atrracting additional underage smokers to its products. This figure is stated to
have a present value of $80 million for the industry per percentage point of the
underaged market served. (The actal number for each company should be

determined by FDA through rulemaking.)

Thus, while the penalty for failing to reach the target should be based on the
costs 10 society (estimated to the $400 to $450 million per percentage point for
the industry), the credit for exceeding the target should be based on the costs to
the company (estimarted to be $80 million per percentage point for the industry).

A system of credits should 2lso be designed in such a way as to minimize any reduction

|
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in A.n!nual Payments

Thus, we beheve that any credits earned by tobacco companies should be offset
first against surcharge payments that have been made by other companies.

On,ly'it" total credits for any yeérlexceed total surcharge payments should credits

result in a reduction in Annual Payment obligations.”

20 A;Imther way (0 avoid having credits reduce Annual Payments would be to establish the
Lool] Back program as a system of transferable ailocations. Each year, each tobacco company
could be assigned an allocation based on its baseline share of the underage market and the
targefed reduction in underage use for thar year. Companies that exceed this target would have
extral allocation umnits left over, which could then be transferred to companies that fall short of

(continued...)
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.' (6)  Future Targets and Targets for Smokeless Tobacco.

| We do not quarrel with the proposed sertlement targets of 30%, 50%, and 60%
reduction over the first tea years of the program.3!

These targets should be well within the reach of the tobacco companjes.

For example, our economic calculations suggest that if the pnce of a pack of
cigarettes rises by $1.00, the economic disincentive to yourh consumption may
by itself allow the companies o reach the initial 30% target in year five.

: But the targets should not be frozen at 60% for all years following year 10.

Freezi'ng the targets at 60% would mean that smoking by approximately 1.2
miliion adolescents (not accounting for populauon growth) is contemplated to
continue indefinitely.

Any legislation adopted should set an express goal of additional reduction in
underage smoking over some reasopable interval of time.

. FDA should be authorized to adopt further incremental increases in targets for
‘ reductions underage smoking after year 10, with an ultimate goal of eliminating
all but an incidental levels of underage smoking by year 20. A

| We also see no justification for setting targets for underage use of smokeless tobacco at
subsiantially lower levels than the targets for underage use of cxgarettes

. Maintaining different targets for different tobacco products could result in
underage use shifting from one nicotine delivery device to another.

- Smokeless tobacco products should therefore be subject to the same reduction
targets, and the same general structure of incentives, as are cigarettes.

» (‘l. .continued)
thelr target. Under such a system, the credit for exceeding the target would come in the form .

of a ‘payment from another tobacco company, leaving the Annual Payments obligation
um;ouched

u 'I"hwe targets are not dissimilar to those endorsed by the Koop-Kssler Advisory
Committee, supra at 5 n.3.
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To the extent that the lifetime social costs of using smokeless tobacco differ
from the lifetime social costs of smoking, the surcharge payments for smokeless
tobacco companies would be adjusted accordingly.

The Role of the FDA.

| In general we believe it is unwise for legisiation adopting the Look Back surcharge o

stliY in great detail the methods of surveying for underage use.

 ——— ——— ——— -
- -

For example, it seems unwise to lock in by legislation the University of
Michigan “Monitoring the Furure” survey methodology. Better survey methods
may be developed in the furure that render this obsolete.

Similarly, it seemns inappropnate to specify whether youth smoking and .
reductions should be measured by daily smoking or monthly smoking. There
are too many complications here to resolve by legislation. Moreover, a
conseasus that one method is better than another or that yet a third method is

preferable may emerge over time.

Furthermore, we believe that questions about whether targers should be
expressed as percentages of the youth- market or in terms of absolute nnmber of

underaged smokers should be left to agency determination.

We agree with the proposed settlement that double counting of underage youths
should be avoided. Again, however, this is the kind of technical problem that is

best left 1o FDA resolution through rulemaking,

i Rather than legislate the details of methodology, the legislation should resolve the
majot principles that would govern the Look Back program, and should leave the detils to
implementation of FDA through rulemaking. The major principles should be: ‘

There should be no automatic pass through of the surcharges in tobacco prices,
The surcharge should not be tax deducrible.

The surcharge should be based on the discounted total lifetime social costs of
underage smoking.

" The surcharge should not be subject to any cap, except perhaps for a cap equal

to multiple percentage points of profit or each company's total net profits from
domestic tobacco operations for the year.
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.. There should be no abatement for corporate compliance or good faith, although
| credits should be given to finms that exceed the rargets.

Ie The targets should continue to progress after year ten and smokeless tobacco
: should be subject to the same targets as cigarettes.

VL ! Funding of Public Health Programs.

f The proposed settlement also provides for significant funding. for various public heaith
iniriatjves related to tobacco. Programs funded by the settlement include:
t

- A Presidential Commission to direct tobacco-related medical research.
. ngrams'directed by HHS to reduce smoking.

L Payment of FDA's enforcement costs under the agreement.

. State and local government community control efforts modeled after the
ASSIST program.

| «  Research and development into methods for discouraging the use of tobacco.
f o A public education program 1o discourage and de-glamorize tobacco products.
e Tobacco cessation programs. '

1

i

|

|

[

Il . Compensanon for events and teams that lose tobacoo sponsorship.

| The funds made available for these purposes range from $4 5 billion to $7.5 billion per
year bver the first ten years of the scttlement. (A spread sheet showing the proposed allocation
of Ahnual Payments over the first ten years is anas_:he’crlAas Exhibit A to this Report).

« - Inaddition, approximately $64 billion over the first ten years is not allocated by
the setrlemenr. Presumably, substantial portions of these funds are allocated to -
- state goveraments for tobacco related health expenditures. .

[ Given the severe budget constraints that prevail in Washington and in most
states, the generation of substantial sums of money for tobacco related research
and education programs is clearly an imporrant plus of the proposed settlement.

| The monies allocated to these various programs vary widely. -Moreover, there is no
mdxeauon in the proposed settlement as to how the amounts were selected. Five of the grant
programs are described as being "recommended by the Attomeys General for consideration by
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the President and the Congress.” This description suggests that the allocation of funds is open
to adju‘smxent

'We recommend four modifications in the allocarion of fundmg undey the proposed
settlement.

. - Funds should be allocared to a program to provide transitional relief to wbacco
Do farmers who experience financial dislocation because of declining markets for
] tobaceo leaf. One possibility would be a public program to purchase tobacco
farmland or tobacco crop allotments from farmers who w1sh to exit the tobacco

market.

