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STATE OF NORTH CAROLINA
OFFICE OF THE GOVERNOR

RALEIGH 27603-8001

JAMES B. HUNT JR.
GOVERNOR

December 21, 1995

David A. Kessler, M.D.
Commissioner
Food and Drug Administration
c/o Dockets Management Branch (HFA-305)
Food and Drug Administration, rm. 1-23
12420 Parklawn Drive
Rockville, MD 20857

Dear Commissioner Kessler:

I am submitting written comments on the proposed regulations by the Food and
Drug Administration, "Restricting the Sale and Distribution ofCigarettes and Smokeless
Tobacco Products to Protect Children and Adolescents."

I am strongly in favor of limiting smoking by those under the legal age.- I believe
that all North Carolinians, in and out of the tobacco industry, would support a strong
program to reduce access to tobacco products by those under 18. However, more big
government is not the way to do it. This is one more example ofWashington starting
with good intentions, but piling on more regulation and bureaucracy to do the job.
Instead, the focus should be on supporting states and local communities in their efforts to
enforce the law and educate young people.

In these proposed regulations, the FDA subverts basic principles of federalism. In
1992, Congress affirmed the traditional role of the states through the Alcohol, Drug
Abuse, and Mental Health Amendments (ADAMHA) Reorganization Act. In addition,
the Congressional Research Service has warned that sweeping tobacco regulations of this
nature may exceed the federal government's powers under the commerce clause of the
United States Constitution. Congress also has withheld jurisdiction over tobacco from
the FDA for over 80 years, choosing to regulate tobacco directly or by delegating
responsibility to agencies other than the FDA.
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There is no need to waste months and taxpayers' dollars fighting in Congress and
the courts over whether the FDA should have jurisdiction over tobacco products. States
can act now to reduce the use of tobacco products by those under 18. The most effective
way to do this is for state and local governments to work with merchants, parents and
communities to enforce existing laws and to educate the public about the risks associated
with those under the legal age using tobacco.

North Carolina is a good example of a state that has acted in this area. The State
ofNorth Carolina prohibits anyone from knowingly selling or furnishing cigarettes,
tobacco for cigarettes, smokeless tobacco or cigarette papers to minors under the age of
18 (Chapter 628, G.S. 14-313, HB 852, 1991).

In addition, a new law effective December 1, 1995 tightens existing restrictions by
making it illegal to distribute, or knowingly aid, assist, or abet any other person in
distributing tobacco products to minors. This new law also makes it illegal for minors to
attempt to purchase tobacco in North Carolina, and requires clerks to demand proofof
age from a prospective purchaser if the person has reasonable grounds to believe that the
prospective purchaser is under 18 years of age. With an increasing emphasis on
enforcement of these laws by state and local agencies, additional federal laws or oversight
by federal agencies is unnecessary to prevent those under 18 from obtaining these
products.

North Carolina has not stopped with passage of tough laws. Our state, through
the Department ofHuman Resources, also conducts an annual, random, unannounced
inspection ofboth over-the-counter and vending machine outlets which distribute tobacco
products. These inspections measure the overall level of compliance with the state law
regarding youth access to tobacco products, as required by Section 1926 of the Public
Health Service Act, commonly referred to as the Synar Amendment.

North Carolina also is emphasizing merchant education. The Department of
Human Resources works with local organizations to develop and distribute materials to
help merchants understand and carry out their responsibilities under the law.

It is my position that the intent of these regulations, reducing teenage smoking
and eliminating underage smoking, can be accomplished without intruding on the rights
of adults who choose to smoke and without imposing unnecessary costs on growers,
manufacturers, and distributors of tobacco products.

The costs that these regulations would impose on North Carolina are substantial.
The FDA has estimated that complying with these regulations on a national level will
cost manufacturers $15 million one time, and $150 million annually. Retail sellers will
have an additional $67 million in costs annually. These do not include costs to
advertisers, vending machine operators, and organizers ofpopular sporting events.
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Ifwe attribute these costs within North Carolina on the basis of our share of these
sectors, based on a 1992 study from Price Waterhouse on the national economic impactof the tobacco industry, complying with these regulations will cost manufacturers in
North Carolina $6.3 million one time, and $73.1 million annually. Retail sellers in North
Carolina will have an additional $2.01 million in costs annually. These costs do not
include the disproportionately large impact on those small merchants who operate in
poorer neighborhoods.

The proposed tobacco regulations by the FDA represent the first step toward
overall regulation of tobacco, which is an important part ofNorth Carolina's economy
and community fabric. According to the North Carolina Department ofAgriculture, there
are 10,000 growers in North Carolina who produce crops valued at $942.9 million in
1994. Furthermore, there are 47,837 allotment holders, many ofwhom no longer grow
tobacco, but are the widows or children of growers, and who derive important income
supplements from these allotments.

According to the Employment Security Commission, another 15,229 North
Carolinians work in the production end of tobacco, with earnings valued at $749.8
million in 1994. Thousands of other North Carolinians depend in part on earnings from
tobacco through employment in wholesale distribution, retail stores, advertising, and
other sectors that derive part of their revenues from sales of tobacco products. Price
Waterhouse estimated total effects of tobacco on employment from growers, auction
warehousing, wholesale and retail trade, and suppliers at 102,663 in 1990. When the
induced effects of expenditures on the economy are included, Price Waterhouse estimated
total employment effects of 260,346.

The 1992 study by Price Waterhouse estimated the economic impact of tobacco in
North Carolina for 1990, based on earnings to growers, auction warehousing,
manufacturing, wholesale and retail trade, at $1.6 billion dollars. If the earnings of
suppliers to these sectors are included, the total impact of tobacco on the state economy
was over $2 billion in 1990. These direct effects do not capture the full impact of tobacco
on the economy, however. Price Waterhouse estimated the total direct and indirect
impacts on the economy to be $3.7 billion in 1990.

Tobacco also pays state and local taxes. Price Waterhouse estimated state and
local tax revenues at $215.6 million in 1990, based on compensation to growers,
producers, sellers, and their suppliers. If the indirect impacts of tobacco on the state
economy are included, then tobacco was responsible for $366 million in state and local
tax revenues in 1990.

While North Carolina's economy is strong, there unfortunately remain poorer
rural counties in our state that have not fully participated in our economic growth. For
many of these counties, growing tobacco is a fundamental part of their farm economy;
loss of tobacco income would be devastating to economies already under stress. For the
top ten counties in per capita tobacco cash receipts, loss of farm income from tobacco



would have a per capita impact equal to from five percent to ten percent ofper capita
income.

These counties, in general, have unemployment rates and poverty rates above the
state average and fiscal capacity below the state average. In the 20 counties with the
highest per capita tobacco receipts, cash receipts exceed $500 per capita for 18 of these
counties. Six of these counties have poverty rates at or above twenty percent, and
thirteen have poverty rates above fifteen percent. Loss of tobacco income would have
dramatic effects of these poor rural counties.

These economic impacts are important, but they fail to capture the full importance
of tobacco in our state. Tobacco helped sustain the family farm and small rural
communities long after they had disappeared in other states. Tobacco helped build our
public and private universities, ourmuch admired foundation and nonprofit institutions,
and many of the public facilities across our state. The world-renowned research
universities and high technology research parks that epitomize the new North Carolina
would not exist without the contributions tobacco has made to the development of our
State.

In summary, there is no need to waste months and taxpayers' dollars fighting in
Congress and the courts over whether the FDA should have jurisdiction over tobacco
products. States can act now to reduce the use of tobacco products by those under the
legal age. The most effective way to do this is for government to work with merchants,
parents, and communities to enforce existing laws and to educate the public about the
risks associated with those under 18 using tobacco. I respectfully ask the Food and Drug
Administration to reconsider its position and yield to states their proper authority to
reduce use of tobacco products by those under the legal age to purchase tobacco.

My warmest personal regards.

Sincerely,

B. Hunt Jr.
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EXAMPLES OF SIGNIFICANT FDA RULEMAKINGS
IN RECENT YEARS

Generic Drug Approval
Implementation of Title I of the Drug Price Competition
and Patent Term Restoration Act of 1984 re approval of
generic drugs
07-10-89 Proposed rule (54 Fed. Reg. 28,872)
10-10-89 End of comment period
04-28-92 Final rule re certain issues (57 Fed. Reg.

17,950)
10-03-94 Final rule re remaining issues (59 Fed. Reg.

50,338)
NDA Rewrite2

Comprehensive revision of regulations governing
approval of new drugs and antibiotics
10-19-82 Proposed rule (54 Fed. Reg. 28,072)
12-20-82 End of comment period

z'lz Yeats 02-22-85 Final rule (50 Fed. Reg. 7452)

3. IND Rawrite

Comprehensive revision of regulations governing
investigational new drugs
06-09-83 Proposed rule (48 Fed. Reg. 26,720)
08-08-83 End of comment period

334 ys. 03-19-87 Final rule (52 Fed. Reg. 8798)

4. Medical Device Reporting
Implementation of a provision of the Medical Device
Amendments of 1976 re reporting of adverse events :

11-18-80 Proposed rule (45 Fed. Reg. 76,183)
02-17-81 End of comment period
11-24-81 Proposal put in abeyance (46 Fed. Reg.

