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March 18, 1993

Carol Rasco

Domestic Policy Advisor
The White House
Washington, D.C. 20500

Dear Ms. Rasco:

On behalf of the American Cancer Society, the American Heart Association,
and the American Lung Association, united as the Coalition on Smoking OR
Health, we are writing to request a meeting with you to discuss two important
issues that could have a significant impact on health in this country. Tobacco
use is a major public health problem in this country, killing 434,000
Americans annually. No initiative would have a greater effect on disease
prevention and health promotion than a reduction in the use of tobacco
products.

First, we would like to discuss a major increase in the tobacco excise tax.
This is one, action which could both reduce tobacco use and provide a
51gn1ﬁcant source of funding for health care initiatives. If the cigarette excise
tax were raised by $2 from its current level of $0.24 per pack, approximately
$25 to $35 billion in additional revenue would be generated. A $2 tax
increase would also result in approximately 7.6 million fewer smokers. A
cigarette tax increase of this magnitude would be a major public health
advance.

The second issue is the regulation of tobacco products. The Food and Drug
Administration should be given the specific authorities it needs to regulate the
manufacture, sale, distribution, labeling, advertising, and promotion of
tobacco products. The tobacco industry needs to be held to the same
standards as other consumer product industries. The public must be properly
informed about tobacco products if they are to take responsibility for
preventing health problems. The federal government also must take the lead
in ensuring that nonsmokers are protected from environmental tobacco smoke.
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1150 Connecticut Avenue, NW, Suite 820, Washington, DC 20036

Telephone: (202) 452-1184 FAX: (202) 452-1417
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March 18, 1993
Page 2

We would appreciate an opportunity to meet with you to discuss this important way to improve
the health of this nation’s citizens. Please contact Joy Epstein at the Coalition office, 202-452-
1184, to arrange an appointment.

Sincerely, {

Alan C. Davis tt D. Ballin

Chairman ~ Vice President for

Coalition on Smoking OR Health Public Affairs

Vice President for Public Issues American Heart Association

American Cancer Society

Fon Wl

e
Deputy Managing Director
American Lung Association
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"Saving Lives and Raising Revenue: The Case for Major Increases in Federal and State
Tobacco Taxes" outlines rationales for major increases in tobacco taxation at the state and federal
levels. It is a working document of the American Cancer Society, American Heart Association and
American Lung Association, united as the Coalition on Smoking OR Health. It is intended for
general use by state and federal policy makers, the media and health groups. This document will
be updated as new information becomes available.

For more information on tobacco taxation and other public policy health issues relating to
tobacco use, please contact the Coalition on Smoking OR Health.

The Coalition on-Smoking OR Health gratefully acknowledges assistance and advice on
tobacco excise tax issues by Jeffrey Harris, M.D., Ph.D., Professor of Economics, Massachusetts
Institute of Technology; Eugene Lewit, Ph.D., Director, Research and Grants, Packard Foundation
Center for the Future of Children; David Sweanor, J.D., Legal Counsel, Non-Smokers’ Rights
Association of Canada; Kenneth Warner, Ph.D., Professor and Chairman, Department of Public
Health Policy and Administration, School of Publxc Health, University of Michigan; and Jeffrey
Wasserman, Ph.D., Program Manager, SysteMetrics, Inc.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue



EXECUTIVE SUMMARY

Cigarettes kill 435,000 Americans and cost tens of billions of dollars each yéar. Ever since

- the release of the landmark report of the Surgeon General nearly 30 years ago, it has been the policy

of our nation that smoking should be discouraged and that particular efforts should be made to
discourage children from starting to smoke.

As budget difficulties at all levels of government increase, as the need for revenue to fund

such vital needs as health care reform becomes essential, and as more and more Americans die from
tobacco use, many of our nation’s leading public health officials, economists and elected officials
have concluded that the time has come for major increases in state and federal cigarette excise taxes.
The case for raising these taxes is persuasive on several fronts:

*

As a health measure. A significant increase on the tax on tobacco products will reduce
tobacco use, particularly by reducing the number of children who will start and serving as
a catalyst for many adults to quit. For example, it is estimated that a $2 per pack tax
increase, maintained in real terms, would reduce the number of people who smoke by over
7.5 million and would prevent roughly 2 million premature tobacco-caused deaths over
time. That is a saving of a greater number of lives than American losses from all wars
combined.

As a source of needed revenue. Cigarette taxes provide a unique opportunity for federal
and state governments to save millions of lives and simultaneously raise substantial revenue
for priorities such as health care reform. New revenue is needed for health care reform.
Conservatively, a $2.00 a pack increase would raise over $2O billion dollars in the first year
and close to $100 billion over § years.

As one of few taxes most Americans support.  While pfoposals to increase most taxes
meet fierce popular resistance, polling data shows that 70 - 80 percent or more of the public
supports higher cigarette taxes to help pay for deficit reduction or health care reform.

This document discusses in greater detail how raising tobacco taxes substantially can play a

critical role in reducing the death, disease and economic hardships caused by tobacco use. It
concludes with the following policy recommendations:

*

*

State and federal governments should enact major increases in cigarette excise taxes.
Federal and state cigarette taxes should be indexed to keep pace with rising product prices.

All other tobacco products should be taxed in proportion to the rate imposed on cigarettes.

Coalition on Sﬁzoking OR Heaslth
Saving Lives and Raising Revenue
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CIGARETTES: AMERICA’S LEADING PREVENTABLE CAUSE OF DEATH

Nearly thirty years after the 1964 Surgeon General’s Report sounded the health alarm on
smoking, one-fourth of the nation’s adult population remains addicted to cigarettes, and smoking
remains the leading preventable cause of premature death and crippling disease in the United States.
In all, smoking now kills an estimated 435,000 Americans each year -- more than alcohol, heroin,
crack, automobile and airplane accidents, homicides, suicides and AIDS combined.

Figure |

!

Smoking Kiils More Americans
Every Year than Alcohol,
Car Accidents, AIDS, Suicides,
Homicides, Fires and Drugs Combined

43|5,000 Deaths
Tobacco-related

diseases

Source: U.S. Certters for Dissase Control

The cigarette is the only legal product that:

* kills more than one out of three long-term users and disables many more, when used as
intended :
* has been determined to be a major cause of heart disease, lung cancer, mouth and throat

cancer, emphysema, chronic bronchitis, chronic obstructive pulmonary disease, low
birthweight babies, strokes and a variety of other diseases’ :

* is as addictive as cocaine or heroin

' U.S. Department of Health and Human Services. Reducing the Health Consequences of Smoking: 2§
Years of Progress. A Report of the Surgeon General. DHHS Publication No. (CDC) 89-8411, 1989.

Caoalition on Smoking OR Health
Saving Lives and Raising Revenue
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Environmental tobacco smoke (ETS) -- smoke from other peopie s cxgarettes .- has been
identified as the nation’s third leading cause of preventable death, causing approximately 35.000 to
40,000 deaths per year from cardiovascular disease among nonsmokers and 3000 lung cancer
deaths.> A panel of experts appointed by the Environmental Protection Agency has recommended
that ETS be labeled a "Group A Carcinogen," a category reserved for only the most serious human
carcinogens such as benzene and asbestos:’ :

More than one million teenagers begin smoking each year, a rate of approximately 3000 per
day. Ninety percent of young smokers report that they became regular smokers before age 18.*
Thus reducing smoking by children and teenagers is accepted as a key to reducing the enormous
burden of addiction, death and disease smokmg imposes on’ the health and economy of the United
States.