Te As discussed more fully below, funds should be allocated to international
i organizations devoted to achieving reductions in tobacco consumption
| worldwide.

’ Funds should be allocated to support smoking cessation programs in health care
settings. Studies suggest that intervention in the form of counseling by

knowledgeable professionals may be cost-effective in assisting smokers to quit.?

. Funds should be allocated to support comprehensive school health education
from pre-kindergarten to grade 12 in all U.S. school districts, designed in part
to emphasize the dangers and the addictive potential of tobacco use.

|
i More important than the initial allocation of funds, however, is the need to develop a
govermance mechanism for overseeing the expendinire of monies and to make changes in the

allocanon of funding over time.
l Ideally, of course, the funds would be allocated where they would do the most

Il

| soed | o

. A thoughtful allocation requires & mechanism for selecting eppropriate grant
i recipients, evaluaring their performance, auditing the expenditure of momes
! and so forth.

2 S;cs'e Agency for Health Care Policy and Research, Smoking Cessation, Clinical Practice
Guidgline No. 18, U.S. Dept. of Health and Human Services AH CPR Pub. No. 96-0692

(Apnl 1996); K. Fiscella and P. Franks, "Cost-Effectiveness of Transdermal Nicotine Patch as
an Adjunct to Physicians’ Smoking Cessation Counseling, " 275 JAMA 1247-1251 (1996).
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Moreover, there should be a method for changing the allocation of funds over
time, as experience and follow up studies show that greater benefits can be
obtained from cxpcndimrcs in some arcas than in others.

The best cntity to perform the functions ofoversxgm and adjustment would be the U.S.
Department of Health and Human Services (HHS).

An executive branch departmem such as HHS, which is subject to Presidential
and Congressional oversight and yet insulated from direct political influence,
would strike a good balance.

At the same time, a public-private partnership should be established by which
HHS will consult with one or more private foundations or advisory boards in
establishing its oversight function and in making major decisions about
reallocation of resources.

Decisions about administration of grants, evaluation of grant recipients, and
changes in funding allocations (after an initial interval of, say, five years)
should be informed, to the extent possible, by public health considerations
rather than by interest group politics. -

VII. Civil Liability.

Although the provisions of the proposed settlement regarding resolurion of pending
litigation and reducing the potential liability of tobacco companies from future litigation are
complex, the public health nnphcanons of these provisions largely reduce to one overriding
consideration: These provisions effectively eliminate the most significant deterrent effects from
civil liability, andhenceanyﬁmnemcennve for the industry to enter into funhetagreements
expanding the regulatory regime that applies to tobacco. Once the settlement is approved, the
tobacco companies will likely have no reason to return to the bargaining table.

o))

Limitations on IJiability.

Perhaps the most important Liability provisions are those that ban attorney general suits,
class actions, joinder of multiple plaintiffs, consolidations, or actions by third party payors
based on theories other than subrogation of individual claims.

In the furure, individual plaintiffs will have to go it alone against the tobacco
companies.
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In the past, tobacco companies have been highly successful in defending against
individual plaintiff suits. A major factor was their ability to concentrate heavy
legal firepower defending these suits, often wearing down plaintiffs before wrial.
When the rare case went t0 trial, tobacco companics were able to persuade the
jury that the individual plaintiff knew about the health risks of smoking and
voluntarily accepted the risks of smoking. Until very recently, tobacco
companies prevailed in each and every one of these trials.

What forced the companies to the bargaining table was the emergence in recent
years of class actions and attomey general suits. Class actions, in particular,
focused attention on what the tobacco companies knew about their products,
rather than on what individual smokers knew about the dangers of the products

they chose to use.

The proposed settlement. by requiring thar all future suits be individual suits,
allows the tobacco companies 1o return 10 a proven, successful litigation
strategy. .

The ban on class actions or other types of joinder is reinforced by the prop05ed
senlemem s limits on individual recoveries.

[ ]

A plaintiff's attomey will ordinarily take on a personal injury or products
liability case only if it presents the prospect of a significant fipancial recovery.

The proposed settlement eliminates punitive damages (for pre-settlement
conduct), which would be a source of a large recovery in an individual sult

In addition, recovery is capped at $1 million per plainsiff if the annual industry

- cap (equa.l 1033% ofthe'BaseAmoum) is exceeded.
-.It appars that the proposed settlement extinguishes causes. ofacuon based on

wrongful addiction or dependence.

Finally. the proposed setilement preserves unchanged "applicable case law"
under the Federal Cigarette Labeling and Advertising Act. This proviso

presumably includes the Supreme Court's Cipollone decision, which held that -
most causes of action based on failure to warn are preempted.

}
1
!

» Gipollone v. Liggett Group, Inc., 505 U.S. 504 (1992).
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Given ﬂ'fcsc serious constraints on recoveries, individual plaintiffs may face
difficuities finding experienced attorneys to bring suits against tobacco
companies.

" As a final protection against significant liability, the proposed settlement puts an annual
cap on total industry liability from all civil judgments equal to 33 % of the Base Amouor. .

et e mmmm e e sa  am

l
t
[
'

This means total industry liability is capped at between $2 billion and $5 billion
per year. :

Moreover, 80% of any settlements or judgments for any company may be
credited against its Annual Payment obligations.

The net effect is that the maximum additional industry financial exposure to
civil liability (beyond the regularly scheduled Annual Payments) is from $400
million to $1 billion per year. ,

This figure is not materially different from the estirnated $600 million per year
that the industry currently is spending on litigation in defense costs.**

Taken together, these changes eliminates the most significant threats of future civil
liabillity.

'@

The Impact of Limitations on Liability.

' One consequence of the limitations on lizbility is that future plaintiffs will have a

substantially more difficult time obtaining at least some of the compensation they might have
obtained (most likely as a membexs of class actions) under pre-settlement law.

|
1
3
i
]
|
i
4
1

Some organizations wdl place significant We_lght on this factor. Consumer
groups, public interest lawyers, and attomeys for smokers not currently in
litigation probably will regard the reduced likelihood of conzpensauon asa

serious disadvantage of the proposed sestlement.

One difficulty with placing too much weight on lost compensation, however. is
that up to now no private plaintiff has ever collected from a tobacco company.

Consequently, the "loss" is a loss relative to a projected future state of litigation
in which class actiops, third party payor claims, etc. eventually start to produce
recoveries or significant settlements from tobacco companies. Often losses of

:'
t[-low Badly is Liggen Getting Burned?," Business Week, July 7, 1997.
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this sort — foregone opportunities — are considered less troubling than
deprivation of existing assets.