57,568)
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05-27-83 Reproposed rule (48 Fed. Reg. 24,014)
07-26-83 End of comment period

uy Years 09-14-84 Final rule (49 Fed. Reg. 36,326)
5, Medical Device Reporting by User Facilities, Distributors,

and Manufacturers

Implementation of provision of Safe Medical Devices Act
of 1990 re reporting of adverse events
11-26-91 Tentative final rule (56 Fed. Reg. 60,024)
01-27-92 End of comment period
09-01-93 Final rule re distributors, with opportunityfor comments (58 Fed. Reg. 46,514)
12-11-95 Final rule re user facilities and

6. Nutrition Labeling

manufacturers, with opportunity for comments3 Yeats (60 Fed. Reg. 63,578)

Implementation of the Nutrition Labeling and Education
Act of 1990

11-27-91 Proposed rule (56 Fed. Reg. 60,421)
02-25-92 End of comment period

2 Yeats 01-06-93 Final rule (58 Fed. Reg. 2302)
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NEWS CONFERENCE
FEBRUARY 2, 1996

SPEAKERS:

Billy Ray Smith, Coromissioner of Agriculture
Paul £. Patton, Governor
Don Chasteen, Kentucky Medical Association
Walker Merryman, Tobacco Institute (Representing Tobacoo Companies)

QUESTIONS:

INVITED ATTENDEES

Stephen L. Henry, Lieutenant Govemor
Greg Ginter, ABC Commissioner
John Morse, Cabinet for Health Services
Dan Cherry, Justice Cabinet
Joey Pendleton, State Senator (SB 137 Chief Sponsor)
Eck Rose, Senate President
Jody Richards, Speaker of the House
Bill Sprague, Ronny Pryor, Dave Beck, Kentucky FarmBureau
Roa Keugel, DannyMcKinney, Burley Tobacco Growers Coop
RayMackey, Burley Tobacco Council
Dan Ison, Phillip Morris
Gene Russell, Brown & Williamson
JoeMurray, RJ. Reynolds
"Pat Hicks, Kentucky Grocers Association
JohnHinkle, Kentucky Retailers Federation
Jobn Leeper, Smokeless Tobacco Council
Morgan Bayless or Ron Cyrus, AFL/CIO
JesseMcKnight, Senator Ford's Office
Bob Wiseman, Congressman Baesler's Office
JeffGreen, State Sen., Agriculture &Natural Resources Chairman
Drew Graham, State Rep., Agriculture& Small Business Chairman
Bill Cody, Education Commissioner
Don Shaw, SalvationArmy, Boys & Girls Club
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TOBACCO NEWS CONFERENCE
FEBRUARY 2, 1996

FRANKFORT

MANY ACTIVITIES AND PRODUCTS CAN SE BENEFICIAL OR HARMFUL TO AN
INDIVIOUAL'S HEALTH.

WE, AS A SOCIETY, HAVE GENERALLY AGREED THAT THE GOVERNMENT HAS
A RESPONSIBILITY TO DETERMINE THE POTENTIAL EFFECTS OF PRODUCTS,
IN LIFESTYLES, AND ACTIVITIES AND THE RESPONSIBILITY TO INFORM THE
CITIZENS OF THEIR EFFECTS, BE THEY HARMFUL OR BENEFICIAL,

WE ALSO BELIEVE THAT, IN GENERAL, RESPONSIBLE ADULTS SHOULD USE
THIS INFORMATION AS THEY SEE FIT AND GOVERNMENT SHOULD NOT
DICTATE PERSONAL CONDUCT.

IN MANY AREAS,WE MAKE EXCEPTIONS FOR CHILDREN, PEOPLE UNDER 18
YEARS OF AGE.

ONE OF THESE AREAS IS THE USE OF TOBACCO PRODUCTS.

IT IS ILLEGAL IN KENTUCKY AND IN ALL THE OTHER STATES FOR CHILDREN
TO PURCHASE TOBACCO PRODUCTS.

WE IN KENTUCKY HAVE NOT BEEN SERIOUS ABOUT ENFORCING THIS LAW.

MANY OTHER STATES NAVE DEMONSTRATED THIS SAME ATTITUDE.
PRESIDENT CLINTON HAS MADE THIS A MAJOR ISSUE AND APPEARS
DETERMINED TO CHANGE THIS CULTURE OF PASSIVE DISREGARD FOR THESE
LAWS.

THE COALITION ASSEMBLED HERE SUPPORTS THE GOALS OF THE
PRESIDENTS INITIATIVE.

WE DISAGREEWITH HIS METHOD.

THE PRESIDENT HAS PROPOSED TO ACHIEVE THIS GOAL BY ALLOWING THEFOOD AND RUG ADMINISTRATION TO CLASSIFY TOBACCO AS A DRUG AND :

THEREFORE ACQUIRE THE POWER TO REGULATE ITS DISTRIBUTION ANDUSE.
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KENTUCKY WILL LOSE OVER $21 MILLION IN FEDERAL FUNDS IFWE DO NOT
MEET THESE REQUIREMENTS,

THIS GROUP SUPPORTS THE APPROACH TAKEN BY THE FEDERAL
SUBSTANCE ABUSE AND MENTAL HEALTH SERVICES ADMINISTRATION
(SAMHSA) ANDWE SUPPORT CHANGES IN KENTUCKY LAW TQ INSURE THAT
THE GOALS OF THE SYNAR AMENDMENT ARE ACHIEVED,

SPECIFICALLY, WE SUPPORT SENATE BILL 137 ANDWE SUPPORT AN
AMENDMENT TO THAT BILL WHICH WILL MAKE If CLEAR THAT STING
OPERATIONS CONDUCTED ARE NOT ILLEGAL.

BECAUSE OF THE SERIOUSNESS OF THIS PROBLEM, | HAVE ASKED FOR AN
EMERGENCY CLAUSE BE ADDED TO MAKE THESE CHANGES EFFECTIVE
IMMEDIATELY AFTER | SIGN SENATE BILL 137 INTO LAW WHICH SENATOR
PENDLETON HAS ADDED TO THE BILL.

SENATE SILL 137WILL:

1, REQUIRE PROOF OF AGE BY ANYONE WHO THE SELLER HAS REASON TO
BELIEVE tS UNDERAGE.

2. PLACEMORE RESPONSIBILITY ON THE SELLER TO KNOW IF A CUSTOMER
IS OF AGE BY REMOVING THEWORD "KNOWINGLY" PROM THE STATUTE.
3, RAISE THE FINE ON SELLERS WHO VIOLATE THE LAW, CURRENTLY $10 TO
$25, UP TO $100 TO $500.

4. MAKE IT ILLEGAL FOR ANYONE UNDER AGE 18 TO PURCHASE TOBACCOPRODUCTS,

FINE THOSE MINORS $50 AND 20 HOURS OF COMMUNITY SERVICE FOR THEFIRST OFFENSE.

FING THEM $200 AND 40 HOURS OF COMMUNITY SERVICE FOR SUBSEQUENTVIOLATIONS WITHIN ONE YEAR.
5. REQUIRE THOSEWHO DISTRIBUTE FREE TOBACCO PRODUCTS TO

"REASON TO BELIEVE THE RECIPIENTS ARE UNDERAGE ANDTALSO RAISES
REQUIRE PROOF OF AGE TO THOSE RECEIVING THE PRODUCTS IF THEY HAVE
THE FINE FOR GIVING FREE TOBACCO PRODUCTS TO UNDERAGE PEOPLE,CURRENTLY $100 TO $250 UP TO $1,000 TO $2,500.
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6. RAISE FINES FOR VIOLATING LAWS REGULATING TOBACCO PRODUCTS
VENDING MACHINES, CURRENTLY $10 TO $25, UP TO $100 TO 500.

7 REQUIRE OWNERS OF RETAIL ESTABLISHMENTS TO NOTIFY ALL
EMPLOYEES OF THE REQUIREMENTS OF THE LAW AND RAISES THE FINE FOR
VIOLATING THIS SECTION FROM THE CURRENT $10 TO $25, UP TO $100 TO
$500,

8 ALLOCATE ONE-TENTH OF ONE CENT OF THE EXISTING TAX ON
CIGARETT&S TO THE KENTUCKY DEPARTMENT OF AGRICULTURE. THIS WILLGENERATE $500,000 TO $600,000 FOR THE DEPARTMENT TO BEEF UP ITS
ENFORCEMENT EFFORTS.

AGRICULTURE COMMISSIONER BILLY RAY SMITH AND ALCOHOLIC BEVERAGE
COMMISSIONER GREG GINTER HAVE BOTH AGREED TO USE THIS MONEY IN ACOOPERATIVE EFFORT.

ASCWILL ENFORCE THE LAW,

THE DEPARTMENT OF AGRICULTURE WILL EXPAND IT'S EDUCATIONEFFORTS.

THESECHANGESWILL GIVE KENTUCKY, THE LARGEST BURLEY TOBACCOPRODUCING STATE IN THE UNION, ONE OF THE TOUGHEST UNDER 18TOBACCO-PURCHASE LAWS IN THE NATION.

THIS 15 A SIGNIFICANT FIRST STEP,
THIS LAW, AS STRENGTHENED, WILL BE THE LAW OF THE COMMONWEALTH.
THIS LAW ASWITH ALL OTHER LAWS, CAN BE ENFORCED BY ANY POLICEOFFICER

(WIL INSTRUCT SECRETARY OF JUSTICE DAN CHERRY TO ORDER HigSWORN OFFICERS IN THE KENTUCKY STATE POLICE TO ENFORCE THIS LAWIN THE COURSE OF THEIR REGULAR DUTIES
WE WILL BE NOTIFYING EVERY OTHER LAW ENFORCEMENT AGENCY INKENTUCKY ABOUT THE CHANGES IN THE LAW AND ASKING THEM TOENFORCE IT, AGAIN ONLY IN THE CONTEXT OF THEIR REGULAR DUTIES.

©
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WE ARE SERIOUS ABOUT REDUCING UNDERAGE SMOKING IN KENTUCKY.

THIS UNIFIED EFFORT CONFIRMS THAT THE TOBACCO COMPANIES AND
TOBACCO GROWERS ARE SERIOUS ASWELL.

THE TOBACCO MANUFACTURERS HAVE AGREED TO FINANCE A PUBLIC
AWARENESS CAMPAIGN TO INFORM THE PUBLIC AND RETAILERS OF THESE
CHANGES IN THE LAW.

WE ARE AGAIN ASKING PRESIDENT CLINTON TO ADOPT THE SYNAR
APPROACH AND REJECT THE FDA PROPOSAL TO REGULATE TOBACCO AS A

ITS JUST PLAIN WRONG,

DRUG,

THE FACT IS, PRESIDENT CLINTON HAS, IN SOME WAYS, SEEN A FRIEND OFTHE TOBACCO FARMER.