Despite public health programs aimed at reducing teenage smoking, and despite the fact that
it is illegal (with rare exceptions) to sell cigarettes to children, the smoking initiation rate among
children and teenagers remains alarmingly high, and the age of initiation of new smokers has fallen
steadily for several decades.” This is no accident. It is partly the result of marketing strategies
typified by R.J. Reynolds’ "Joe Camel” advemsmg campaign aimed at children and teenagers.
Cigarette companies lavish nearly $4 billion on youth-oriented advertising and gimmicks designed
to promote and reinforce the image of smoking as youthful, sophlstlcated and sexy, and to associate
smoking with freedom and good health. ~

In addition to strengthenmg and enforcmg laws to limit youth access to tobacce the search
for an effective strategy to discourage teenage smoking leads to one point upon which health experts
and the cigarette. industry agree major increases in cigarette taxes will dramatically reduce
smoking.

? Council on Cardiopulmonary and Critical Care, American Heart Association, "Environmental Tobacco
Smoke and Cardiovascular Disease," Circulation, August 1992, and U.S. Environmental Protectlon Agency,
Respiratory Health Effects of Passive Smoking, Review Draft, May, 1992.

3 U.S. Environmental Protection Agency Resgxratog Health Effects of Pass;ve Smokmg Review Draft,
May, 1 992

* Pierce, Naquin, Gllpm Giovino, Mills and Marcus, “SmokKing Initiation in the United States A Role
for Worksite and College Smoking Bans," Joumal of the National Cancer Institute, vol. 83, pp. 1009- 1013
(1991). :

*CDC, "leferences in Age of Smoking Imtlanon Between Blacks and Whites, United States," MMWR,
Vol. 40, pp. 754- 757 November 8, 1991 ‘ :

1

Coalition on Smoking OR Hzalth
Saving Lives and Raising Revenue
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HIGHER CIGARETTE TAXES WILL SIGNIFICANTLY REDUCE TOBACCO USE

A fundamental economic concept holds that the demand for a product goes down as its price.

goes up. This relationship between demand and price is true for cigarettes as well as other products.
As a result of numerous studles over the past decade, economists have reached a general consensus on
the following points:

*

The price elasticity of demand® for cigarettes is in the range of -0.3 to -0.5. That means that
a 10 percent increase in the price of cigarettes is expected to cause a 3 to 5 percent decline in
cigarette consumption. Most economists accept -0.4 as a reasonable mid-range price elasticity
of demand estimate for cigarettes.

Teenagers.are at least as responsive to changes in price as adults. There is some evidence that
teenagers are significantly more responsive to price changes than adults.’

The price elastxc:ty of demand for large price mcreases is expected to be at least as large as for
small increases.®

The major response to price increases will be a decrease in the number of pedple who smoke
rather than a decrease in the number of cigarettes smoked by each smoker. This is significant
because it means that the primary effect of pnce increases is to discourage teenagers from

~ starting and encourage current smokers to quit.®

Figure 2 illustrates the significant reductions in cigarette consumption that would result from

major tax increases. (See page 6)

8 According to the 1992 Surgeon General’s report, "Price elasticity of demand measures the degree of
responsiveness of demand to changes in price; it is the percent ch'ange in the quantity of a good demanded,
divided by the percent change in price that caused the demand change.” Smoking and Health in the Americas,
U.S. Department of Health and Human Services, DHHS Pub. No. (CDC) 92-8419, p. 129. .

7 One study has estimated that the price elasticity of demand for cigarettes among teenagers is in the range
of -1.44, more than three times the elasticity figure for adults. Lewit, Coate and Grossman, "The Effects of
Government Regulation on Teenage Smoking," Journal of Law and Economics, vol. 24, pp. 545-569,
December, {981.

¥ Consensus statement adopted by the "Tobacco Tax Workmg Group convened by the National Cancer
Institute, November 11, 1992.

® Smoking and Health in the Americas, U.S. Department of Health and Human Services, DHHS Pub. No,

(CDC) 92-8419, p. 129-131.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue
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Projected 1993 Consumption of Cigarettes
At Alternative Tax Levels

Total Consumption (Blllions of Packs)

14

0 .8 1.0 1.5 2.0 2.8 30 358 4.0 4.5 50
Slize of Tax Increase (Dollars Per Pack)

Figure 2 |

NOTE: , :

Figure 2 projects total 1993 U.S. cigarette consumption based on the following assumptions: (1)
estimated price elasticity of demand for cigarettes of -0.4; (2) estimated average 1993 price per pack
of $2.16 in the absence of major tax increases, based on historical trends; (3) estimated 1993
cigarette consumption of 23.418 billion packs in the absence of major tax increases, based on
historical trends. For purposes of this illustration, no assumptions were made regarding pricing
decisions by manufacturers,wholesalers and retailers in response to tax increases; such decisions
could have a significant effect on price and consumption.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue
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BY DISCOURAGING PEOPLE FROM USING TOBACCO,
HIGHER CIGARETTE TAXES WILL SAVE MILLIONS OF LIVES

Cigarette taxes have an enormous potential to rapidly and significantly reduce tobacco use
by discouraging young people from beginning to smoke and encouraging some current smokers to
quit. By reducing the number of people who smoke, over time major cigarette tax increases will
save millions of lives. A proposal to raise cigarette taxes is therefore, first and foremost, a public
health measure.

The table below provides estimates of the number of people who would not start or would
quit using tobacco as a direct result of cigarette tax increases.

BENEFITS OF CIGARETTE TAX INCREASES"

Amount of Number J

Tax Increase Fewer Tobacco Users
$ .50 2.5 million

$1.00 4.5 million

$2.00 7.6 million

$3.00 . 9.8 million

$4.00 11.5 million

$5.00 12.8 million

The number of premature deaths that would be averted by major tax increases cannot be
predicted with precision, but may be estimated. For example, if one out of four of those discouraged
from smoking avoids dying prematurely as a result, then:

* A $1 per pack tax increase, maintained in real terms, would save about 1.1 million lives over
time -- preventing more deaths than have been caused by illicit drugs throughout U.S.
history. :

* A $2 per pack tax increase, maintained in real terms$, would save about 1.9 million lives over

time -- preventing more American deaths than have been caused by all wars in which the
U.S. has participated combined. :

10 All estimates are based on hypothetical tax increases taking effect in 1993, and are based on the
following assumptions: (1) Tax increases are maintained in real terms over time; (2) A price elasticity
estimate for smoking participation of -0.26; that is, a 10 percent increase in price is expected to result in
approximately a 2.6 percent decrease in the total number of smokers in the population. This estimate is
supported by research by Lewit and Coate (1982), as cited in Smoking and Health in the Americas, U.S.
Department of Health and Human Services, Office on Smoking and Health, DHHS Publication No. (CDC)
92-8419, p. 131; (3) Projected average price per pack of cigarettes in 1993 of $2.16 in the absence of major
tax increases, based on historical trends; (4) A 1993 smoking population of 46 million.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue
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REVENUE POTENTIAL OF HIGHER CIGARETTE TAXES

A major cigarette tax increase will raise tens of billions of dollars to address state and
national priorities, such as health care reform.