In addition. some persons may question whether tobacco plaintiffs are entitled to

| compensation, given the widespread knowledge that smoking is dangerous.

’ From a public hcalm'perspecuvc we believe the consequence that deserves greater
weight is the de facto elimination of any deterrent effect from civil liability. This will erase a
powegful incentive for the tobacco companies to desist from socially harmful practices.

L}

{
}

1
]
{
I
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If tobacco companies were to continue 1o face the threa: of significant legal
liability, it is difficuls to predict their response.. That would depend in part on
which legal theories (if any) led to recoveries.

Some of the responses might include more elaborate and emphatic warnings;
changes in marketing; changes in products; withdrawing products from the
market; raising prices (to cover liability costs); and withdrawing from the
market altogether. In other words, the responses might parallel, and
conceivably could go beyond, what is required by some of the regulations
contained in the proposed sertlement.

In general, fear of civil liability is probably a more powerful stimulus to change
in corporate behavior than is regulation. But it is also a highly uncertain _
stimulus with effects that are very difficult o predict in advance. Further,
change through litigation could take years.

We believe that the dramaric curtailment of the deterrent effect of civil liability
for tobacco companies should be counted a major-disadvaniage of the proposed
settlement.

i There is anather consequence of the effective elimination of the most significant threats
of ctvil liability: It probably climinates apy further incentive on the part of the tobacco
compames to cooperate in forging a public regulatory, research, and educadon program to
solve the smoking problem.

The primary reason the tobacco companies are at the bargaining table is that
they apparently have become convinced that they face potentially catastrophic

civil liability.
In particular, it was the emergence of apparently viable class actions and the

attorney general suits that made the difference. Suddenly the tobacco companies
had to consider the possibility that they could follow the asbestos industry and

the silicone breast implant industry into bankruptcy.
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I, . The proposed settlement represents a critical opportunity to achieve fundamental
structural changes in the regulatory treatment of tobacco -- and an opportunity
that in all likelihood will never be presented again. If the present settlement is

. approved with the liability limitations in their present form, the tobacco industry
; is unlikely to be in a similarly vulnerable position in the future. This of course

: only underscores the importance of making sure the semlement is structured
correcily.

VIIL ll Preserving The Integrity Of The Settlement.

| This section briefly discusses some issues that concern the settlement as a whole.

! (1) Nonsigning Tobacco Manufacturers.

! The proposed settlement recognizes the important question of how nonsigning robacco
companies are to be treated. Of particular concern are foreign or new companies which could
enter the market and, if not burdened by the Anmial Paymens obligations, might capture an

increasing share of the market and possibly destabilize the agreemen.

A The settlement agreemens provides that nonsigning manufacturing companies

j will be subject to the same regularory oversight and access restrictions as
signing companies.
It also provides that they will be subject to a "user fee" equal to the portion of
the Annual Payments devoted to public health programs and federal and state
enforcement of access restrictions that they would have paid if they had signed
the agreement (IH.C.bullet 2.).

In addition, nonsigning must pay into ap escrow account an amount equal to
150% of the Annual Payments that would be made by a signing company
- (minus the portion of the Annual Paymenrs earmarked for public health
D payments and federal and state enforcement efforts). The escrow account is
: " supposedly to satisfy potential judgments against such companies (which do ot
' enjoy the limits on liability). If these companies are not found liable, however,
the payments could sit in the escrow account, uncollected and gathering interest

for 35 years.

. Thus, in immediate financial terms, the nonsigning companies must pay a
substantially greater amount of money in order to participate in the market than

:
l
|
\
! the signing companies will pay.
|
!
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Finally, the proposed setticment opens up distributors and retailers who handle
nonsigning companies to potential civil liability (distributors and retailers who
handle signing company products are given fuil immunity from suits).

' The provisions directed at nomigning companies funcrion as barriers to entry that lock
in the current major manufacturing companies as a permanent oligopoly. For two reasons, this
is undesirablée from a public health perspecuve ,

- One is that nonsigning oompames may challenge these barriers on constitutional

grounds, or possibly on the ground that they violate international trade
agreements (such as GATT or NAFTA). The barriers thus increase the risk of
legal chatlenges and potential invalidation of a key provision of the proposed

settlement.

Moreover, new entry could be desirable insofar as the new entrants seek to
market products that have reduced health risks or that provide an effective
substitute for the use of tobacco products.

. Accordingly, the provisions dealing with nonsigning companies should be structured in
such 3 way as to produce "a level playing field" between signing and nonsigning companies.

|
)
1
t
1
1
1

settlement

@

Specifically, the provision establishing an escrow requirement should be
amended to require posting of funds equal to 100% of the signing company
Annuzl Paymeats, not 150%.

Further, distributors and retailers ,_Who deal in the products of nonsigning
manufacturing companies should be relieved of liability, as in the case of
signing companies. .

Enforcement Of Consent Decrw

i As discussed above in eonnecnon w:th the advcmsmg restrictions, the proposed
contemplates that many of its provisions will be incorporated both in legislation and

in consent decrees.

|
;
|

This is important because the consent decree provisions might survive if the
legislation is struck down.

Also, consent decrees have certain enforcement advantages - & party can returm
to the court that entered the decree and get an injunction preventing the enjoined
party from violating the decree, or an order holding a violating party in

contempt.
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| The proposed sertlement contains provisions indicating that the consent decrees will be
entered in state court. This makes sense, given that the attomeys general brought the lawsuits
being scttled in state court. But it raises certain potential problems.

Flrst. what about those states that do not join the agreement?

i )

The proposed semlement suggests that a contractual "protocol” will be adopted
to handle this situation, bur the precise mechanics of how this would work are

not spelled out.

It may be appropriate to condition the states' receipt of funding provided under
the setrlement upon their agreement to entering into binding consent decrees.

. Second, how can the federal government enforce the consent decres"

We would prefer that the United States Department of Justice as well as state
artorneys general have the power to enforce the consent decrees.

It is not clear that the proposed settlement would provide for this. If not, a

mechanism should be devised that would allow the federal govemment o
become a party to the consent decrees, with fuil enforcement rights. - -

Severability.

:' Whenever complicated regulatory legislation is enacted and constitutional challenges to
pomons of the legislanion are a posslbihty. it is wise to attend to the "severability" question.

[}
|

affc?ted.

If a provision of 2 seatute that is struck down 1s se'verable. thea invalidation of
the provision does not affect the remamdcr of the statute.