HIS ORDER, LIMITING THE IMPORT OF FOREIGN TOBACCO HAS BEEN THEMAJOR FACTOR STABILIZING THE TOBACCO ECONOMY,

WAS ONLY TWO YEARS AGO THAT THERE WAS TALK OF A QUOTAREDUCTION OF 30 PERCENT.

AND JUSTWEDNESDAY, THE SECRETARY OF AGRICULTURE ANNOUNCED A16% QUOTA INCREASE FOR THE 1996 BURLEY QUOTA,
THE PRESIDENTS RECENT REMARKS TO THE EDITORIAL BOARD OF THECOURIER JOURNAL SHOWS HE IS NOT AN ENEMY OF THE TOBACCO FARMER.
HE IS, HOWEVER, IN MY JUDGMENT, MISGUIDED ON THE FDA ISSUE AND |HAVE TOLD HIM SO MANY TIMES.

| WILL BE DISCUSSING THIS SUBJECT WITH TOBACCO STATE GOVERNORSTHISWEEKEND AT THE NATIONAL GOVERNORS' CONFERENCE,
THE PRESIDENT AND FIRST LADY HAVE ASKED JUD! AND ME TO SPEND THENIGHTATTHEWHITE HOUSE ON SUNDAY AND WE HAVE ACCEPTED.
[WILL USE THIS OPPORTUNITY TO AGAIN DISCUSS TOBACCO WITH THEPRESIDENT.
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TOBACCO IS IMPORTANT TO THE ECONOMY AND CULTURE OF K&NTUCKY
AND AS GOVERNOR | WILL CONTINUE TO SUPPORT THIS IMPORTANT PARTOF
OUR SOCIETY.

THEWELFARE OF OUR CHILDREN iS ALSO VERY IMPORTANT TO US AND I

WILL PURSUE THIS AND OTHER INITIATIVES TO IMPROVE THE LIVES OF OUR
CHILDREN.
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NEWS KENTUCKYDEPARTMENT OF AGRICULTURE
7TH FLOOR, 500MERO STREET
FRANKFORT, KENTUCKY 40601
502-564-4696
FAX # 502-564-6527

COMMISSIONER OF AGRICULTURE
BILLY RAY SMITH BRINGS TOGETHER

Ooatact: De BaughPARTNERS FOR TEENS AND TOBACCO INITIATIVE

FRANKFORT,KY (February 2, 1996) - "Todsy is a proud day for me, fér the Department

of Agriculture and far the commonwealth whose econapy has long depended on tobacoo as Vitel

component," said Commissioner Billy Ray Smith following the press conference held in the

Capitol to Kentucky's Plan of Action for Teens and Tobacco. "Today we are bringing

together two componente ofKentucky's future tobaoce and children - siongwith some very special

partner's to work in the best interest ofboth."
The Commissionerwent on to elaborate on the unique partnerships supporting the

SB 187, the rougher no sale of tobacco products to children under age 18 law enacted

in a weaker, no-funded version in 1904. "The exey way for theDepartinant to answer this
'
Jegislation would have been for us to think in a traditional, bureaucratic way and just our

own staff and keop all the funds here in the Departzcent," said Smith. "But tho Governor

challexiged ns to seek out the most efiicient, most credible method fur ixaplementation and Il firmly
believe that this approach meets that challenge."

want to thank Farm Bureau for their continued support on this issue. J don't think 1 can

say it any better than the public service announcements row being sponsored by the Kentucky
Burley Tobaceo Growers Cooperative Association: Tobacco crops and our children have a great
deal in common. They're both difficult to raise and are well worth protecting. I particularly
salute DannyMoxinnay and the Coop for this outstanding example of the type of attitudes we nead

to move this commonwealth forward in a positive way."

Ab Equal Opportunity Employer M/FYD.

on recycled paper
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WENGELL +, FORO

ANDMNGRCETRANSPORPAT,

WASRINGTON. SC 265191791

nid States Senstr

January 30, 1996

Saar Governor Patses:
lwish to congratulace yeu on your efferse to acd tasragetobacce use. From whet = understand about Senace 6111 137 andthe enforcement changes that yeu have secured dn contunesion with2b. you have mueh to be proud of.
No one wants kids to smexa. The dileama we face is, how toKeep kide away from cobaese and net trample om adults rights towee legal product. The FDA's power grabbing, "Big Brother"propesal is absolucely not the way to address the yeuth/tskacesQuestion... Z believe that Lave, such as the one Curvensly Hingits way through the Rentucky Lesislacure,and proper aporcach on this inaue. All states havedaws prohibiting the sale of tobacco products to Miners, we mustwerk to enforce these laws. 'the States need to work with cheSubshance Abuse and' Mental Realts Services Administration(SAMESA) to devisg w6ya CO reduce teen acaees to tebaces inaccordance with the recently announced Synar raguiarioss,

mers
cee

The states working together with SAMWRSA 4g how the Congresswanted this problem tackled, I'm gid that Kentucky, and you as
Suue.
488 newly elescea Governer, aze aking the lead on this

Best wishes.

Sincerely,

Tha Sonorable Pai) Patton

700 Capital Avenuefoxt, Xentucky 40601

Governor of Ken-The Capitel

poreDenes

PANT GUOCT parenos we o

a ay
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February 1, 1996

'The Honorable Paul Pattog
Gevemer

Frankfort, KY 4060)

Deat Govemes Parton

r

Bouse of Representation

Toe Capito)
700 Capital Avert

The of letter is to voice

tobaco
GeneralAssemb y to proh bit the sale of

3 port for your efforts te pasy logisla!08 in theceo Your prove that vente efectivelydeal the issue need for excessive

Although Rantucky contains ths largest buziey
the Cod end Drug

understand the w sdem Preventing children fom smothe dread resent effors med at
Wrenghesded sad

the time, howsver, ama avo concemned shoutthesag ,sept to th
of tven [ think

Indeed, studies show that don't war: ther kids to

rates such as Kentucky,

then this
thedeeply

of the FDA regulation
Ar

on

t belleve Senate Bill 137 blances these Act, SB 137for combating teenage the tend rea
tale ad dieribution oftobaco

4
provides

aot fo
yout ame

for the goal of

(Substance Abuse and
More boportactly, $8 137 builds

Hwee
s zes de to prob the t le of tobacee Produces to children, 14

& national mode for what ove your
ary hope that your and at 1seislanoa introducedJovel, will serve to dera orts by the FDA to assume fegu stery controover

Wendel1 Ford and
tohanag,

Thank you ite tajring the eed WyWael,
:
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ComesTPES, Ore COMMERCE

TRADE areWATS

Congress af the ited StatescowryVales
1701

Monae of Representatioes
Biastingten, TE 20815-1701

February 2, 1996

The Honorable Paul Patton
Governor of Kentucky
The Capitol
700 Capitol Averuerronkfort,. Kentucky 40501

Dear Governor Patton:
Senate Bill 137 is 8 major step forward in the fight agains<®

vhe Ciiaten heavy handed attempt to put Kentucky
robacco farmexs out of business. This bill, aleng with the
regulations recently issued by the Substance and Mental Health

are the answer to controlling youth acceés to tobacco products.Services (SAMUSA) the Synas amendment ,

The' which requizes stares te prokibic the

effect next month. Senate Bill 137 and SANSA regulations are a
constructive, constinutionally appropriate and eoet-effective way

ac a time when American taxpayers expect, and deserve
a more results-oriented government, is
unfortunate that President Clnton has encouraged the Food and Drug

tobacco products te minors, goes into

to comvat the problem of underage ¢

(PDA)to propose rules that are duplicative, more

rules enacted by SAMHSA.costly to lement, and actually less than tne Cinad

In spite of their inferior effectiveness and slower timetable,
che FDA proposed rules will cost the taxpayers almost five times as
wich if annus operating costs by FOA's owa admission - private
accounting groups have estimat #hat FDA cagts will be. even
pagher. I de not understand why an agency which lacks jurisdiction
over tobacco and does not have a Congressional mandate to act on

th tobacce issues should be gpending a greater amount of money
or ragults when BREA bas published final regulations that
address the problem ef tobacso use by Minors.

Zam committed to the prevention of the sale an@
of tebacco produces to cur young people. 7 am alse committed to
the Constitntion, the rule of law, fiscal responsibility and
affective govermment at every ievel.

OB, bet M4) feeOY

SENT BY: THE TOBACCO INSTITUTE ; 2- 2-96 : 12:50PM ; 7#11/17

FEB-02-1996 FROM THE ASSOCIATES

COMMERCE

cowryVales
1701 Congress of the United states

Horse of Representations
Washington,WE 20815-1701

2, 1996

The Honorable Paul Pattos
Governor of Kentucky
The Capitol
700 Capitol Averue 40501

Dear Governe¢ Patton :

Senate Bill 137 i¢ 8 major step forward in the Sight agains:
che Chinten heavy handed attempt to put Kentucky
robacce farmexs out of business. Tais bill, along with the

issued by the Substance and Mental Realth
Sarvices A 0SAMUSA) implementing the Synar Amendment,
are the answer to controlling youth acces to tobacco &roducts.

The'
sale and

which requizes stares te prokibic the
tobacco products te minors, goes into

effect next month. Senate Bill 137 and SANSA are #

constructive, constictionally appropriate and cost-effective way
to comvat the problem of underage ¢

at a time when American taxpayers expece, and deserve
move results-oriented government, it 18

unfortunate that has encouraged the Food and Drug
(PDA)to propose rules that are duplicative, more

costly to lement, and actually less than tne Cinad
mues enact by SAMHSA.