Federal, state and local governments collected about $11 billion in cigarette excise taxes in
1991."" That is a fraction of the revenue that could be generated if cigarette taxes were raised
substantially for health reasons.

New revenue generated from substantially increasing cigarette taxes may be used to help meet
pressing needs at the state and federal levels, including:

* Health care reform

* Minority.and urban health care

* Deficit reduction

* HAeaIth promotion, education and research
* Tobacco control

How much would a substantial tax increase raise?

The Congressional Joint Committee on Taxation conservatively estimates that an increase of
one dollar will generate a net gain of revenue of $14.8 billion in the first calendar year (1994),
$13.1 billion in 1995, $13.0 billion in 1996, $12.9 billion in 1997 and $12.8 billion in 1998 for a
5 year total of 566 5 billion.

The most conservative estimates of the Joint Committee show that an increase of $2 a pack
will generate approximately $90 billion over five years. Other noted economists estimate that a $2
a pack increase is likely to generate more than $100 billion in new revenue over 5 years.

Figure 3 shows the amount of revenue independent experts have predicted would be
generated. These estimates are based upon the most recent available price information and the best
available analysis of the price elasticity of demand for tobacco products. The estimates are higher
than those suggested by the Joint Committee on Taxation. For example, Figure 3 estimates that a
“$2 increase per pack would generate between $30 and $35 billion of new tobacco tax revenue in the

first year. ,

" The Tax Burden on Tobacco, The Tobacco Institute, Washington, DC, 1991, vol. 26.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue



Projected 1993 Cigarette Tax Revenue
At Alternative Tax Levels

Total Federal and State Revenue (Billions of Dollars)

100

80 -
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40

20/’

0 5 10 15 20 25 30 35 40 45 50

Slio of Tax increase (Dollars Per Pack)

| Figure 3

NOTE: . : V

Figure 3 projects combined federal and state revenue in 1993 dollars based on the following
assumptions: (1) estimated price elasticity of demand for cigarettes of -0.4; (2) estimated average
1993 price per pack of $2.16 in the absence of major tax increases, based on historical trends; (3)
estimated 1993 cigarette consumption of 23,418 billion packs in the absence of major tax increases,
based on historical trends. For purposes of this illustration, no assumptions were made regarding
pricing decisions by manufacturers, wholesalers and retailers in response to tax increases; such
decisions could have a significant effect on price and consumption. ‘

Coalition on Smoking OR Health
Saving Lives and Raising Revenue
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HIGHER TOBACCO TAXES BENEFIT FEDERAL AND STATE GOVERNMENTS -

Federal and state governments would gain significant new revenue if tobacco taxes were
raised dramatically.

Because today’s rates are relatively low, higher tax rates would result in declining smoking
rates while still allowing large increases in revenue. State governments may be net winners even if
only the federal government increases cigarette taxes significantly, assuming that the states are able
to negotiate an equitable revenue sharing formula that returns a portion of federal cigarette tax
revenue to the states. Nevertheless, tobacco tax increases at all levels of government would provide
the greatest health and economic benefits.

Concerns that higher cigarette taxes will soon lead to declining revenue due to lower smoking
rates are not warranted. Higher cigarette taxes will result in higher government revenue even at the
highest estimates of the price elasticity of demand for cigarettes. This fact has been proven
repeatedly by no greater authority than the tobacco industry itself. It has consistently increased
prices by 10-12 percent per year, thereby increasing the cost of cigarettes. As a result, cigarette
company profits continue to skyrocket despite reduced consumption.

To ensure that tobacco taxes do not decline in real terms, tobacco taxes must be indexed (i.e.
automatically adjusted) to keep pace with rapid increases in the price of cigarettes imposed by the
tobacco industry. This is a critical point currently overlooked by state and federal governments

alike.

Coalition on Smoking OR Health
Saving Lives and Raising Revenue
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- PAYING FOR THE DAMAGE CAUSED BY SMOKING

Tobacco .taxes do not pay for the yearly cost of tobacco to the American public. Total
tobacco tax revenues (including all federal, state, and local taxes), which total only about $11 billion
per year, represent a fraction of the costs tobacco imposes.

Cigarette taxes may be viewed as compensation for the burden of death, disease. health care
costs, fires, and lost productivity that smoking imposes on society.

The costs associated with smoking are enormous by any measure. They include:

* An estimated $501 billion in excess lifetime health care costs for current and former
.smokers. That number grows by approximately $9-10 billion annually due to the additional
excess lifetime health care costs of the one million teenagers who take up smoking each
year."? :

* An estimated $65 billion in health care costs and lost productivity in 1985, or $2.17 per pack
of cigarettes sold that year.”* Of that sum, over $23 billion is in health care costs alone.

By focusing on quantifiable costs, these estimates exclude intangible costs such as the pain
and suffering of people with tobacco-caused diseases, and of their families and friends. These costs
may be as great or greater than the already enormous health' care costs. Moreover, this approach
assigns no value to the millions of lives higher cigarette taxes would save in the future by
discouraging teenagers from beginning to smoke. These factors also should be considered in
establishing an adequate cigarette tax.

‘2 Hodgson, Thomas A., "Cigarette Smoking and Lifetime Medical Expenditures,” The Milbank Quarterly,
Vol. 70, No. 1, 1992, pp. 81-125. Hodgson’s estimates project lifétime heaith care costs for smokers 25 and
older in 1985, based on current smoking trends. Estimates are expressed in 1990 dollars with future costs
- discounted at 3 percent. : ‘

3 Office of Technology Assessment, U.S. Congress, 'Smokmg Related Deaths and Financial Costs,” .
September 1985 (Staff Memorandum). : :

[
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CIGARETTE TAXES ARE FAIR

Despite overwhelming evidence of the health and economic benefits of higher cigarette taxes.
the cigarette industry argues that such taxes are unfair to poor people, the elderly and tobacco farmers.
None of these charges withstands scrutiny.

Low income Americans. Proponents of an increase in the tobacco tax are very concerned about both.
the health and economic well being of low income Americans. Low income Americans are least able -
to afford the costs of tobacco related disease, are the least likely to have access to health care, and
rarely have access to the best smoking cessation services. Nonetheless, for years the tobacco industry
has targeted low income Americans, pamcularly the chil dren of low income Americans, with their
advertising and promotional campaigns.

Research shows that a substantial increase in the price of tobacco as the result of an increase in
the excise tax will cause many low income children not to start, or to quit before they become
addicted. " It will also lead many low income smokers to quit altogether. For those who do not start
or who quit, there will be an immediate economic gain and a long term health benefit. For those who
continue to smoke, the revenue generated by the tax will help to pay for their increased health care
needs and possibly to expand health care coverage to many low income Americans not currently
covered.

The elderly. Only 11.5 percent of women and 14.6 percent of men over the age of 65 smoke. '
These are the lowest rates of all age groups. Therefore the e derly will be least affected -- positively
or negatively -- by major c:garene tax increases.