But if a provision of a statute that is struck down is not severable, then
‘invalidation of the provision means the whole statute falls. )

| A strong severability clause should be included in the legislation, making clear that if
any provision is declared invalid, the coastitutionality of the balance of the statute is not

’ @ Global Extension.

. International issues are not covered by the proposed settlement. A truly comprehensive
discussion of tobacco control policy would address the rapid growth in tobacco use around the
world with especially alarming increases in developing countries. To some extent, these

i
!
o
!
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concems can be addressed within the framework of the sctrlement. In other respects they are
best approached chrough other initiatives.

; ! Steps that can be taken within the framework of the settlement include:

L
I
i
]
!
!
'
|
'

Allocation of funds from the Public. Health Trust or other appropriate sections
of the settlement to the World Health Organization (WHO), to be dedicated to
the development, adoption, and enforcement of the WHO Framework Tobacco

* Control Convention, surveillance systems to monitor international morbidity and

mortality, and other tobacco control initiatives.

Allocation of funds from the settlement for federal agency use in interpational
tobacco control efforts.

| Other initiatives apart from the settlement by the federal government might include;

Se em ot ahm— o, .

An Executive Order to all appropriate federal agencies to promote actively the
-adoption of U.S. domestic obacco control standards as minimum policies
throughout the world. Tools for achieving this objective would include expont
initiatives, Aid for International Development programs, and other
communications and information programs. An international suramit of heaith
ministers should be convened in 1998 to discuss tobacco control issues, with a
follow-up meeting at the World Conference on Tobacco and Health in the year

2000.
An Execurive Order forbidding the U.S. Trade Representative, the Department

of Commerce, U.S. embassies, or other government agencies from interfering
in any efforts by foreign national governments to curb tobacco use.

. An Executive Order making all U.S. government facilities, worldwide, smoke

free.

Imposition of penalties on U.S. companies that participate in or support
international tobacco smuggling, including reintroduction to the U.S. of
cigarettes made for export.

The American Medical Association will support the above initiatives in international

tobaicco use prevention and control, and will work for their implementation with the

interna:

tional medical and public health community, including the World Medical Association.
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IX. [Recommendations.

The proposed settlement is a promising beginning. It lays out an intemally coherent
system of regulatory reform, financial incentives, and relief from civil ljability. The overall
desxgu of the settlement establishes a framework that can be used to achieve real, permanent,
and moajor public health benefits. On the other hand, certain critical changes must be made in
pomops of the proposed sertlement if this goal is to be realized.

;l (1)  Essential Changes.

! Two changes in particular are essennal if the settlement is to achieve the public health
goals }we have set out.

The FDA must be given the same authority over tobacco products that it has over
other "drugs" and "devices" under the Food, Drug and Cosmetic Act — with the sole
excepnou of the 12 year moratorium on taking action to impleinent a prohibition of
tradit:onal tobacco products or the ehmination of nicotine from tobacco products.

; Thls modification should be impiemented througi: the following revisions w the
proposed settlement, or their equivalent:

There should be a constructional principle indicating that FDA has full authority
over all obacco products and other nicotine delivery devices unless a specific
exception is expressly set forth in the legislation.

| e The settlement should be clarified by eliminating any language that suggests that
‘ FDA authority to regulate tobacco products is limited in ways other than the 12

year Moratorium.

i " FDA should be permirted to use the same procedures, and its decisions should
X be subject to the same standard of review, that generally apply under the Food,

i Drug and Cosmetic Act.
! The definition of “tobacco product® should be clarified to include pipe tobacco,
;' cigars, and any other tobacco product. | -' .

- The Look Back surcharge program must be redesigued so0 as to provide significant -
fmancxal incentives for each tobacco company to achieve the targets for reduction in
underage tobacco use set forth in the proposed settlement.

i
|
¢ This modification should be impiemented through the following revisions to the

pr?posed settlement, or their equivalent:
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addmonal changes in the proposed setdement.
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i- Tﬂé‘g.ook Back surcharge payments should not be suBJect to the automatic pass
i through and should not be tax deductible. i :

. The Look Back surcharge payments should be assessed against each individual

value of the lifetime s 'ial costs of tobacco use, not restitution of profits.

, { . - ~
o The $2 billion cap on dnmual surcharge payments should be.eliminared. Any cap
L should be based on a multiple of company profits from underage use or on total
L company {)‘roﬁts in the domestic market.

i * . Tobacco compames that exceed the targets should be given a finencial credit.
! £' There should be no gbatement for compliance with regulations and corporate
! \, good faith.

L @) Strongly Recommended Changes. |

i In addition to the foregoing essential changes, we strongly recommend the tajomng
F1

. The price of cigarettes should be targeted to rise by about $1.00 per pack, as
opposed to the $0.62 per pack projected under the proposed settlement. This
canbeaccomplishedbyanincr&se in the cigarette excise tax, by upward

.-’- adjustments in the Annual Payments or by meodifications in the tax treatment of

T existing Aniwual-Payrents. s - > - e -

o

FDA should have au_thorit'y'ptbgressively to tighten the targets of the Look Back
{ program after the ten year period addressed by the proposed settlement, with an
‘ultimare goal of reducing underage tobacco use to incidental levels.

" The preemgive effect of féderal' youth access restrictions should-be narrowed
and clarified so that states and local governments may impose civil sanctions on
tobacco retailers beyond the federal minimum.

The preemptive effect of federal advertising restrictions should be narrowed and
clarificd so that states asid local governments may regulate local advertising and
marketing and may impose comter—advemsmg reqmremems on tobacco

companies.

e
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The restriction on advertising to tombstone-only format should be extended to
all publications.

A federal agency (such as HHS), in consultation with knowledgeable private
entities, should be given overall responsibility for disbursement of the Pyblic
Health component of the Araual Puyments, including oversight of grant
recipients and authority to make adjustments in allocations in future years.

The provisions regarding nonsigning companies should be modified so as to
avoid erecting unnecessary barriers to new entry.

The Look Back program should have targets for reduction of underage use of
smokeless tobacco identical to the targets for reduction in underage smoking.

Reconmmended Changes.

We have throughout this document recommended a number of other clarifications or
refinements in the proposed settlement. These include the following:

The prohibition on sponsorship should be clarified to preclude tobacco company
sponsorship of computer software, Intemet, or video programming that
glamorizes the use of tobacco.

The flow of funds from tobacco companies to the states should be structured so
that federal standards for state licensing statutes and enforcement Programs can
be adopted as conditions attached to federal funding.