In spite of their inferior effectiveness and slower timetable,
che FDA p¥oposed rules will cost the taxpayers @lmost five times as
sch operating bj FDA's own private
accounting that FDA coat) will be. even
pagher. dé not undexstanc agency which lacks jurisdiction

not have a Congressional mandate toover tobacco and does on
issues should be gpending a greater amount of money

or asults woen has published final regulations that
déress the problem of cobacso use by

Xam comitted to the preveation of the sale wr4
of tobacco produces to curs young people. I am alse comitted to
the Constitntion, the mule of law, fiscal sponsibility and
effective govermment at every icvel.
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The final SAMHSA reyulations anA Senate Bill 137 go @ long way
misguided and illegal efforts to bypass Congress ard use yourinfluence €o Convince the Clinton Administration to stop itscrusade agninsr the tobecce fammers of Kentucky.

toward etiminating umderage tobacco use. ask you to cppose FDR's

Bd Weitfiela
Member of Co s

€ :
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AGRICULTURECOMMITTEE

NOD

RON Ewes.

ttt

NATIONAL SECURITY Congress of the Hnited States 260 CAST Waitepret

douse of Representatioes
WRashingten. ac 20515

Yebruary 2, 1996ASX FORCEttleA

The Honorable Paul Patton

Commonwealth of Kentucky
Capitol BuildingFrankfort, Kentucky 40601

Governor

Dear Governor Patton:
I applaud you and the General Assembly on the efforta tc

address the important issue of teenage smoking.
As you know, President Clinton is proceeding with plans to

allow tha Food and Drug Adminietration to micro-manage this issue --

despite the fact that this is a matter properly left to state and
governments, and despite the fact that courts have ruled

xepeatedly that the FDA hag ao business regulating tobacco. Mr.
Clinten's "SDA Job Creation Act," as it is known up here, is bad
news for Kentucky.

I believe efforts like Senate Bill 137 are also pxeferable to
Legislation at the federal level designed to replicate Mr. Clintan's
big-gevernment efforts.

I believe governors, state legislators. local officials and
parents are better positioned to keep children fzom omoking. And 1
am Pleased that the Kentucky Farm Bureau and other industry
organizations concur.

I have enclosed a Gartcon concerning this issue which I have
been carrying in my pocket in recent months. Please feel free to
wee this to help carry this important message to the public.

Please don't hesitate to ask fox any help I can muster to allow
Kentueky's elected officials to de their work without federadinterference . That. ig one of my. highest priorities...

Best personal regards,

RON LEWIE
Membex cf Congress
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NATIONAL SECURITY Congress of the Hnited States 260 CAST Waitepret

douse of Representatioes
WRashingten. 20515
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The Honorable Paul Patton
Governor
Commonwealth of Kentucky
Capitol BuildingFrankfort Kentucky 40601

Dear Governor Patton:
I applaud you and the General Assembly on the efforta te

address the important issue of teenage smoking.
As you know, President Clinton is proceeding with plans to

allow tha Fod and Drug Administration to micro-manage this issue
despite the fact that this is a matter properly left to state and

"SDA Job Creation Act," as it is knewn up here, is bad
vepeacedly that the FDA hae ao business regulating tobacco
oeal governments, and despite the fact that courts have ruled

Myr.

news for Kentucky
I believe efforts like Senate Bill 137 are also preferable to

legislation at the federal level designed to replicate Mr. Clintan's
big-government efforts

I believe governors , state legislators. local officsais and
parents are better positioned to keep children omoking
am pleased that Xentuexy Farm Burean and other industry
organizations concur

have enclosed cartoon com¢erning this issue which have
been carrying in my pocket im recent months. Pleage feel free to
use this to help caery this important massage to the public

Please don't hesitate to ask for any help J can muster to allow
Xentueky's elected officials to de their work without Faderalinterference. . That. one of my. highest priorities...

Best personal regards

RON LEWIE
Congress
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Kentucky's Plan

SEB 137 with emergency effective date to "jumpstart the compliance/enforcement/
education effort

Tougher provisions in SB 137 include:

-probibits sale to children under age 18 with fine raised ftom $10 to $25 up to $100
to $500

"prohibits distribution of tobacco products free of charge to children under age 18
with fines from $1,000 to $2,500

~requires sellers to maintain tobacco products in line ofsight or under direct controlof cashier (with exception of establishments from which minors are prohibited) with fines
from $100 to $500

"prohibits sale orpurchase oftobacco products through a vending children
under age 18 with increased fines of $100 to $500 up from $10 to $25

-tequires seller to notify employees of the aw and to require a Signed receipt attestingthat employeeswere with fines for failure to do so from $100 to $500 up from$0 informd
$10 to $25

How SB 137will be implemented:

-Department ofAgricuhurewill receive the earmarking of cigarette taxes as
provided in SB 137

-Department ofAgriculture will design, in conjunction with the Cabinet for HumanResources and the Public Protection and Regulation Cabinet, a memorandum of agreement -with the Alcoholic Beverage Control Commission detailing exact enforcement andcompliance mechanisms in order to bring Kentucky in compliance with the Synarregulations, including permissive sting and state-out operations

of Education and other interested partners, a statewide pogram ofpassive enfo

of design, in conjunction with the Kentucky Department
edration and publi infu,uavon campaigns designed fo reack both children

ent
waderage 18 and the tobacco products

-Department ofAgriculture wil] additionally cross-train all field employees nowconducting reguistory and inspection fanctions to allow them to include public information
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with fines from $1,000 to $2,500

~requires sellers to maintain tobacco products in line ofsight or under direct controlof cashier (with exception of establishments from which minors are prohibited) with fines
from $100 to $500

"prohibits sale orpurchase oftobacco products through a vending children
under age 18 with increased fines of $100 to $500 up from $10 to $25

-tequires seller to notify employees of the aw and to require a Signed receipt attestingthat employeeswere with fines for failure to do so from $100 to $500 up from$0 informd
$10 to $25

How SB 137will be implemented:

-Department ofAgricuhurewill receive the earmarking of cigarette taxes as
provided in SB 137

-Department ofAgriculture will design, in conjunction with the Cabinet for HumanResources and the Public Protection and Regulation Cabinet, a memorandum of agreement -with the Alcoholic Beverage Control Commission detailing exact enforcement andcompliance mechanisms in order to bring Kentucky in compliance with the Synarregulations, including permissive sting and state-out operations

of Education and other interested partners, a statewide pogram ofpassive enfo

of design, in conjunction with the Kentucky Department
edration and publi infu,uavon campaigns designed fo reack both children

ent
waderage 18 and the tobacco products

-Department ofAgriculture wil] additionally cross-train all field employees nowconducting reguistory and inspection fanctions to allow them to include public information
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distribution andmonitoring ofSB 137 requirements in their regular duties with complaints
ofpossible violations to be referred to the ABC Commission

-Department of Agriculture and the ABC Commission will split funds allocated for
these purposes in order to avoid duplication and to most effectively, efficiently deliver
enforcement

-ABC Commissionwill utilize existing caforcement force, add personnel needed for
a comprehensive, statewide enforcement mission, then cross-train ail enforcement
personnel in both functions, maximizing funds available and avoiding duplicationofeffor;
current hearing procedures in ABC will be followed for violations ofpersons over age 18 and
violations for children under age 18 will be referred in the manners to district court for
subsequent referral to the proper juvenile authorities

How the Kentucky Plan will meet Synar requirements:

-Kentucky's SB 137 with emergencyprovisions will allow for strong, comprehensive
implementation of enforcement

Partnership ofAgriculture and theABC Commission (end other private and public
entities)will ensure credible, strong, consistent enforcement and distribution of information.

"Preparation to conduct annual, random, unannounced inspections

~Developing a strategy and time frame for achieving an inspection failure rate over
time (as negotiated with federal authorities) of less than 20%

Parmers in the Kentucky Plan:

Governor, Lt. Governor, Cabinet for Human Resources, Public Protection and
Regulation Cabinet

Conumissioner ofAgriculture
Kentucky General Assembly
Members ofU.S. Congress
Tobaceo interests from growers to manufacturers to sellers to unions representingworkers to Farm Rurean
Health interests ftom the Department ofHealth Services to the Kentucky MedicalAssociation
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RADIO SPOTS

GROWER SUPPORTS LEGISLATION

JANUARY 31, 1996

DannyMcKinney

Hi. I'm DannyMcKinney for Kentucky's tobacco farmers.

Like everyone, we're concerned with health questions involving tobacco.

We believe personal decisions onwhether or not to use tobacco should be made
only with the benefit ofmature judgment,

That's why tobacco farmers are working so hard to support legisiation in Frankfort,designed to stop sales oftobacco products to Kentucky's youth.

Y'know tobacco crops and children are a lot alike,

They're both difficult to raise and well worth protecting.

It's Tobacco. The reason Kentuoky grows.
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Hi. I'mDanny McKinney for Kentucky's tobacco farmers.

Many ofyoumay be aware of legislation in Frankfort designed to stop sales of tobacoo products
to Kentucky's youth.

Tobaceo farmexs and you Burley Tobacco Co-op are working bard to this Ingfejation

We believe thatdecision on whether or not to use tobacco are personal, but certainly should be
made only with the benefit ofmature judgment

Tobacco is vitally important to our economy. The crop perpetuates time-honored values ofhard
work, family togetherness and pride ofaccomplishment.

It provides jobs. It contributes to better health resources, better schools, better roads. Beter
quality of life for all Kentuckians,

Sure. Ther'll always be tobacco in Kentucky, but we tobaoco farmers wantmuchmore than justtO false our crops. We raise then responsibly

Y'know, when you think about it, tobacco crops and our children have a great deal mm

They're both difficult to raise and dam Sure worth protecting,

It's Tobacco, the Keatuoky grows.

TOTAL P.1°
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STATE OF NORTH CAROLINA
WASHINGTON OFFICE

444 NORTH CAPITOL GTREET, SUITE 332
WASHINGTON, &, 20001

202.624.8830

CC ed rx q

Memorandum

To: Marcia Hale, White House Intergovernmental Affairs
Doug Sosnik, White House Political Affairs

Date: January 2, 1996

From: Debra M. Bryant, Director
North Carolina Washington Office

Re: FDA Regulations

Enclosed are the press release and the Governor's comments regarding the proposed FDA
regulation of tobacco products.