Tobacco farmers. The interests of tobacco farmers and the major tobacco manufacturers are not
necessarily the same. The tobacco industry argues that higher taxes harm tobacco farmers. The truth
is that tobacco farmers now earn only 3 cents of every dollar in cigarette sales, while 73 cents goes to
manufacturers, wholesalers and retailers.'s While the profits of the manufacturers have risen over the
last decade as the result of price increases, the price manufacturers pay to farmers has not kept pace.
In the case of a $2 per pack increase in the federal cigarette excise tax, tobacco farmers would lose only’
about $1 due to decreased smoking for every $100 in new revenue raised by higher tobacco taxes. To
put it another way, the government would have to forego $100 dollars in revenue for every $1 it
"saves" for the tobacco farmer -- an absurdly inefficient subsidy program by any standard.

Tobacco farmers have been hurt more by the decision of the manufacturers to use more imported
tobacco than by consumption decreases. More than 36 percent of all tobacco in U.S.-made cigarettes

" Townsend, Joy L., "Cigarette Tax, Economic Welfare and Social Class Patterns of Smaking," Applied
Economics, 1987, 19. 355-365.

' CDC, "Cigarette Smoking Among Adults, United States, 1990 * MMWR, vol 41 pp- 354-362, May
22, 1992,

' USDA, "The Cigarette User’s Dollar, "Tobacco Situation and Outlook Report, June, 1992.
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~was imported in 1991, compared to 13 percent in 1969."

The number of farms growing tobacco is already declining on its own. Over the last 28 years
close to 200,000 farms have stopped growing tobacco. I[f a portion of any excise tax increase is
allocated to assist farmers who voluntarily wish to stop growing tobacco to make the transition to other
crops, the tax could benefit rather than harm those farmers. '

For these reasons, the answér to challenges facing U.S, tobacco farmers is not to encourage
Americans to smoke by keeping taxes low or'to promote smoking abroad. A better solution would be
_to use a small portion of cigarette tax revenues to pay for programs to assist tobacco farmers in
substituting alternative crops or finding other employment. Such programs have been used successfully -
in Canada and New Zealand. : ‘ o ‘ ~

7 United States Department of Agﬁcult\ire,ﬂTobacco Situation and Outlook Report, September, 1992, p.
37. ‘ S S : ’ _—
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REVERSING THE DECLINE IN U.S. CIGARETTE TAX RATES

It is a bitter irony that, alone among developed countries, the U.S. has allowed cigarette taxes
to fall significantly in real terms since the dangers of smoking were first revealed in the 1950s.

The decline in cigarette taxes is even more dramatic when expressed as a percentage of the
price of a pack of cigarettes. (See Figure 4.)

In order to restore overall (state and 'federal) taxes to their 1965 level of 50 percent of pack
price, current taxes would, at a minimum, need to be tripled from the 1992 average (federal and
state) of approximately 50 cents to about $1.50. ‘

Of course the goal should not be to restore taxes to their level before the health risks of
smoking were known, but to raise them substantially for health and economic reasons.

The reason tobacco taxes expressed as a percentage of pack price have fallen so dramatically
is that the cigarette industry has raised wholesale prices at three times the rate of inflation in recent
years, or about 12 percent per year. (See Figure 5.)

The combination of low tobacco taxes and sharp price increases has resulted in huge profits
for the tobacco industry. Philip Morris, for example, enjoyed profits on its domestic cigarette sales
of more than 40 percent in 1991."® That is more than eight times the average profit on other
nondurable manufactured products in 1991."

'8 Operating profits divided by operating revenue, Philip Morris Companies Inc. Annual Repdn, 1991.

* Quarterly reports of average profits by nondurable manufacturers ranged from 3 percent to 5 percent
in 1991, according to data provided by the Bureau of Labor Statistics, U.S. Department of Labor.
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Figure 4

TOBACCO TAXATION IN THE UNITED STATES
AVERAGE CIGARETTE TAX AS A PERCENTAGE |
OF RETAIL PRICE
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Figure 5
U.S. Tobacco Taxes
Versus Pack Price
1955—-1991
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Source: The Tax Burden on Tobacco,
The Tobacco Institute
Volume 26, 1991, p. 230

Conlition on Smoking OR Health
Saving Lives an d Raising Revenue



- 17 -
THE PUBLIC SUPPORTS HIGHER CIGARETTE TAXES

Surveys conducted over the past several years consistently show that higher cigarette taxes are

an acceptable method of raising revenue and reducing deficits.

*

A March, 1993 USA Today, CNN, Gallup poll found that 83% of the public favors mcreasmg
cigarette and other tobacco taxes to help pay for heal(h care reform 0

A March, 1993 Wall Street Journal, NBC news poll found that 70% of those polled favored a
$2 increase in the tobacco tax to help pay for health care reform.*!

A December, 1992 national poll by Louis Harris and Associates found that 76 perceﬁt of voters
support higher cigarette and liquor taxes to pay for he’alth care reform.?

An April, 1992 national poll conducted by Peter Hart & Associates showed 76 percent of the
public believes that raising cigarette and liquor taxes would be a good (46 percent) or acceptable
(30 percent) way to fund a national health insurance plan 3

A 1989 national poll found that 76 percent of the public either favors or strongly favors an
increase of the cigarette excise tax as a means of reducing the federal budget deAﬁfcit.24

A September, 1992 Michigan poll found that more than twice as many voters would vote for
a candidate for the state legislature who supported a 25-cent increase in the state’s tobacco tax
(58 percent) than would vote for a candidate who opposed the tax increase (27 percent).?

A 1992 poll in Massachusetts found 70 percent of the state’s public favored a 25-cent increase
in the state’s cigarette excise tax. Support remained strong (68 percent) even after respondents
were told that the increase would give Massachusetts ‘the highest cigarette tax in the nation.?

0"Clinton Winning Nation Over," USA Today, March 1, 1993. -

2"Trade - Offs," Wall Street Journal, March 12, 1993.

2 Henry J. Kaiser Family Foundation, Harvard University, Louis Harris and Associates, cited in Robert
I, Blendon, et. al., "The Implications of the 1992 Presidential Election for Health Care Reform,” Journal of

the American Med‘cal Association, Vol. 268, pp 3371-3375.

B “Financing National Health Care: A Nationwide Survey of Voters’ Opmlons " The Mildred and Claude
Pepper Foundation, May 15, 1992, p. 29. -

% "The People, the Press and Politics: Public Opinion About Economic Issues," A Times-Mirror Survey,
March, 1989,

3 "Cigarette Taxes and 1992 State Elections,” American Lung Association - Michigan, September 1992.

% "A Study of Attitudes Among Voters in Massachusetts,” May 20, 1992.
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This strong support for higher cigarette taxes has proven resilient in the face of aggressive
tobacco industry media campaigns. Californians approved higher cigarette taxes by a 16.point margin
in a 1988 referendum, despite a tobacco industry media blitz that outspent health groups by more than
13to 1. More recently, Massachusetts voters approved a 25-cent increase by a 10 point margin despite
an even higher rate of industry spending. In contrast, other revenue-raising options face formidable
public opinion barriers. The 1992 Peter Hart & Associates survey showed that cigarette and liquor
taxes are more than twice as acceptable to Americans as higher payroll, gasoline, estate or across-the-
board income taxes. ' ‘
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PUTTING HIGHER CIGARETTE TAXES TO WORK:
EXAMPLES FROM THE U.S. AND ABROAD

The health and economic benefits of higher cigarette taxes are not merely theoretical. They
already have been achieved in some developed countries and, to a lesser extent, in some U.S. states.
The states and nations that have successfully raised cigarette taxes provide useful models for the
United States and proof that higher cigarette taxes work.