States should be expressly permitted to make it a criminal or civil offense for
amy person, not just a retailer, to sell tobacco products to a minor.

Federal enclaves and facilities, including military bases and hospitals, should be
Tequired to comply with state and local regulations regarding access to tobacco
products, and tobacco sales at federal facilities should be subject to federsl taxes
equal to those that prevail in the local area.

The antitrust exemption for collective price setring by tobacco companies should -
be clarified to probibit companies from raising prices to profit maximizing
levels.

Portions of the Public Health component of the Annual Payments should be
allocated to (a) providing transitional relief to displaced tobacco farmers; (b)
providing funds to the World Health Organization for the development of a
Framework Tobacco Control Convention and other international tobacco control
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initiatives, and to federal agencies for use in international tobacco control
efforts; (¢) providing funds to support tobacco cessation programs in health care
settings; and (d) providing funds for mandated comprehensive school health
education focusing in part on the dangers of tobacco use.

Distribution of funds to states should be conditioned on each state, including
states that have not sued the tobacco companies, entering info a consent decree
embodying the provisions of the sertlement.

The federal government should become a party to the consent decrees, with full
enforcement power. .7

The legislation implementing the sertlement should include a strong severability
clause.

| If the changes that we have advocated or equivalent changes are adopted by Congress,

the Task Force believes that the proposed settiement would be a major turning point in the life-*
or-death struggle to reduce tobacco use. The American Medical Association pledges to devote
its resources toward securing the adoption of these changes. The AMA also stands ready to
work jin any constructive capacity with the parties to the settlement, members of Congress, and
the Administration in order to realize what could be a landmark achievement.
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Tobacco Settiement: Payments and Distribulions During First Ten Years (Figures in Billions)

EXHIB-T &

N Enactment Year{ Year2 | Year3 Year4 Year5 Year6 ; Year7 Year8 Yeard Year10 To
Base Amount 6000 7000 | 8000 10000  10.000 12.500 | 12.500  12.500 | 15.000 | 15.000 | 108.
Public Heatlh Component 2500 2500 ' 3500 4000 _ 5000 | 2500 | 2500 _ 2500 | e.pgo ! 2.000 | 2s.¢
T Total Payments| 10.00 8500 _ 9500 11500 | 14.000  15.000 | 15.000 _ 15.000 | 15.C00 15000 | 15.000 143.
_Proposed Uses _ e, -
‘HHS Tobacco Reduciion - - _
Program 0125 | 0425 | 0125 | 0225 | 0225 0226 ° 0225 | 0225 , 0225 0225 1.9
FDA Cosis & Grants___| 0300 | 0300 | 0300 _ 0300 _ 030C 0300 0300 | 0300 | 0300 _ 03C0 3.0
STate & Local vooacco | 77 . .
Contro! Efforts 0075 | 0075 0100 | 0125 | 0125 0125 0125 04125 0425  0.125 1.1
Tobacoo Research 0100 | €100  0.100 | 0900 | 0100 . 0900 0100 0100 | 0.100 | 0.100 ., 1.0
Lost Sponsorship B - -
Compensation 0000 | 0075 0075 | 0075 | 0075 | 0075 0075 €07 | 0075 ! 0.075 | 06
Public Educazion Ant- : . ‘ 5
~obacgo Campaign 0.500 : ‘0560 0500 ~ 0500 0.500 | 0500 | 0500 0500 0500 | 050 S0
i I -
Tobatco Use Cessalion ! ' - -
Program ' 1000 | 1000 1000 1000 1500 1500 | 1500 | 1500 1500 | 1.500 i 13
; :
Pubfic Health Trust Fund 2500 25C0 3500 4000 5000 ; 2.500 | 2500 | 2500 0000 | 0.000 | 25(
SettleméntLiligation ! -
Credit i 1584 | 1.848 2112 2640 2840 | 3300 | 3.300 | 3300  3.960 ' 3.960 | 28.¢
| Tofal Proposed R -
Expenditures 6184 | 6523 7812 8665 10465 | 8625 : 8625 | 8625 6785  6.785 | 79.3
Unallocated Payments _ 10.000 | 2.316 | 2077 3688 5.036 4535 | 6.376 | .6.375 . 6375 __ 8216 8.215  64.1
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ISSUE Koop-Kessler AMA ACS AHA ALA
Overall Congress should reject the | Settlement is a landmark effort Settlemnent is a great start for | Seitlement is not perfect but Settlement as written will
Position settlement and legislate a that would generate far more § providing revenues for public | could help to significantly not protect the public
strong tobacco policy. it for public health activities than health programs. No single reduce tobacco use. health. Industry can
does not need the Congress would ever appropriate. | piece of federal legislation manipulate gaping
industry’s help or Preferable to the uncertainty and | will solve America’s tobacco loopholes.
permission to do this. delay of litigation. problem.
Priority -5 Goals; -Strengthen FDA jurisdiction -Expand authority of FDA -Complete authority for FDA | -No changes or limits on
Issues 1. unhampered FDA -Increase Look Back penalties -FDA must have all over tobacco products and FDA authority
regulation of nicotine fivefold documents relevant to the nicotine -No immunity or limits on
2. prohibition of industry -Increase of $1 per pack public health. -No immunity for past industry's liability
efforts to target kids -Make smokeless tobacco Look -Increase settlement criminal wrongdoing -Comprehensive ad
3. stiff pepalties for Back targets identical to smoking | payments to produce at least | -Harsher Look Back penalties { restrictions that the
targeting kids targets a $2 per pack increase -Full and open disclosure of industry can't get around -
4. smoke-free public -Allow FDA to tighten Look -No tax-deductibility all documents that relate to creatively
places Back targets after 10 years -Increase Look Back health issues -Much higher Look Back
5. excise tax to fund -Expand ad restrictions to allow penalties -Prevent industry from penalties
education and cessation only black/white "tombstone" ads escaping obligations and -Zero tolerance for ETS
programs for all publications liability through bankruptcy -Disclosure of documents
-Do not preempt stricter state shielded by attomey-client
-Increase of at least $2 per | sanctions on retailers privilege
pack - -A morally acceptable
export policy
-No tax-deductibility
FDA -Make explicit FDA’s -FDA should have same authority | -Authority for FDA to -Complete authority over -No changes to FDA
Regulation | unlimited authority to as for drugs and devices. develop tough performance tobacco products and nicotine | authority
- regulate and phase out -FDA should be able to use same | standards that aim to reduce | -Eliminate excessive - No formal rulemaking
nicotine and remove other | procedures (notice and comment) | or eliminate any constituent, | bureaucracy requirement
ingredients that contribute | and standard of review (arbitrary | including nicotine and that -More resources -No obligation to prove
to the initiation of and and capricious) that generally apply from the effective date | -Concerned about formal unlikelihood of black
dependence on tobacco apply under FDCA. of the act rulemaking and black market | market
products -12-year moratorium on complete | -No formal rulemaking requirements - Industry should not be
-Time limits or ban of nicotine; allow interim -Eliminate heightened allowed to designate any
moratoriums on FDA restrictions. standards of proof and ingredient a confidential
activity should be flexible FDA’s black market trade secret.
to accommodate advances obligation

in science, information,
and health policy.