These are provided for your information.

This is
vey

01.03.19 96 15°31FROM 1

J1

STATE OF NORTH CAROLINA
WASHINGTON OFFICE

444 NORTH CAPITOL GTREET, SUITE 332
WASHINGTON, &, 20001

202.624.8830

CC ed rx q

Memorandum

To: Marcia Hale, White House Intergovernmental Affairs
Doug Sosnik, White House Political Affairs

Date: January 2, 1996

From: Debra M. Bryant, Director
North Carolina Washington Office

Re: FDA Regulations

Enclosed are the press release and the Governor's comments regarding the proposed FDA
regulation of tobacco products.

These are provided for your information.

This is
vey



FROM 01.03.1996 15: 32 P. 2

James 8. Hunt Jr.
Governor

State ofNorth Carolina
Office of the Governor

For Release; IMMEDIATE Contact: Rachel Perry/Kim Brooks
Date: January 1, 1996 Phone: (919) 733-5612

GOV, HUNT URGES FEDERAL OFFICIALS TO RECONSIDER TOBACCO REGULATION

RALEIGH -- Gov. Jim Hunt roiterated his strong opposition fo the Clinton administration's plans to regulate tobacco as a

Jan. 1 deadiine for the public comment period on the Clinton administration's proposal.

Hunt's reaponsy to the proposal spells out the vital role tobacco plays to the state's economy and the livelihood of
thousands ofNorth Carolinians.

drug in a letter to federal Food and Drug Administration Commissioner David A. Kessler. The lettor was sent to mect the

;

"Tobacco helped sustain the family farm and small rural communities long after they had disappeared in other states,"
Hunt §aid in the letter. "Tobaoco helped build our public and private universities, our non-profit institutions and many of
the public facilitios across our gtate,

Hunt daid that Congress has withheld the power to regulate tobacco from the FDA for more than 80 years, giving that
power to other agencies or regulating the crop directly -- and any change could have drastic effects on the state's
economy.

show that the proposed reguiations will coetmanufacturers $6.3 million in one-time expenses and $73 million
while the proposed changes will cost retailers $2 million annually, North Carolina is tho nation's No, | tobacco

producer, and more than 260,000 jobs rely on the crop. Tobacco has a total economic impact of $1.6 billion in annual
revenue

While ho supports finding new ways to orack down on underage smoking, [unt believes that bringing the public and

private sectors together to increase public awareness will have a greater effect than more regulations -- much like the

impact of statewide public service campaigns that have reduced drunken driving and increased seat belt use.

"The most effective way to do this is for government to work with merchants, parents and communities to enforce
existing laws and to educata the public about the risks associated with those under 18 using tobacco," Hunt said in the
letter.

Over last five months, Hunt has continued to fight the Clinton administration's push to regulate tobacco as a drug.
Hunt has written lettere, made telephone calls and flown to Washington for face-to-face meetings with top administration

officials. Ho has afro met with the president to discuss his concerts about the proposed regulatione,

30-

Governor's Preps Office :

State Capitol, Raleigh, NC. 27603-8001
(919) 733-5612 - Toll Free 1-800-662-7005
HAX 919)733-5166

7871Rost-lt* Fax Note >
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STATE OF NORTH CAROLINA
OFFICE OF THE GOVERNOR

RALEIGH 27603-8001

E& B. HUNT JR.
GOVERNORJAM

December 21, 1995

David A. Kessler,M.D,
Commissioner
Food and Dmg Administration
c/o Dookets Management Branch (HFA-305)
Food and Drug Administration, mn. 1-23
12420 Parklawn Drive
Rockville, MD 20857

Ne: Dooket Number 95N-0253

Dear Commissioner Kessler:

I am submitting written comments on the proposed regulations by the Food and
Drug Administration, "Restricting the Sale and Distribution of Cigarettes and Smokeless
Tobacco Products to Protect Children and Adolescents."

I am strongly in favor of limiting smoking by those under the legal age. I believe
that all North Carolinians, in and out of the tobacco industry, would support a strong
programm to reduce access to tobacco products by those under 18. However, more big
government is not the way to do it. This is one more example ofWashington starting
with good intentions, but piling on more régulation and bureaucracy to do the job.
Instead, the focus should be on supporting states and local communities in their efforts to
enforee the law and educate young people.

In these proposed regulations, the FDA subverts basic principles of federalism. In
1992, Congress affirmed the traditional role of the states through the Alcohol, Drug
Abuse, and Mental Health Amendments (ADAMHA) Reorganization Act. In addition,
the Congressional Research Service has warned that sweeping tobacco regulations of this
nature may exceed the federal government's powers under the commerce clause of the
United States Constitution. Congress also has withheld jurisdiction over tobacco from
the FDA for over 80 years, choosing to regulate tobacco directly or by delegating
responsibility to agencies other than the FDA.
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There is no need to waste months and taxpayers! dollars fighting in Congress and
the courts over whether the FDA should have jurisdiction over tobacco products. States
can act now to reduce the use of tobacco products by those under 18, The most effective
way to do this is for state and local governments to work with merchants, parents and
communities to enforce existing laws and to educate the public about the risks associated
with those under the legal age using tobacco,

North Carolina is a good example ofa state that has acted in this area, The State
ofNorth Carolina prohibits anyone from knowingly selling or furnishing cigarettes,
tobacco for cigarettes, smokeless tobacco or cigarette papers to minors under the age of
18 (Chapter 628, G.S. 14-313, HB 852, 1991).

In addition, a new law effective December 1, 1995 tightens existing restrictions by
meking it legal to distribute, or knowingly aid, assist, or abet any other person in
distributing tobacco products to minors, This new law also makes it iNegal for minors to
attempt to purchase tobacco in North Carolina, and requires clerks to demand proof of
age from a prospective purchaser if the person has reasonable grounds to believe that the
prospective purchaser is under 18 years ofage. With an increasing emphasis on
enforcement of these laws by state and local agencies, additional federal laws or oversight
by federal agencies is unnecessary to prevent those under 18 from obtaining these
products.

North Carolina has not stopped with passage of tough laws. Our state, through
the Department ofHuman Resources, also conducts an annual, random, unannounced
inspection of both over-the-counter and vending machine outlets which distribute tobacco
products. These inspections measure the overall level of compliance with the state law
regarding youth access to tobacco products, as required by Section 1926 of the Public
Health Service Act, commonly referred to as the Synar Amendment,

North Carolina also is emphasizing merchant education, The Department of
Human Resources works with loca] organizations to develop and distribute materials to
help merchants understand and carry out their responsibilities under the law,

It is my position that the intent of these regulations, reducing teenage smoking
and eliminating underage smoking, can be accomplished without intruding on the rights
of adults who choose to smoke and without imposing unnecessary costs on growers,
manufacturers, and distributors of tobacco products.

The costs that these regulations would impose on North Carolina are substantial,
The FDA has estimated that complying with these regulations on a national level will
cost manufacturers $15 million one time, and $150 million annually. Retail sellers will
have an additional $67 million in costs annually, These do not include costs to
advertisers, vending machine operators, and organizers ofpopular sporting events.
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Ifwe attribute these costs within North Carolina on the basis of our share of these
sectors, based on a 1992 study from Price Waterhouse on the national economic impact
of the tobacco industry, complying with these regulations will cost manufacturers in
North Carolina $6.3 million one time, and $73.1 million annually, Retail sellers in North
Carolinawill have an additional $2.01 million in costs annually. These costs do not
include the disproportionately large impact on those small merchants who operate in
poorer neighborhoods.

The proposed tobacco regulations by the FDA represent the first step toward
overall regulation of tobacco, Which is an important part ofNorth Carolina's economy
aud community fabric. According to the North Carolina Department ofAgriculture, there
are 10,000 growers in North Carolinawho produce crops valued at $942.9 million in
1994. Furthermore, there are 47,837 allotment holders, many ofwhom no longer grow
tobacco, but are the widows or children of growers, and who derive important income
supplements from these allotments,

According to the Employment Security Commission, another 15,229 North
Carolinians work in the production end of tobacco, with earings valued at $749.8
million in 1994. Thousands of otherNorth Carolinians depend in part on earnings from
tobacco through employment in wholesale distribution, retail stores, advertising, and
other sectors that derive part of their revenues from sales of tobacco products, Price
Waterhouse estimated total effects of tobacco on employment from growers, auction
warehousing, wholesale and retail trade, and suppliers at 102,663 in 1990. When the
induced effects ofexpenditures on the economy are included, Price Waterhouse estimated
total employment effects of 260,346.

The 1992 study by Price Waterhouse estimated the economie impact of tobacco in
North Carolina for 1990, based on earnings to growers, auction warehousing,
manufacturing, wholesale and retail trade, at $1.6 billion dollars. Ifthe earnings of
suppliers to these sectors are included, the total impact of tobacco on the state economy
was over $2 billion in 1990. These direst effects do not capture the full impact of tobacco
on the economy, however. Price Waterhouse estimated the total direct and indirect
impacts on the economy to be $3.7 billion in 1990.

Tobacco also pays state and local taxes. Price Waterhouse estimated state and
local tax revenues at $215.6 million in 1990, based on compensation to growers,
producers, sellers, and their suppliers. If the indirect impacts of tobacco on the state
economy are included, then tobacco was responsible for $366 million in state and local
tax revenues in 1990.

While North Carolina's economy is strong, there unfortunately remain poorer
tural counties in our state that have not fully participated in our economic growth. For
many of these counties, growing tobacco is a fundamental part of their farm economy,
loss of tobacco income would be devastating to economies already under stress, For the
top ten counties in per capita tobacco cash receipts, loss of farm income from tobacco
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would have a per capita impact equal to from five percent to ten percent of per capita
income.