California
In 1988, California voters approved Proposition 99, which raised state cigarette taxes from

10 to 35 cents, the second-highest rate in the nation at that tlme Health and economic benefits have
been substantial: ‘

* Clgarette smoking dropped 17 percent between " 1989 and 1991, about twice the U.S.
average.” :
* Regression analysis shows that a 5 and 7 percent dec ine in consumption during the first year

of the tax is due to the tax increase alone.

* Revenue raised by the tobacco tax has been used io fund medical care for the indigent,
tobacco control programs and research, parks and wildlife programs and firefighting services.

Canada

Canada provides the clearest example. Combined federal and provincial cigarette taxes there
were raised from an average of 46 cents in 1980 to $3.27 in 1991. The sharpest increases came in
the late 1980s, as government explicitly adopted a pro-health approach to tobacco taxation. Canada’s
policy has paid off handsomely: ~ '

* Teen smoking has been reduced by approximately two-thirds since 1980, according to the
Non-Smokers’ Rights Association. This decline in smoking is expected to save hundreds of
thousands of lives over time.

* Total cigarette consumption is falling faster than in any major industrialized nation; The rate
of decline is more than twice that of the United States. (See Figure 6.)

* Cigarette tax revenue has grown from about $1 billion in 1981 to more than $7 billion in
1991. :

7 Burns, D. Pierce, J.P., Tobacco Use in California 1980-1991, California Department of Health
Services, 1992, p. 31.

% Flewelling et al., “First Year Impact of the 1989 California Cigarette Tax Increase on Cigarette
Consumption," American Journal of Public Health, June 1992, Vol. 82, No. 6, p. 867-869.
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While other factors, such as Canada’s ban on cigarette advertising, also contributed to
Canada’s success, experts agree that the tax increases have been the most important component of
Canada’s comprehensive tobacco control program.

Other Countries

[

Other countries. including Australia, New Zealand, the United Kingdom, Ireland and Hong
Kong also have raised cigarette taxes substantially on health grounds. In contrast. the steady decline
in U.S. cigarette taxes (in real terms) has left the United States with the lowest cigarette tax of the
major industrialized nations. (See figure 7.)
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Figure 6 ’
ANNUAL PER CAPITA CONSUMPTION OF CIGARETTES
AND REAL PRICE OF TOBACCO (per 20 cigareties)
- CANADA 1950 - 1991
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Note: Cigarettes include ﬁne cut equivalents. Chart provnded courtesy of the Non-Smokers’ Rights
Association, Ottawa, Canada. ‘
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Figure 7
Cigarette Taxes 1n Developed Nations
Data from 1991 & 1992
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I Foreign taxes expressed in U.S. dollars are approximate due to cdrren‘cy fluctuations.

2. Data provided by the Non-Smokers’ Rights Association of Canada; analysis by Public Citizens’
- Health Research Group; chart produced by the Coalition on Smoking OR Health.
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POLICY RECOMMENDATIONS

On the basis of the information set forth in this document, the American Cancer Society, American
Heart Association and American Lung Association. united as the Coalition on Smoking OR Health. have
adopted the following poizcy positions with respect to the taxation of tobacco products:

l. The time has come for the United States to enact major increases in state and federal cigarette taxes
in order to reduce teen smoking, save lives, and offset the costs of smoking by raising significant
new revenue. '

2. Federal and state cigarette taxes should be indexed to the average wholesale or retail price of
cigarettes, or to a comparable measure that will ensure that cigarette taxes will, at a minimum, keep
pace with rising prices.

3. _ All other tobacco products, including snuff, éhewing tobacco, rolling tobacco, pipe tobacco and
cigars, should be taxed in proportion to the rate imposed on cigarettes.

Coalition on Smoking OR Health
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SAVING LIVES AND RAISING REVENUE:
THE CASE FOR HIGHER TOBACCO TAXES

Tobacco Facts:

® Cigarettes kill more than 434,000 Americans each year--more ihan alcohol,

heroin, crack, automobile and airplane accidents, murders, suicides and AIDS combined.

] Cigarettes cost the American public more than $65 billion each year in tobacco-
related health care costs and lost productivity.

Tobacco Taxes Save Lives and Reduce Tobacco Use:

. A substantial increase in the tax on tobacco products is one of the most effective
methods for significantly reducing tobacco use among children and adults.

L For every 10 percent increase in the price of tobacco products, there will be
approximately a four percent decrease in tobacco consumption, and possibly an even greater
decrease in tobacco use among children.

L A tax increase of approximately $2.00 per pack is likely to reduce tobacco use

by about 23 percent and encourage more than 7 million Americans not to smoke, preventing
about 2 million premature deaths over time. -

Tobacco Taxes Are a Source of Substantial Revenue:

L Federal, state and local governments currently collect about $11 billion dollars
in cigarette taxes. Of that sum approximately $4.75 billion is collected by the federal
government and approximately $6.0 billion is collected by state and local governments.

) A federal tax increase of $2.00 per pack will generate an additional $25 billion-

$35 billion dollars in tobacco tax revenues. An increase of just $1.00 per pack would generate
an additional $10 billion-$20 billion in'federal tobacco tax revenues.

-Over-



A Tobacco Tax Increase is Needed and is Fat’f:

] In constant dollars, the federal tax on cigarettes is about one-half what it was in
1955.

L] Taxes on tobacco are substannally lower in' the United States than in virtually all
other industrialized western nations.

. Over the past decade there has been no significant decrease in teen smoking rates
in the United States. Higher tobacco taxes in California have led to a drop in cigarette smoking
equal to three times the national average. Higher taxes have led to a reduction in teen smokmg
in Canada of almost two-thirds since 1980.

The Public Supports Higher Tobacco ’Taxes: 4

] In November 1992, after the election, Louis Harris & Associates found 76% of
voters would support higher liquor and cigarette taxes for a national health insurance program.
Other funding sources had much lower levels of support.’

. @ - In April, 1992 national poll conducted by Peter Hart & Associates showed 76
percent of the public believés that raising cigarette and liquor taxes would be a good (46 percent)
or acceptable (30 percent) way to fund a national health insurance plan.

° A 1989 national poll found that 76 percent of the public either favors or strongly
favors an increase of the cigarette excise tax as a means of reducing the federal budget deficit.

® A September, 1992 Michigan poll found that more than twice as many voters
would vote for a candidate for the state legislature who supported a 25-cent increase in the
state’s tobacco tax (58 percent) than would vote for a candidate who opposed the tax increase
(27 percent).
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Organizations Supporting $2 Tobacco Excise Tax Increase

Coaljtion on anoking OR Health
American Cancer Society
American Heart Association
American Lung Association

Action on Smoking and Health

American Academy of Family Physicians

American Academ); of Otolaryngology :

American Academy of Pediatrics

American Association for Respiratory Care

American College of Cardiology

American College of Surgeons

American Medical Association

American Medical Womeﬁ’s Assot;iation

American Psychological Association

American Public Health Association

American Society of Clinicél Oncology

American Society of Internal Medicine

Americans for Non-Smoker’s Rights

Association of State and Territorial Health
Officials :

- Center for Science in the Public Interest -

Interréligious Coalition on Smoking OR
Health

National Cancer Advisory Board
National PTA

National Coalition of Hispanic Health and v
Human Services Organization (COSSMHO)

New York Coalition for a Smoke-Free City
Sierra Club

Washington Institute
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TUESDAY, MARCH 2, 1993

Today's debate is on CIGARETTE TAXES and
whether they should be hiked to pay for health-care reform.