S1day
ST

—IT™MNndas
—_ O'nb1 oy




ISSUE Koop-Kessler AMA ACS AHA ALA
Look Back | -Adopt stronger targets: -No automatic pass through -Increase penalties Penalties in the settlement -Individual company
15%-30% from years 1-5, | -No tax deductibility ~-Eliminate 75% rebate should establish the floor-- accountability for
and then 40%-65% from -Penalties should be assessed -Eliminate $2 billion cap make them more severe. reduction
years 5-10. against each individual company | -Reduction targets for Amounts should be adjusted -Additional nonfinancial
-No cap on penalties for based on its own reductions in smokeless tobacco should be | annually to reflect the most penalties like more ad
failure underage use the same as for cigarettes, current data on teen smoking. | restrictions
-Increase penalties: if -Increase penalties from $380 because its use among -Define "reasonable
industry misses target by 5 | million to $400-$450 million to teenage boys has outpaced available measures” in
points, it should pay 5 force industry to internalize social | their use of cigarettes. detail, so industry can't get
times the sanction costs of underage use the 75% rebate easily
-Assess compliance and -Eliminate $2 billion cap
penalties on a company- -Eliminate 75% rebate; add a $80
by-company basis million credit for each extra
percentage point of reduction
-Give FDA authority to tighten
targets after 10 years
Document | Industry must disclose all | No recommendation, Dr, Lonnie | -Streamline 3-judge panel Full and open disclosure of all | Streamline/eliminate
Disclosure | documents that: Bristow has said that the 3-judge | procedure documents that relate to health | overly time-consuming,
-reveal public relations, panel procedure is acceptable. -Industry must show why a issues bureaucratic review
advertising, marketing, document should not be mechanisms like the
promotion, and political disclosed document-by-document
activities . -FDA must have all review of privileged
-are improperly shielded information relevant to the recerds by industry
by attorney-client privilege public health and the lawyers.
-reveal all technical and development of reduced risk
health/safety data tobacco products.
-indicate industry .
strategies for targeting kids
and minorities
-show health effects of

ETS




ISSUE Koop-Kessler AMA ACS AHA ALA
Immunity | Congress does not know Immunity to class action suits and | No recommendation. No immunity to either -Adamantly opposes any
enough of the industry’s punitive damages is a major companies or their agents for | immunity or limits on the
secrets to grant it any drawback of the settlement. Class past criminal wrongdoing. No | industry's future liability
immunity. Preserve all actions draw attention to industry statement regarding bans on -No cap on damages
avenues of litigation, both | deceit, whereas individual suits class actions or punitive -No ban on class actions
civil and criminal. focus on plaintiff’s personal damages. -No limits on punitive
responsibility. Punitives are the damages
major source of large recovery -Requiring public to
for plaintiffs--without them, there accommodate corporate
is no incentive for individual wrongdoing sets a
suits, Free of the fear of liability, dangerous precedent.
industry won’t change its bad
behavior.
Size of -Excise taxes should be Increase of at least $1 per pack is | -Payments are too small-- Aggressive enatment of Tax provisions that make
Payments/ | dramatically increased and | necessary-- would result in a 15% | either the payments or excise | federal and state excise taxes | every penny tax-deductible
Price per | should be indexed to reduction in overall consumption | tax should produce a $2 must be maintained. make things too easy for
Pack inflation (studies show $2 | and a 33% in youth consumption. | increase in price per pack. the industry.
per pack or more may be -Tax deductibility of
appropriate). payments makes things too
-Financial punishments easy for industry and

should not be considered
ordinary business expenses
and tax deductible
-Demand more money--
the industry will boom
under the current
settlement as it is already
targeting 18-24 year-olds.

decreases federal revenues.




ISSUE

Koop-Kessler

AMA

ACS

AHA

ALA

ETS

Ban smoking in:

-all work sites

-all places of public
assembly

-outdoor areas where
people assemble, like
service lines, arenas
-schools- inside and
outside

-all forms of public
transportation, including
flights going in and out of
U.S.

-all federal workplaces,
including branches of
military and VA hospitals

No recommendation. By
enacting the Smoke-Free
Environment Act of 1993, the
settlement would achieve more
than would stand alone
legislation.

No recommendation. It is
good that the provision
would not preempt more
stringent state or local laws
restricting smoking in public
places.

No preemption of stronger
local and state policies.
OSHA standards are the
minimum that must be met.

Settlement should protect
restaurant, bar, and
hospitality workers who
are most at risk for passive
smoking disease,
Advocates zero tolerance
for tobacco smoke.

Farmers

-Blue-ribbon panel should
recommend short- and
long-term strategies to
reduce tobacco states’ and
communities’ dependence
on the crop.

-Industry should finance an
economic assistance and
development fund to help
tobacco farmers and non-
farm industry workers find
alternatives.

-More settlement funds
should go to farmers and
less to trial lawyers.

Congress should use settlement
funds to establish a public
program to purchase tobacco
farmland or tobacco crop
allotments from farmers who

want to leave the tobacco market.

No recomimendation.

Set aside a portion of excise
taxes to provide tobacco-
producing communities with
economic development
assistance and opportunities
for crop diversification.