'These counties, in general, have unemployment rates and poverty rates above the
"state average and fiscal capacity below the state average, In the 20 counties with the

highest per capita tobacco receipts, cash receipts exceed $500 per capita for 18 of these
counties, Six of these counties have poverty rates at or above twenty percent, and
thirteen have poverty rates above fifteen percent. Loss of tobacco income would have
dramatic effects of these poor rural counties,

These economic impacts are important, but they fail to capture the full importance
of tobacco in our state. Tobacco helped sustain the family farm and small rural
communities long after they had disappeared in other states. Tobacco helped build our

public and private universities, our much IEEE foundation and nonprofit institutions,
and many of the public facilities across our state. The world-renowned research
universities and high technology research parks that epitomize the new North Carolina
would not exist without the contributions tobacco has made to the development of our
state,

admired

In summary, there is no need to waste months and taxpayers' dollars fighting in
Congress and the courts over whether the FDA should have jurisdiction over tobacco
products. States can act now to reduce the use of tobacco products by those under the

legal age. The most effective way to do this is for government to work with merchants,
parents, and communities to enforce existing laws and to educate the public about the
risks assoolated with those under 18 using tobacco. I respectfully ask the Food and Drug
Administration to reconsider its position and yield to states their proper authority to
reduce use of tobacco products by those under the legal age to purchase tobacco.

My warmest personal regards.

Sincerely,

a

James B. Hunt Jr.

t

#8END
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Congress of the Bnited States
Mastingten. MC 20515

December 15, 1995

Foad and Drug Administration
Dockets Management Branch:(HFA-305)
Room 1-23
1420 Parkiawn Drive
Rockville, MD 20857 t

Ro: Docket No. 95:0253, "Regulations Restricting the Salo and Distribution of
Cigarettes and Smokeless Tobacco Products to Protect Children and Adolescents"
(Proposed Rule)

Dear Sirs:

We strongly believe thatminors should not 1188 or purchase tobacco products. We
alsa strongly believe the mast effective way to preventminors from using or purchasing
tobacco products lies in the-strict enforcement of laws already in effect in each of the 50
states. A new federal bureaucracy, as you propose, is not needed. In fact, three years
before the Pood and Drug Administration (FDA) published its proposed rule Congress
made a bipartisan decision that state officials, not a federal agency, are best suited to deal
with the problem of underage tobacco use.

In 1992, the 102nd Congress amended the Public Health Service Act to require
that each state develop and ijuplement effective program to keep tobacco products out
of the hands ofminors. Thie requirement is now a condition that states mustmect in
order to receive block grants from the Health and Human Service (HHS) Substance

Blatemuet:
Abuse andMental Health Sérvices Administration (SAMHSA). Under this law, every

1. prohibit the sale ardistribution of tobacco products to anyoneunder age 18;
4

2.. "enforce the law..in amanner that can reasonably be expected to reduce"
minors' purchase Of tobacco products;

é
1

3. "annually conduct random, unannounced inspections to ensure compliance with
the law"; and
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(Proposed Rule)
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4. report annually to HHS on the state's enforcement activities, its success, and
future strategies for ensuring compliance with the law.

In addition to requiring every state to prevent tobacco use by underage consumers,
Congress, through the Drug-Free Schools and Commnnities Act, providesmillions of
dollars far anti-emokiog efforts aimed at echool children. Through the Pederal Cigarette
Labeling and Advertising Act and the Camprehensive Smokeless Tobacco Health
Education Act, Congress hes also put in place a comprchensive federal program
regulating tobacco product advertising, promotion, labeling, and ingredicnt reporting.

If additional measures arc noccasary to stop minors fram using tobacco products,
Congress, not the FDA, should and will make ths decision. Former FDA Commissioner
Dr. Charles Edwards has said that "cigarettes recommended for smoking pleasnre arc
beyond the federal Food, Drug, and Cosmetic Act." {n testimony before the Senate Labor
and Hunan Resources Committes this spring, Dr. Edwards reiterated that tobacco is not
the reaponsibility of the Food and Drug Administration. Furthermore, last year FDA
Commissioner Dr. David Kessler himself said with respect to whether FDA should
aticmpt to regulate tobacco products, "it is vital in thie context that Congress provide
clear direction to the agency."

Congress has not given the PDA cither "clear direction" or any authority to
regulate tobacco. Yet the FDA has determined by rmyulatory fiat to assert such authority.
The United States Constitution tasks Congress ~ not unclected federal bureaucrats --with
responsibility for creating new law. In addition, Congress has considered and rejected
numerous proposals over the years seeking to authorize FDA jurisdiction over tobacco.
Indeed, Congress has considered and rejected various legislative proposals over the past
several years containing most uf the specific elements of the FDA's proposed rule.

The FDA's proposed rule also is objectionable because it would causc
harm lo a wide spectrum ofcommercial interests, including retailers, wholesalers,
advertisers, manufacturers, and growers. By its own estimates, FDA regulation would
eliminate 10,000 jobs nationwide.

economic

Former FDA Commissioner Edwards testified that the FDA's tubacco initiative
"divert[a} the resources of the agency" from its clear statutory Ax q result,
Americans have been denied timely acecss to lifesavingmedical techuulugy.
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Furthermore, the proposed FDA rule would trample First Amendment rights to
advertise legal products to adults, And, it is incomprehensible that a federal regulatar
would seek to impose what amounts to a $150 million a year tax on an industry with no
congressional approval. Yet, the FDA's proposed rule seeks to do just that.

So, while we stand steadfastly against tobacco use by minors, we stranuously
object to the FDA's effort to expand its and the federal bureaucracy in
dealing with a problem that Congress has already designated to the states. We therefore
urge that you withdraw your claim of jurisdiction and terminate your proposed
rulemaking.

Sincercly,

FILE No. 934 01/03 °96 16:25 ID: LANIERFAX6500 PAGE 4

SENT RY: 1- 3-86 1 4:12PM > Rep. Richard Burr+ if 4/12

Food and Drug Administration
Dockets Management Branch (HFA-305)
December 15, 1995
Page 3

4

Furthermore, the proposed FDA rule would trample First Amendment rights to
advertise legal products to adults, And, it is incomprehensible that a federal regulatar
would seek to impose what amounts to a $150 million a year tax on an industry with no
congressional approval. Yet, the FDA's proposed rule seeks to do just that.

So, while we stand steadfastly against tobacco use by minors, we stranuously
object to the FDA's effort to expand its and the federal bureaucracy in
dealing with a problem that Congress has already designated to the states. We therefore
urge that you withdraw your claim of jurisdiction and terminate your proposed
rulemaking.

Sincercly,



FILE No. 034 01103 °96 16:25 [D: LANTERFAXBS00 PAE 5

SENT BY: I~ 3-96; 4:15PM Rep. Richard Barra i# 5/12

xf.

r

FILE No. 034 01103 °96 16:25 [D: LANTERFAXBS00 PAE 5

SENT BY: I~ 3-96; 4:15PM Rep. Richard Barra i# 5/12

xf.

r



FILE No. 034 01,03 °96 16:26 ID: LANTERFAXGSOO PAGE 6

SENT BY: 1- 3-96 1 4:19PM : Rep . Richard Burrs 6/12: #

»

é

f

4

FILE No. 034 01,03 °96 16:26 ID: LANTERFAXGSOO PAGE 6

SENT BY: 1- 3-96 1 4:19PM : Rep . Richard Burrs 6/12: #

»

é

f

4



FILE No. 034 01703 16:26 [D: LANTERFAX6S0096 PAGE

SENT BY: 1- 3-96 1 4:19PM Rep. Richard Burrs r# 7/12

+

4

FILE No. 034 01703 16:26 [D: LANTERFAX6S0096 PAGE

SENT BY: 1- 3-96 1 4:19PM Rep. Richard Burrs r# 7/12

+

4



FILE No. 034 01703 °96 16:27 ID: LANTERFAXG500 PAGE 8

SENT BY: 1- 3-96 ; 4:18PM; Rep. Richard Burr- 8/12

7

FILE No. 034 01703 °96 16:27 ID: LANTERFAXG500 PAGE 8

SENT BY: 1- 3-96 ; 4:18PM; Rep. Richard Burr- 8/12

7



PAGE 9FILE No. 034 01/03 °96 16:27

SENT BY: 1- 9-96 5 4:14PM Rep. Richard Burr- 9/12

PAGE 9FILE No. 034 01/03 °96 16:27

SENT BY: 1- 9-96 5 4:14PM Rep. Richard Burr- 9/12



FILE No. 034 01-03 '96 16:28 ID: LANIERFAX6SO0

SENT BY: 1- 396 ; 4:]4PM i

PAGE 10

Rep. Richard Barr- #10712

John Boehner
Vic Razo
Tom DeLayLF. Payne
Charlie Rose
Nick Joe Rahall
Richard Burr
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David Minge
Dick Armey
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Bob Ney
Pail English
Walter Innag, Ir.
Dan Frisa
'Tom Latham
Howard Cable
Casa Ballenger
John Spratt
Bobby Scott
Mike Ward
Jim Clybum
Van Hilleary
Gary Franks
Phil English
Charlea Taylor
Richard Baker
Pat Williams
Lee Hamilton
Calvin Dooley
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States Smare
WASHINGTON, DC 20519

December 28, 1994

Dackets Management Branch (HFA-305)
Food and Drug Administration
Room 1-23
1420 Parklawn Drive
Rockville, MD 20857

Bear Sirs:

We strongly believe that minors should not iss or purchase tobacco
products, We also strongly believe the most effed ive way to prevent minors
from using or purchasing tobaco products lies inthe strict enforcement of law
already in effect in cach of the 50 states. A new federal bureaucracy, as you
propose, is not needed. In fact, three years beford FDA published its proposed
rule Congress made a bipartisan decision that stat officials, not a federal
agency, ave best suited to deal with the problem of underage tabacce use

In 1992, the 102nd Congress amended the Health Service Act to
require each State to develop and implement an effective program to keep
tahaceo products out of the hands of minors. Thi requirement is now a
condition that states must meet in order to receive block grants from Health and
Human Service (HHS) Substance Abuse and Menfal Health Services
Administration ("SAMHSA"). Under this law, State must:

lic

1. prohibit the sale or distribution of tobacdo products to anyone under
age \8;

3. "annually conduct random, unannounced inspections to ensure
compliance with the law'', aad

4. report annually to HHS on the State's eqforcement activities, tt9

success, and future strategies for ensirin compliance with the Jaw.