Raise tobacco taxes

ﬁ" ngher taxes could

e save lives as well as
bring in needed heaith-care
dollars.

- President Clinton says he's consider-
ing a big, new tax on tobacco to pay for
health-care reform.

And well he should. The idea is over-
due. The tax could raise moncy and save
thousands of lives a year.

No plan yct has been proposcd but
the White House 1s-said to be consider-
ing a tax that would incrcase cigarette
prices by as much as $2 a pack —
enough, say-some, to raise $35 billion.

That won't cover even the Clinton ad-

- ministration’s conservative estimatcs of
the cost of overhauling the health-care
system. But it could be a big help.

What fairer way to get money than to
tax behavior that adds billions of dollars
to the USA’s health-care burden?

Fifty million Amecricans still smoke
despite the massive anti-smoking cam-
paign that began in the 1960s.

VIEW

HAER e 2k

More than 434,000 Amecricans die .

prematurely as a result of smoking every
year; another 53,000 are killed by illness-

cs attributable to “sccondhand” smoke,
according to a coalition of major health

organizations that supports the tax.

Experience at the state level, where
taxes range from 2 cents to 51 cents a
pack, shows smokers respond to price
hikes by cutting back or quitting. In Cali-
formia, for instance, smoking is down
17% five years after a 25-cent tax hike.

A big kick in the current 24-cent-a-
pack national tax likely would have an
equal or greater impact. While state tax--
es can be beaten by “buttleggers,” who
smuggle cigarettes from low-tax states to
high-tax oncs, national taxes cannot.

Predictably, some members of Con-
gress say that a $2 tax is poixtxcally unre-
alistic.

Even more predictably, lobbyists are
arguing that a tobacco tax, like all regres-
sive taxes, places an undue burden on
lower- and middle-income Americans.

Maybe it is regressive tax policy. But
if so, iU’s progressive health policy, bene-
fiting the poorest most of all.

And that’s good public policy. Full

speed ahead.
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THE WAsHINGTON PosT

‘Monster Cigaretté Tax’ of Up to $2 a Pack Is Said to Gain Support

By Dana Priest
Washagton Pont Stafl Weser

President Clinton is reviewing proposais
that include raising federal taxes on ciga-
rettes a3 high as §2 a pack to provide mon-
ey for health care, proposals that have the

support of the departments of Treasury and

Heaith and Human Services, sources said.

The $2 “monster cigarette tax” is favored
by some heaith specialists on the presi-
dent’s health care task fosce, who have es-
tunated 1t would rasse $35 budlion a year that
could hetp hnance beaith coverage for some
of ther 3T muibson unmsured Amerwans.

The current federal tax on a pack of cig-
areties s 24 cents and sate taxes on a
pack, whah costs an average of §1.90 na-

‘tucadly, vaned last year from 51 cents ;.

Masagchasetts 10 2.5 cents in Virginia.

lacreasng federal taxes on cigarettes,
which Clinton sad Thursday he is consid-
enng, is one of the revenue-raising mech-
anisms his heaith care task force is study-
ing. Additional taxes on health care provid-
ers, taxing some heaith benefits and in-
creaging ‘Medicare premiums for weaithy
seniors are also being considered.

in an upcoming issue of Health Affairs, an
academic journal, two heaith care special-
ists who are members of the task force’s
working group on financing heaith care,
argue that a $2-a-pack tax is a “particulacly

attractive” way to raise money to pay for
heaith coverage for uninsured Americans,

The idea -of taxing cigarettes has wide
support in the health community and among
members of Clinton's administration and
the public. Treasury Secretary Lloyd Bent-
sen has been a longtime critic of tobacco
products, and Health and Human Services
Secretary Donna E. Shalala was a com-
mitted anti-smoker as chancellor of the Uni-
versity of Wisconsin, where she imposed a
smoking ban in nearly all the 900 buildings
on the Madison campus.

By boosung cigarette taxes, proponents
say, the Chinton adrmumistration woukd send a
two-pronged health mesaage: First, that the
admunistration 8 commutied (0 using 13 po-
iitical ciout to deal with preventable heaith
risks; second, that it is willing to take on a
powerful interest group—the tobacco com-
panies—to raise money for national heaith

- Lare.

The General Assembly in Virginia, a to-
bacco-producing state, this week gutied a
bill to restrict public smoking and strength-
ened job protections for smokers. The to-
bacco industry was a major contributar to
state legislative races in Virginia and spent
more than $70,000 on winning campaigns
in the state in 1991, : ’

“This tax is of enormous social .vaiue,”
said Alan Davis, chairman of the Coalition
on Smoking OR Health, an anti-smoking
umbrella organization for the American

Heart Association, the American Lung As-
sociation and the American Cancer Society.
“The regressivity of the tax wouid be cyc-
lical. You would send money back into the
communities that need it most.”

Most objections to a tax on cigareftes,
and to excise taxes in general, are based on
the argument that the tax is regressive-—

“Taxing cigarettes is the

one way we know for
sure stops smoking.

There’s a direct
_correlation.”

~—Howard Temin, member National
Cancer institute Advisory Boacd

hitting low-income people harder than high-
income people.

"We’re sure in the end that President
Clinton will decide that a regressive tax on
the middle class is not the way to fund
health care,” said a spokeswoman for the
Tobacco Institute, a3 manufacturers’ asso-
ciation. “An excise tax fails harder on the
peopie who can least afford to pay. There’s
no way around that.”

To heaith advocates, however, the tax’s

regressivity is a positive feature because it
hits some consumers where they are likely
to regpond——in the pocketbook.

“Taxing cigarettes is the one way we
know for sure stopa smoking. There's a di-
rect correlation,” said Howard Temin, a
Nobel laureate for his discoveries in molec-
ular biology and 3 member of the National

Cancer Institute Advisory Board. That

board last month approved a resolution sup~
porting a tax of at least $2 per pack.

More than 434,000 Americans died in

1988, the latest year for which figures arg
available, from health problems caused by
smoking, according to the Centers for Dis-

‘ease Control. Smoking is the No. I cause of

preventable deaths in the United States and
is responsible for about one-fifth of all
deaths.

The federal government estimates that

“the cost of smoking-related. illness and

death to the nation is about $65 billion a
year. This includes the cost to the govern-
ment, the private sector and individuals and
takes into account not only spending on
heaith care triggered by smoking-related
diseases but also hours of work lost by sick
individuals.

. In 1984, the Canadian government
mounted an assault on smoking. [t has
banned virtually all cigarette advertising
and has steadily increased taxes on ciga-
rettes, which were 46 cents a pack in 1980
and now average $3.70.

————
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Tobacco consumption in Canada fell as
prices rose, according to the Finance Min.
istry. Between 1980 and 1991, total domes- .
tic sales had failen by about 37 percent and
domestic tobacco sales per capita had fallen
by almost 44 percent. '

Economists believe cigarettes taxes are a
potent deterrent to young smokers, who
have less spending money than aduits.
About 90 percent of all smokers begin to
smoke before they turn 18, according to the
American Cancer Society. '

“1t reaily hits the kids,” said Temin,

The CDC warned states yesterday that
the federal government will withhold fed-
eral heaith funds irom states that fail to en-
force bans on tobacco sales to minors. Dur.
ing a recent study conducted in Texas, ai-
most wo-thirds of teenagers who tried to

" buy tobacco were allowed to do so, and an-

other study found almost haif succeeded in
Missouri. They are among the 47 states
that ban tobacco sales to anyone under 18.