No recommendation,
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AMA RECOMMENDATIONS

PROPOSED TOBACCO SETTLEMENT

" | ToBACCO PRICING -

Same authority over tobacco
products that it has over
other “drugs” and “devices”

Same regulatory process
applies as with other
drugs/devices

12-year moratorium on
complete ban of nicotine;
interim nicotine restrictions
allowed

Provides significant
financial incentives for each
tobacco company to achieve
cuts in youth smeking

Penalties based on lifetime
social cost of tobacco use*

Penalties not tax deductible
No annual cap

No abatement; rewards for
companies to exceed target

" Assessments against

individual companies

by $1 per pack

-- Increase tax, or

-- Increase annual
industry payment, of

-- Modify tax
deductibility of annual

payment

* Increase price of cigarettes

A governmental agency
should have responsibility
for the public health aspect
of funding, including asset
allocation and expenditures

States and localities shouid
be authorized to enact laws
that are more stringent than
federal tobacco control laws

Only black/white
“tombstone” advertising
should be permitted

State and local governments
should be permitted to
regulate advertising and
marketing




ORGANIZATIONAL COMPARISONS

PROVISION AMA ACS ALA AHA ACPM _AAP
TosAaccO PRICING Increase price of Raise federal cxcise *  Increase excisclaxes [ *  Increase excise laxes NO POSITION NO POSITION
cigareties by 31 per tax to $2 per
pack : pack/raise smokeless
- Increase tax, or tobacco tax
- Increase annual proportionally
industry payment, or
— Modify tax
deductibility of
annual paymentl
FunDs DISBURSEMENT A governmental NO POSITION NO POSITION * _ Funds should be NO POSITION NO POSITION
agency should have handled by
responsibility for the organizations
public health aspect independent of
of funding, including tobacco industry
asset allocation and influence
expendilures ' )
i
PREEMFPTION States and localilics States and localities *  States and localilies *  No preemption of NO POSITION NO POSITION
should be authorized should be authorized should be authorized salcs, marketing,
to enact laws that pre to enact faws that are to enact laws that are lobacco use faws or |
more stringent than more stringent than more stringent than clean indoor air !
federal tobacco federal tobacco federal tobacco restrictions .
control lavs control laws control laws )
ADVERTISING/ Only black/white NO POSITION e Comprehensive «  NO POSITION Total ban on all Total ban on all
PROMOTION “iombstone” advenisﬁng and

advertising should be
permitled

State and local
gevernments should
be permitted lo
regulate advertising
and marketing

marketing restrictions

Black/white depiction
of product
package only

tobacco product
advertising and
" promolion

tobacco product
advertising and
promotion

1

AMA =American Medical Association
ACS = American Cancer Sociely

ALA = American Lung Association
AHA = American Heart Association

ACPM = American College of Preventive
Medicine

AAP = American Academy of l’ediatr.ics



ORGANIZATIONAL COMPARISONS

PROVISION AMA ACS ALA AHA ACPM AAP

FDA Same authority over Maintain FDA .No changes to FDA Complete authority Authority to regulate Authority to modify
tobacco products that authority over authority over tobacco the manufacture, sale, nicotine and other
it has over other tobacco products, including labeling, distribution, cigarette ingredients
“drugs” and “devices” No increased nicotine regulation and marketing of without increased

No increased regulatory burdens tobacco products regulatory burden

Same regulatory regulatory burdens
process applies as Delete 12-year
with other Delete 12-year provision
drugs/devices provision
12-year moratorium
on complete ban of
nicotine; interim
nicotine restrictions
allowed

Look BAck Provides significant Provide economic Increased financial

financial incentives
for each tobacco
company o achieve
cuts in youth smoking

Penalties based on
lifetime social cost of
tobacco use*

Penalties not tax
deductible

No annual cap
No rewards for
companies that

exceed target

Assessments against
individual companies

tncentives to ensure
industry compliance

No annual cap or
rebate

Assessments against
individual companies

penalty

Consider non-
financial penalties

Assessments against
individual companies

Current penalties as a
“floor™ for future
action

Strengthen financial
penalties

Consider non-
financial sanctions

Begin penalties in
year 2

Not tax deductible

Slrengthcn
penalties/enforcement

Company specific
penalties

Begin penalties in
year 2

(1]



AMERICAN MEDICAL ASSOCIATION

The FDA must be given the same authority over
tobacco products that it has over other “drugs” and
“devices” under the Food, Drug and Cosmetics Act,
with the sole exception of the 12-year moratorium on
the prohibition of traditional tobacco products or the
elimination of nicotine from tobacco products.

»  There should be a constructional principle
indicating that FDA has full authority over all
tobacco products and other nicotine delivery
devices unless a specific exception is expressly set
forth in the legislation.

+  The settlement should be clarified by eliminating
any language that suggests that FDA authority to
regulate tobacco products is limited in ways other
than the 12-year moratorium.

¢ FDA should be permitted to use the same
procedures, and its decisions should be subject to
the same standard of review that generally apply
under the Food, Drug and Cosmetic Act.

*  The definition of “tobacco product” should be
clarified to include pipe tobacco, cigars, and any
other tobacco product.

AMERICAN HEART ASSOCIATION

FDA must be guaranteed complete authority over
tobacco products, including nicotine, and must be
provided appropriate resources to carry out its
regulatory role.

ORGANIZATIONAL COMPARISONS
FDA

AMERICAN CANCER SOCIETY

The FDA procedural hurdles-are wholly unjustified.

The ACS recommends:

» Authorize FDA to develop performance standards
designed to reduce or eliminate any constituent,
including nicotine;

» Delete 12-year provision and apply a single
standard that applies from the effective date of the
Act,

¢  Eliminate proposed heightened standard of proof
and allow traditional administrative law to apply;

e Delete requirements that FDA demonstrate that
modifications in tobacco products will not result in
significant contraband; and

¢ Include regulation of cigars and pipe tobacco

AMERICAN COLLEGE OF PREVENTIVE
MEDICINE

The FDA must have the authority to regulate the
manufacture, sale, labeling, distribution, and marketing
of tobacco products.

AMERICAN LUNG ASSOCIATION
AMERICAN THORACIC SOCIETY

No changes to the FDA's current authority or limits on
future authority are acceptable. FDA’s hands should
not be tied with increased regulatory “hoops and
ladders.” Nicotine is the reason people become
addicted to cigarettes and it must be cut as soon as
practicable.

e  Deiete 12-year provision

AMERICAN ACADEMY OF PEDIATRICS

FDA should be able to modify the amount of nicotine
and other harmful ingredients in tobacco preducts
without being exposed to complicated regulatory,
judicial, and legislative maneuvers.



AMERICAN MEDICAL ASSOCIATION

The Look Back surcharge program must be given real

teeth. If the tobacco industry is to be relieved of any

significant civil liability and if FDA jurisdiction is to
be subject to a 12-year moratorium on nicotine
elimination, it is essential that financial incentives be
put in place that will guarantee significant reductions
in underage smoking and smokeless tobacco.