2. "enforce the a manner that can asonably be expected to
reduce" minors purchase of tobaceo pr ucts:

ca'd Beesssre OL WIOA3 ck: vt 966T-c@-NUL
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In addition to requiring every State to prov tobacco use by underage
consumers, Congress, through the Drug-Free Schdols and Communities Act,
provides millions of dollars for anti-smoking aimed at schoo] children.
Through the Federal Cigarette Labeling and Adveftising Act and the
Comprehensive Smokeless Tobacco Health Educafion Act, Congress has also
put in place a comprehensive federal program regplating tobacco product
advertising, promotion, labeling, and ingredient rting.

If additional measures are necessary to stopfminors from using tobacco
products, Congress, not the FDA, will make the dpcision. I'ormer FDA
Commissioner Dr. Charles Edwards has said that Jeigarcttes recommended for
smoking pleasure are beyond the federal Food, Dr ig, and Cosmetic Act." In
testimony before the Senate and Human Regources Committce this spring,
Dr. Edwards reiterated that tobacen is not the resppnsibility of the Food and
Dme Administration. Furthermore, last year FDA' Cormmissioner Kessler
himself said with respect to whether FDA should gttempt to regulate tobacco
products, "it is vital in this context that Congress grovide clear direction to the
agency."

Congress has not given FDA either "clear direction" or any authority to
regwate tobacco, Yet FDA has determined by regulatory fiat to assert such
authority. The U.S. Constitution tasks Congress -{ not unelected federal
bureaucrats - with responsibility for creating newHlaw. And Congress has
considered and rejected numerous proposals over fhe years seeking to authorize
MDA jurisdiction aver tobacco. Indeed, Congress has cansidered and rejected
various lepislative proposals over the past several fears containing most of the
specific elements of the FDA's proposed rule.

The FIDA's proposed rule also is ohjectiona¥le because it would cause
economic harm to a wide spectrum of commercial| interests. including retailers,
wholesalers, advertisers, manufacturers, and farmegs. By its awn esitmates,
FDA regulation would eliminate 10,000 jabs natiahwide.

Former FDA Commissioner Edwards testifiéd thai the FDA's tobacco
initiative "divert[s] the resuurces of the agency" fr its cleac statutory mission.
As a result, Americans have been denied timely a@cess fo Sifesavinp medical
technology.

@ees9sr6 OL WOYd£6°d
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The proposed FDA nile would trample Fi Amendment rights to
advertise legal products to adults.

It is incomprehensible that a federal regulatpr would seek to impose what
amounts to 2 $150 million a year tax on an indury with no congressional
approval. Yet, the FDA's proposed rule seeks tofdo just that.

So, while we stand steadfastly against tobagco use by minors, we
strenuously object to FDA's effort to expand its j§risdiction and the federal
bureaucracy in dealing with a problem that Congugss has already dosignated to
the states. We therefore urge that you withdraw four claim of jurisdiction and
terminate your proposed rulemaking.

Yours truly,
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These are the list of signatures for the FDA docket letter:

Jease Helms
Mitch McConnell1
Strom Thurmond
Chuck Robb
John Warner
Pred Thompson
Kit Bond
Rod Gram3
John Ashcroft
Bob Smith
Larry Pressler
Conred Burns
Bennett Johnston
Daniel Inouye
Tom Daschle
Phil Gramm

@2c99srs OL

Wendell Ford
Trent Lote
Lauch Faircloth
Thad Cochran
Fritz Hollings
Paul Coverdell
Larry Craig
Howell Heflin
Don Nickles
Bob Dole
Al D'Amato

Ted Stevens
Sam Nunn
John Breasx
Jim Inhofe

Harry Reid
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Mnited States Senate Chm

WASHINGTON, OC 20510

December 28, 1995

Dockets Management Branch (HFA-305)
Food and Drug Administration
Room 1-23
1420 Parklawn Drive
Rockville, MD 20857

Dear Sirs:

We strongly believe that minors should not use or purchase tobacco

products. We also strongly believe the most effective way to prevent minors

from using or purchasing tobacco products lies in the strict enforcement of Jaws

already in effect in each of the 50 states. A new federal bureaucracy, as you

propose, is not needed. In fact, three years before FDA published its proposed
rule Congress made a bipartisan decision that state officials, not a federal

agency, are best suited to deal with the problem of underage tobacco use.

In 1992, the 102nd Congress amended the Public Health Service Act to

require each State to develop and implement an effective program to keep
tobacco products out of the hands of minors. This requirement is now a

condition that states must meet in order to receive block grants from Fléalth and

Human Service (HHS) Substance Abuse and Mental Health Services

Administration ("SAMHSA"). Under this law, every State must:

1. prohibit the sale or distribution of tobacco products to anyone under

age 18;
2. "enforce the law...in a manner that can reasonably be expected to

reduce" minors' purchase of tobacco products;
3. "annually conduct random, unannounced inspections to ensure

compliance with the law"; and
4. report annually to HHS on the State's enforcement activities, its

success, and future strategies for ensuring compliance with the law.

GSN-02.5% C 59/22.
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In addition to requiring every State to prevent tobacco use by underage

consumers, Congress, through the Drug-Free Schools and Communities Act,

provides millions of dollars for anti-smoking efforts aimed at school children.

Through the Federal Cigarette Labeling and Advertising Act and the

Comprehensive Smokeless Tobacco Health Education Act, Congress has also

put in place a comprehensive federal program regulating tobacco product

advertising, promotion, labeling, and ingredient reporting.

If additional measures are necessary to stop minors from using tobacco

products, Congress, not the FDA, will make the decision. Former FDA
Commissioner Dr. Charles Edwards has said that "cigarettes recommended for

smoking pleasure are beyond the federal Food, Drug, and Cosmetic Act." In

testimony before the Senate Labor and Human Resources Committee this spring,

Dr. Edwards reiterated that tobacco is not the responsibility of the Food and

Drug Administration. Furthermore, last year FDA Commissioner Kessler

himself said with respect to whether FDA should attempt to regulate tobacco

products, "it is vital in this context that Congress provide clear direction to the

agency."

Congress has not given FDA either "clear direction" or any authority to

regulate tobacco. Yet FDA has determined by regulatory fiat to assert such

authority. The U.S. Constitution tasks Congress ~ not unelected federal

bureaucrats -- with responsibility for creating new law. And Congress has

considered and rejected numerous proposals over the years seeking to authorize

FDA jurisdiction over tobacco. Indeed, Congress has considered and rejected

various legislative proposals over the past several years containing mostof the

specific elements of the FDA's proposed rule.

The FDA's proposed rule also is objectionable because it would cause

economic harm to a wide spectrum of commercial interests, including retailers,

wholesalers, advertisers, manufacturers, and farmers. By its own estimates,

FDA regulation would eliminate 10,000 jobs nationwide.

Former FDA Commissioner Edwards testified that the FDA's tobacco

initiative "divert[s] the resources of the agency" from its clear statutory mission.

As a result, Americans have been denied timely access to lifesaving medical

technology.
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The proposed FDA rule would trample First Amendment nghts to

advertise legal products to adults.

It is incomprehensible that a federal regulator would seek to impose what

amounts to a $150 million a year tax on an industry with no congressional

approval. Yet, the FDA's proposed rule seeks to do just that.

So, while we stand steadfastly against tobacco use by minors, we

strenuously object to FDA's-effort to expand its jurisdiction and the federal

bureaucracy in dealing with a problem that Congress has already designated to

the states. We therefore urge that you withdraw your claim of jurisdiction and

terminate your proposed rulemaking.

Yours truly,
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These-are-the hist of signatures for the FDA docket letter:

Jesse Helms Wendell Ford
Mitch McConnell Trent Lott
Strom Thurmond Lauch Faircloth
Chuck Robb Thad Cochran
John Warner Fritz Hollings
Fred Thompson Paul Coverdell
Kit Bond Larry Craig
Rod Grams Howell Heflin
John Ashcroft Don Nickles
Bob Smith Bob Dole

Larry Pressler Al D'Amato
Conrad Burns Harry Reid
Bennett Johnston Ted Stevens

Daniel Inouye Sam Nunn

Tom Daschle John Breaux

Phil Gramm Jim Inhofe
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RICHARD BLUMENTHAL 65 Elm Street
Bax 120ATTORNEY GENERAL

(RGD) BG6-2086

Office ofThe Attommey General
State of Connecticut

January 2, 1996

Dr. David Kessler
Commissioner ofFood & Drugs
Food and Dmg Administration
Dockets Management Branch (HFA-305)
Room 1-23
12420 Parklawn Drive

Hartiord, CT 06941-0180

:

Rockville, MD 20857

RE. DOCKET #95N0253-Proposed Regulations Restricting the Sale and Distribution of
Nicotine Containing Ciearettes and Smokeless Tabacco Products In Order to Protect
Children and Adolescents.

Dear Commissioner Kessler:

The Attomeys General ofConnecticut, Minnesota, Rhode Island and Washington are
writing on behalfof the Attorneys General ofAlaska, Arkansas, Florida, Guam, Hawaii, Indiana,

whose names appear at the end of this letter, to express our strong support for the FDA's
proposed rule to regulate the sale and distribution oftobacco products. We believe that the
proposed rule, which emphasizes reducing access and limiting the appeal of tobacco products to
children, should be a crucial component of a national effort by federal, state and local officials to
help our youngest generation ofAmericans avoid suffering preventable discase and premature
death from the use of tobacco products.