Georgia sets the age at 17; New Mexico
regulates only smokeless tobacco and Mon-
tana has no ban. Federal law gives those
three states until September to make 18
the legal age to buy tobacco or they will
lose part of their annual federal grants to
fight substance abuse. ’

Staff writer Peter Baker contributed to this
story from Richmond.
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Twofer Taxes

dent Clinton suggested the other day—is a
thoroughly good idea. It's a twofer. The tax
not only would raise substantial amounts of money
for a government that desperately needs it but would
exercise greater pressure on people to cut down

T AXING TOBACCO more heavily—as Presi-

their smoking. It’s not as though smoking has not

been repeatedly identified by health authorities as a
major cause of deaths in the country and the most
easily preventable major cause.

While he’s at it, Mr. Clinton should also consider
higher taxes on alcohol. The same logic applies
there, It’s another twofer, It’s like his proposal for an
energy tax, which would not only raise money but
encourage conservation. Enlightened policy favors,

wherever possible, taxes that can serve more than

one public purpose. N

Before the tobacco and aloohol lobbies begin shriek-
ing about unfairness to their abused customers, you
might want to consider the history of those taxes. Like
most American excises, they have been severely
eroded by inflation over the years, The federal tax on
cigarettes was set at 8 cents a pack in 1951. Adjusting
it for inflation, that was the equivalent of 44 cents
today. But the actual tax now is only 24 cents. Merely
putting it back where it was in real terms four decades
ago would raise more than $3 billion a year. Raising it
further to $2 a pack, as some people in the administra-

(A T
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tion suggest, would raise many more billions—and
discourage-smoking much more powerfully. »

The shrinkage of the excise taxes over the past
generation is, incidentally, a reason why a heavier
share of the federal tax load now falls on personal
income taxes. You can see the same thing in the
levies on alcohol. In 1951 the tax on distilled liquor
was $10.50 per gallon of alcohol. In today’s dollars,
that’s $57.35. But today’s tax is only $13.50 per
gallon—in real terms, less than one-fourth the rate
in the early 1950s, when people’s incomes were half
the present level. The taxes on the alcohol content of
beer and wine are a bit less. The Congressional
Budget Office calculates that a uniform tax of $16.50
per gallon on alcohol for all beverages—still less
than a third of the rate four decades ago—would
raise an impressive $4.7 billion a year.

Taken together, tobacco and alcohol taxes can
provide a significant contribution to closing the
budget deficit. But they can do more. They can help
carry some of the costs of caring for the ilinesses
that accompany tobacco and alcohol. As the country
approaches health care reform, it's reasonable to
require these two products to bear at least some
small part of the financial liabilities they create. And
to the extent that higher prices might also mean
marginally less smoking and drinking, that couldn't
be bad far the country’s health.
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Coalition on Smoking OR Health
THE CASE FOR CLEAN INDOOR AIR

A growing body of statistical and clinical evidence has determined
that the involuntary inhalation of environmental tobacco smoke
(ETS) is a causative factor in death and disease among nonsmokers.
Several recent developments underline the urgency of addressing
this issue.

The U.8. Environmental Protection Agency has issued a risk
assessment that classifies ETS as a Group A carcinogen, i.e. a
known human cancer-causing agent. other Group A carcinogens
include asbestos and benzene.

The American Heart Association’s Council on Cardiopulmonary'and
Critical Care has released a study identifying ETS as a major
preventable cause of cardiovascular diseases and death.

The National Institute for Occupational safety and Health (NIOSH)
has recommended that smoking be eliminated in the workplace, and if
it cannot, that any smoking area be a physically separate area,
separately ventilated.

Following is a summary of evidence preéented by the U.S. Sufgeon
General, the National ‘Academy of Sciences, the National Cancer
Institute, EPA and the American Heart Association:

Health Hazards of Involuntarz Smoking
In adults: V

. Environmental tobacco smoke is respon51b1e for more than
3,000 lung cancer deaths per year in U.S. nonsmokers, and
more than 35,000 cardlovascular deaths per year.

. In a long-term study of 2,100 adult subjects, researchers
found that a chronic exposure to tobacco smoke in the
work environment is harmful to the nonsmoker and
significantly reduces small-airways function.

. Women married to men who smoke more than 20 cigarettes a

- day have twice theé risk of developing lung cancer as do

women married to nonsmokers. Some studies suggest the
risk is dose-related.

. Women married to current or former smokers have a 14.9%
greater chance of dying from 1schem1c heart disease than

1150 Connecticut Avenue, NW, Suite 820, Washington, DC 20036
Telephone: (202) 452-1184 . FAX: (202) 452-1417



do women married té men who have never smoked.
In children:

® ETS .exposure increases the risk of lower resplratory,
" tract infections such as bronchitis and pneumonia. EPA
estimates that between 150,000 and 300,000 of these cases
annually in infants and young children up to 18 months of

age are attributable to exposure to ETS. Of these,
between 7,500 and 15,000 will result in hospitalization.

'

° ETS exposure  increases the prevaience of fluid in
the middle ear, a sign of  chronic middle ear
disease.

® ETS exposure increases the frequency of episodes and

severity of symptoms in asthmatic children. The EPA risk
assessment estimates that 200,000 to 1,000,000 asthmatic
children have their condition worsened by exposure to
environmental tobacco smoke.

There are more than 4,000 chemicals, including at least 40
carcinogens in ETS. Substances in ETS include "tar," nicotine,
ammonia, benzene, carbon' monoxide, and carbon - dioxide.
" Environmental tobacco smoke can remain! in the air, particularly

indoors, for several hours after the actual act of smoking has
ended. » ‘ -

A 1992 Gallup Poll comm1351oned by the American Lunq Association
found that among current smokers, 89% believe ETS is harmful to
infants and young children, 86% believe that it is harmful to
pregnant women, and 76% believe that it is harmful to older healthy
adults. The survey also found that there is 1ncrea51ng public
support for total bans or restrictions ‘on smoklng in workplaces,
restaurants, hotels, buses and trains.

Given the above evidence, it is imperative that measures be taken
immediately to protect nonsmokers from the hazards of environmental
tobacco smoke. The American Cancer. Society, American Heart
Association and American Lung Association, united as the Coalition
on Smoking OR Health, recommend that smoking be prohibited in all
public places, most 1mportantly schools, child day care centers and
workplaces.
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Major Conclusions

On January 7, 1993, the U.S. Environmental Protection Agency
(EPA) released a long-awaited report assessing ctirtent sclentiflc
evidence on the health risks of exposure to environmental
tobacco smoke (ETS).

Based on the total weight of evidence In the scientific
literatura, the EPA report concludes that exposure to ETS, also
known as secondhand smoke, is more dangerous to the respira-
tory health of nonsmoking adults and chddren than previously
believed.