»  Look Back surcharge payments should not be
subject to the automatic pass through and should
not be tax deductible.

» Look Back surcharge payments should be
assessed against each individual company based
on reductions in underage use achieved by that
company. They should not be assessed on the
basis of collective industry responsibility.

* Look Back surcharge payments should be based
on the discounted present vatue of the lifetime
social costs of tobacco use, not restitution of
profits.

» The $2-Billion cap on annual surcharge payments
should be eliminated. Any cap should be based on
company profits from underage use or on total
company profits in the domestic market.

Credit for compliance with regulations and corporate

good faith should be replaced by rewards for

companies that exceed the targets in any given year.

AMERICAN HEART ASSOCIATION

The penalties outlined in the settlement should serve as
a floor for Congress in determining how much the
industry should pay if youth smoking does not
decrease by specified amounts.

ORGANIZATIONAL COMPARISONS
LOOK BACK

AMERICAN CANCER SOCIETY

There is no economic incentive to ensure the industry

will meet the targets. The ACS recommends:

*  Raise the targets for smokeless tobacco to same
level as cigarettes;

+ Impose a surcharge on each tobacco company
based on brand-specific youth consumption;

e Eliminate the rebate provision to avoid
undermining the intent and effectiveness of the
look-back provision;

*  Add language to explicitly authorize state and
local governments to use minors in compliance
checks;

¢ Require sales data, by brand, in order to evaluate
performance by individual companies; and

¢ Eliminate the $2 billion cap.

Raise the federal tobacco excise tax to $2 per pack of

cigarettes with a proportional increase on smokeless

tobacco products,

AMERICAN COLLEGE OF PREVENTIVE
MEDICINE

The industry must be held accountable for meeting
targets for youth reduction in tobacco use, starting in
year 2 and increasing every year thereafter. Strong
financial penalties and/or other regulatory sanctions
must guarantee the accountability of the industry’s
compliance to such objectives.

AMERICAN LUNG ASSOCIATION

AMERICAN THORACIC SOCIETY

The penalty is not strong enough and should be made
company-specific, so no company would be tempted
to do less than its share. Nonfinancial actions also
should be taken, including “plain packaging™ and a
ban on al advertising by the offending company.

AMERICAN ACADEMY OF PEDIATRICS

The penalties/fenforcement measures for reducing
children’s tobacco use are not sufficient. The academy
supports the recommendation by the Advisory
Committee on Tobacco Policy and Public Health.
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AMERICAN MEDICAL ASSOCIATION

The price of cigareties should be targeted to rise by $1
per pack, as opposed to the $.62 per pack projected
under the proposed settlement. This can be
accomplished by an increase in the cigarette excise
tax, by upward adjustments in the Annual Payments,
or by modifications in the tax treatment of existing
annual payments.

AMERICAN HEART ASSOCIATION

The settlement should not preclude the use of tax
policy to further decrease consumption of tobacco
products, particularly among the nation’s youth.
Aggressive enactment of federal and state tobacco
excise taxes must be maintained

ORGANIZATIONAL COMPARISONS
TOBACCO PRICING

AMERICAN CANCER SOCIETY AMERICAN LUNG ASSOCIATION
AMERICAN THORACIC SOCIETY

Raise the federal tobacco excise tax to $2 per pack of  Increase excise taxes
cigarettes with a proportional increase on smokeless
tobacco products.

AMERICAN COLLEGE OF PREVENTIVE AMERICAN ACADEMY OF PEDIATRICS
MEDICINE
NO POSITION NO POSITION



AMERICAN MEDICAL ASSOCIATION

A federal agency (such as HHS) should be given
overall responsibility for disbursement of the Public
Health component of the Annual Payments, including
oversight of grant recipients and authority to make
adjustments in allocations in future years.

AMERICAN HEART ASSOCIATION

Funds should be handled by organizations independent
of tobacco industry influence.

ORGANIZATIONAL COMPARISONS
FUNDS DISBURSEMENT

AMERICAN CANCER SOCIETY

NO POSITION

AMERICAN COLLEGE OF PREVENTIVE
MEDICINE

NO POSITION

AMERICAN LUNG ASSOCIATION
AMERICAN THORACIC SOCIETY

NO POSITION

AMERICAN ACADEMY OF PEDIATRICS

NO POSITION



ORGANIZATIONAL COMPARISONS
PREEMPTION

AMERICAN MEDICAL ASSOCIATION AMERICAN CANCER SOCIETY AMERICAN LUNG ASSOCIATION
AMERICAN THORACIC SOCIETY

The preemptive effect of federal youth access States and localities should be authorized to enact States and localities should be authorized to enact

restrictions should be narrowed and clarified so that laws that are more stringent than federal tobacco laws that are more stringent than federal tobacco

states and local governments may impose civil control laws control laws

sanctions on tobacco retailers beyond the federal

minimum.

AMERICAN HEART ASSOCIATION AMERICAN COLLEGE OF PREVENTIVE AMERICAN ACADEMY OF PEDIATRICS
MEDICINE

Settlement must not preempt the initiation, adoption NO POSITION NO POSITION

and/or enforcement of state or local laws that are more
comprehensive/severe in reducing sales, marketing,
and use of tobacco products, and restricting smoking in
public places.



AMERICAN MEDICAL ASSOCIATION

The preemptive effect of federal advertising
restrictions should be narrowed and clarified so that
states and local governments may regulate local
advertising and marketing and may impose counter-
advertising requirements on tobacco companies.

Only black and white “tombstone” advertising should

be permitted.

AMERICAN HEART ASSOCIATION

NO POSITION

ORGANIZATIONAL COMPARISONS
ADVERTISING/PROMOTION

AMERICAN CANCER SOCIETY

NO POSITION

AMERICAN COLLEGE OF PREVENTIVE
MEDICINE

Advertising and promotion restrictions must be
increased to provide for a total advertising ban
covering all tobacco products.

AMERICAN LUNG ASSOCIATION
AMERICAN THORACIC SOCIETY

Advertising must be more comprehensively restricted
because tobacco companies will find creative ways to
get around piecemeal restrictions to market their
products, as has been done in other countries trying
this approach. Restriction examples include:
publications with more than 15% youth readers; no
ads, marketing or promotion campaigns; other
publications black/white depiction of product and
package only; and an end to payments to
entertainment/sports figures to smoke in “public” or in
the course of their professions.

AMERICAN ACADEMY OF PEDIATRICS

Supports a ban on all tobacco product advertising.
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