Towa, I Maine, Maryland, Massachusetts, Michigan, Mississippi, Montana, Nevada,
New Jersey, New Mexico, Puerto Rico, Texas, Utah, Vermont, West Virginia and Wisconsin,

Children who smoke are at high risk ofbecoming addicted. Ninety percent of smokers
report that they began smoking as teenagers. The average age at which teenage smokers first
begin smoking is thirteen to fourteen years, and by age eighteen, teens are smoking at a rate very
near the adult rate. Studies show that, while most teenage smokers do not plan to be smokers
five years from now, in fact less than ten percent will be able to quit. According to the Surgeon
General, twenty million Americans try to quit smoking each year, but only three percent have any
long-term success. Indeed, the December 8, 1995 Wall Street Journal reported on a tobacco
company internal draft report which describes cigarettes as a nicotine delivery system; states that

95N-0253
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Dr. David Kessler
Commissioner ofFood & Drugs
Food and Dmg Administration
Dockets Management Branch (HFA-305)
Room 1-23
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Children who smoke are at high risk ofbecoming addicted Ninety percent of smokers
report that they began smoking as teenagers. The average age at which teenage smokers first
begin smoking is thirteen to fourteen years, and by age eighteen, teens are smoking at a rate very
near the adult rate Studies show that, while most teenage smokers do not plan to be smokers
five years from now, in fact less than ten percentwil be able to quit. According to the Surgeon
General, twenty million Americans try to quit smoking each year, but only thre percent have any
long-term success Indeed, the December 8, 1995 Wall Street Journal reported on a tobacco

internal draft report which describes as a nicotine delivery system; states that

95N-0253
C5796/



Ol/16/S6 Loder FDR/OFFICE OF THE COMMISSIONER > 6907998 NO. 883

Dr. David Kessler
January 2, 1996
Page 2

the main reason people smoke is to get nicotine into their bodies; and calls nicotine chemically
similar to such drugs as cocaine. Given this analysis by the tobacco industry itself, it is entirely
appropriate and necessary for the government, through the FDA (the agency charged with the
responsibility for regulating the distribution ofdrugs in the United States) to implement the
proposed measures to regulate the sale and distribution oftobacco products.

We have been active in the national effort to protect our young people from the!
devastating consequences of tobacco use. In 1993, many ofus participated in a working group of
Attorneys General which focused on the problems associated with second hand smoke and
children. Theworking group met with the leaders in the fast food industry to discuss the issue of
second hand smoke in their restaurants. We were concemed because this industry target markets
children as customers, and employs huge numbers ofyoung workers, forty percent ofwhom are
under the age of eighteen. Consequently, every day millions ofchildren who spead time in these
Testaurants eating, playing in specially designed play areas, socializing with their teenage
and working behind the counter are exposed to second hand smoke, a Class A carcinogen, for

issued a series of recnmmendations to the fast food industry toMEE the development of
smoke free restaurant environments in our report, "Fast Food, Growing Children and Passive
Smoke: A DangerousMenu." We arc gratified that many fast food restaurants are now smoke
free, and recognize that the effort must continue to ensure that children are not exposed to second

As the chief law enforcement officers ofour respective states, we are especially concerned
about illegal tobacco sales to minors. Although every state bans the sale of tabacco to minors,

show that children have easy access to tobacco. In 1994, many ofus participated in
another working group to study this problem. The working group issued a series of
recommendations for legislation and voluntary steps that retailers could take to curb illegal
tobacco sales in a report entitled, "No Sale: Youth, Tobacco and Responsible Retailing."

This report takes note of the grim statistics which underscore the need to make the
proposed FDA regulation a part of a cooperative federal and state effort to protect our children
from tobacco addiction These statistics inchide the fact that underage customers purchase over
half a billion packs of cigarettes and twenty-six million containers of chewing tobacco every year.
As a result, an estimated 3,100,000 American teenagers, one out of every six, are regular
smokers. Tragically, each day 3,000 more children begin smoking-a process that results in over a
million new underage, addicted smokers in the United States each year. As noted above, children

Perhaps themost distressing statistic of all is that unlike adolescent use ofalcohol and
other drugs, adolescent smoking behavior has not declined since the early 1980's, and some
studies show an increase in underage smoking This strongly suggests to us that a cooperative
federal and state regulatory approach is needed to effectively deal with youth smoking Your
agency's proposed rule would provide a strong federal complement to state and local law
enforcement efforts.

friends

which no safe levels ofexposure have been established. The working group :

facilitate

hand smoke as a consequence of eating or working in these restaurants.
+

studies

who smoke are at high risk ofbecoming addicted.
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these regulations which merit particular emphasis. Specifically, we wish to express our support
for Sections 879.30 and 879.32 which would restrict the advertising and marketing of tobacco
products to children, Aswe noted in our 1994 report, the tobacco industry spent over$4.6
billion advertising and promoting tobacco products in 1991. Much of this advertising appeals
directly to children. We suspect that this explains why the three most heavily advertised brands
have captured eighty-six percent of the illegal teen market, when the same brands' share ofthe
legal, adult market is only thirty-five percent. In fact, a study published iin November, 1995
concluded that each innovative tobacco marketing campaign since the 1890s has led toamajorincrease in the number of 14-17 year-olds who became regular smokers. This study further
concluded that by the 1960s and 1970s, 14-17 year-olds had become the only age group that was
responsive to tobacco marketing.

While we support the proposed regulations in their entirety, there are several sections of

Advertisements that encourage teen smoking undermine the laws and policies ofour
states. While individual states can use their laws in an attempt to address tobacco advertisingwhich targets children, it is difficult to effectively combat these sophisticated billion dollar national
advertising campaigns on a state by state basis. We therefore welcome an increased federal role
in controlling this threat to the integrity of state law. :

We further support Section 897.34 (c), which would restrict tobacco sponsorship of
sporting and entertainment events. Such sponsorship effectively has been used to avoid the
federal ban on broadcast advertising, and to advertise tobacco products on the types of televisedevents which particularly appeal to teenagers and young adults. We also support Section 897.34
(a), which would prohibit the sale or distribution of all non-tobacco items that are identified with a
cigarette or smokeless tobacco product brand name or other identifying characteristic. Studies
have shown that these items, including tee shirts, hats and sporting goods have great appeal
among young people. When warm by young people, these items can become "walking billboards,which can come into schools and other places where tobacco advertising is generally prohibited.

:

Sections 897.16 (b), (c), and (d) of the proposed rule are critical ifwe seriously are to
reduce youth access to tobacco products. These regulations would require purchasers oftobacco
products to produce positive identification before making a purchase, and would eliminate thase
sales and marketing practices that provide young people with easiest access to tobacco ie. the
sale of single cigarettes, sale by vending machines, self-service displays, and free samples oftobacco products. The Attorneys General working group's 1994 report made similar
recommendations, and many ofus have supported attempts to enact these measures into laws in
our respective states. The adoption of federal regulations requiring age verification and
face-to-face sales, and ending distribution of tobacco by mail order, vending machine, single
cigarette ("loosies") and "kiddie pack" sales will greatly assist our efforts to enforce compliancewith our state laws which prohibit the sale or distribution of tobacco products to minors.

Moreover, we strongty support Section 897.42 (a) ofthe proposed rule, which expresslystates that the rule would not preempt more stringent state or local requirements relating to the
sale, distribution, labeling, advertising or use of tobacco products that do not conflict with the



18196 THE COMMISSIONER > 6907998 NO.883

Dr. David Kesaler
January 2, 1996
Page 4 ;

:

:

tule. This provision reflects our collective view that a cooperative, combined effort by federal,
state and local authorities is needed to reduce access and limit the appeal of tobacco products to
children. In order to make this effort succeed, it is essential that state and local officials retain
the ability to enact and enforce laws which they believe are most effective when actively enforced
at the local level.

:

Finally, we wish to express our willingness to work with the FDA to implement these
regulations when they are adopted. We would welcome the opportunity to discuss how existing
state laws, such as thosewhich provide for regulation of food and drugs, or those which prohibit
unfair or deceptive trade practices, might be used to assist enforcement ofthe proposed rule.

Congratulations on offering this important regulatory proposal Please do not hesitate to
contact any ofus ifwe may provide any further assistance to you in this mnst important efort

Very truly yours,

RICHARD BLUMENTHAL

Attomey General

HUBERT H. HUMPHREY, II
Attorney General
State ofMinnesota

JEFFREY B. PINE
Attomey General
State ofRhode Island

CHRISTINE O. GREGOIRE
Attomey General
State ofWashington

RB/SRP/x
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U. S. Department of Justice

Civil Division

DRAFT
Office of the Assistant Anorney Geneval Washington, D.C. 20530

John R. MacArthur
Harper's Magazine
Dear Mr. MacArthur:

Thank you for your letter of September 5, 1996, stating that
you believe that the advertising restrictions issued by the Food
and Drug, Administration as a part of their regulation of
cigarettes and smokeless tobacco are unconstitutional.

As you know, the regulations are aimed at reducing underage
smoking. I endorsed FDA's regulation because underage smoking
has continued to increase over the last few years, despite the
fact that all 50 states prohibit the sale of tobacco products to
minors . Almost every day, 3,000 children start smoking, and
1,000 of them will have their lives shortened by smoking related
diseases.

My motivation in supporting these regulations is the well
being and health of our children. The message that smoking could
kill you just does not seem to register with many young people
because they are bombarded with advertising that glamorizes
smoking. The FDA restrictions are narrowly tailored to reduce
young people's exposure to such advertising without preventing
tobacco companies from conveying truthful information about their
products to adults,

As a former professor of Constitutional law I believe the
FDA's advertising restrictions are constitutional under the
Supreme Court precedents in this area. Additionally, I can
assure you that before going forward with these regulations they
were closely scrutinized within the government and found to be
constitutional. It is not appropriate to go into greater detail
since this matter is the subject of ongoing litigation, but the
government's position will be spelled out in the briefs we will
be filing in this action which will be publicly available.

While you may disagree with me on some of the particular
restrictions the FDA has issued, I am sure you fully support the
goal of those regulations, reducing underage smoking.

With my warmest, personal regards.
Sincerely

DRAFT
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