In adults -- After ev'aluating 30 epidemiological studies on lung
cancer in individuals who have never smoked, the EPA deter-
mined that -- ’

‘" ETS is now classified as a Group A (known human

" carcinogen) responsible for approximately 3,000 lung cancer

deaths each year in U.S. nonsmokers. Other Group A carcino-
gens include asbestos, benzene and radon.

n 20 percent of all lung cancers caused by factors
other than smoking are attributable to exposure to ETS. That
translates into a risk of abut 1 in 1,000.

] Higher exposures cause higher risks. People

whose spouses smoke in the home, for example, face an addi-
tional risk of about 2in.1,000.

In children -- After evaluating more than 100 studies on respira-
tory health in children, the EPA concluded that --

n ETS exposure increases the risk of lower respira-
tory tract infections such as bronchitis and pneumonia, annually
causing an estimated 150,000 to 300,000 cases of thess
illnesses in children up to 18 months. Of these, 7,500 to
15,000 result in hospita!ization.

n ETS exposure increases the prevalence of fhﬁd in
the middle ear, a:sign of chronic middle ear disease.

Exposure to environmental tobacco smoke increases
the risk of lower respiratory tract mfect:ons in
young children.

AMERICAN :F LUNG ASSOCIATION®
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| ETS irritates the upper respiratory tract and is
associated with a significant reduction in lung function.

| - ETS exposure increases the frequency and sever-
ity of symptoms in 200,000 to 1,000,000 children with asthma.

| ETS exposure is a risk factor for new cases of
asthma in children who have not previously displayed symptoms
of that disease.

In addition to the EPA findings, the U.S. Department of
- Health and Human Services reports that children whose mothers
smoked during and after pregnancy are three times more likely
than children of nonsmoking mothers to die of Sudden Infant
Death Syndrome (SIDS). If the mother smoked after the child’s
birth, but not during pregnancy, the SIDS rate is still double that
of a child reared in a nonsmoking environment.

H . The EPA’s risk assessment of ETS is expected to arm staté and
PUbllC P?hcy local officials, businesses and employees with the scientific
4 ‘Imp||cat|ons basis for instituting no-smoking policies.

At the federal level -- On the heels of the EPA report, the De-
partment of Health and Human Services (HHS) launched a major
new information initiative, "Secondhand Smoke: We're All at
Risk." The goal of this campaign, produced by the Office on
Smoking and Health within the Centers for Disease Control and
Prevention, is to increase public awareness of the specific
hazards of ETS and to stimulate action to reduce exposure.

In January 1991, then-HHS Secretary Sullivan, M.D.,
asked President Bush to issue an Executive Order prohibiting
smoking in most federal buildings. Under current rules, federal
agencies are permitted to set their own individual smoking
policies. Smoking is already prohibited in buildings occupied by
the EPA and HHS and in VA medical facilities. Although
Sullivan pressed Bush to sign the Executive Order up unti! his
final days in the White House, Bush left office without signing
the document. « '

The Labor Department’s Occupational Safety and Health
Administration (OSHA) is expected to utilize the EPA’s findings

~ during its ongoing process rulemaking on indoor air quality.

At the state and local levels -- As of January 1993, 45 states

and the District of Columbia had laws restricting smoking in
2 public places. The laws vary greatly in scope and enforcement.



The American Lung Association, working as part of the
Coalition on Smoking OR Health (ALA, American Cancer Society
and American Heart Association) has developed model legisla-
tion to help states with nonexistent or weak tobacco-control
laws enact comprehensive clean indoor air measures to protect
nonsmokers, especially children, from ETS.

: H During the 102nd Congress, Sen. Frank Lautenberg (D-NJ) and
Leglslatlve Rep. Dick Durbin (D-IL) introduced the Preventing Our Kids from
Activity -- Inhaling Deadly Smoke (PRO-KIDS) Act that would require no-

smoking policies in facilities that receive federal funds for pro-
102nd Congr ess grams serving children under the age of 5. Included would be

health and educational services such as Head Start and the
Women's, Infants and Children feeding program. Smoking
.would be permitted only in areas not normally used to serve the:
children and in areas that are separately ventilated from the
childrebn’s areas.
The Senate included PRO-KIDS in its fiscal 1993 appro-

priation bill for the Departments of Labor, Health and Human

. Services and Education. It was dropped by a House-Senate
appropriations conference committee.

H : : The American Lung Association will continue to seek enactment
LGQISlatl\!e : and enforcement of legislation and regulations to reduce the
: ACtiVity -— exposure of nonsmoking adults and children to ETS, with an
103rd C ‘ ‘ emphasis on facilities and activities that expose the greatest
r ongress number of people to ETS for the longest periods of time, such

as workplaces, schools, day care centers and health care fBClll-
ties. Possible mechanisms include --

‘.I comprehensive clean indoor air legislation;

n legislation prohibiting smoking or requiring no-
smoking policies in selected federally funded programs or facili-
ties; and

| regulatory action by appropriate federal agencies,

provided it does not restrict the ability of state and local govern-
ments to enact more comprehensive protections, if needed.
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5. 261. A bill to protect children from
exposure to environmental tobacco
smoke in the provision of children’s
services, and for other purposes; to the
Committes on Labor and Human Re-
sources.

S. 262. A bill to require the Adminia-
trator of the Enavironmental Protection
Agency to promulgate guidelines for
inatituting a nonsmoking policy in
buildings owned or leased by Federal
agencies. and for other purposes; to the
Committee on Environmental and. Pub-
lic Works:

SECONDHAND SMOKE

e Mr. LAUTENBERG. Mr. President, I
rise today to introduce two billa to pro-
tect Americans againat environmental
tobacco smoke or secondhand smoke. [
am introducing these bills for one sim-
ple {rrefutable reason; secondhand
smoke kills.

An EPA report released on-January 7,
1993, undeniably confirmed what public
health officlals have reported for sev-
eral years, smoking kills those who
smoke and those who breathe second-
hand smoke. This scientifically peer
reviewed report concluded that second-
hand smoke was indeed a group A car-
cinogen, a group that includes toxins
such as asbestos, benzene, and arsenic.
The evidence {8 clear that sacondhand
smoke 18 taking an enormous toll on
the health of Americans, particularly
our children. According to the EPA re-
port, 3,000 lung cancer deaths per year
‘among nonsmokers result from expo-
sure to secondhand smoke. Secondhand

smoke also causes more than 200,000

lower respiratory tract infections in
young children annually, including
bronchitis and pneumonia, resulting {n
7,500 to 15,000 hospitalizations. Further-
more, secondhand smoke exacerbates
asthmatic symptoms in children and is
associated with 8,000 to 26,000 new asth-
ma cases in children. In a separate
study, the American Heart Assoclation
concluded that exposure to secondhand
smoke increases the risk of lung can-
cer, heart disease, and emphysema.
They reported that approximately 50
percent of all children are exposed to
secondhand smoke.

Now that the evidence is in, it is
time for the Congress to take action
and protect Americans from this dead-
ly substance. - In 1990, the Congress
passed the Clean Alr Act to regulate
189 hazardous ailr pollutants which
were estimated to cause 1,500 deaths
per year. Now we must act to regulate
an air pollutant which causes at least
3.000 deaths per year.

The first step we must take {8 to pro-
tect our children, because they are
most threatened by secondhand smoke.
‘That 18 why I am introducing the Pre-
venting Our Kids {rom Inhaling Deadly

Smoke [PRO-KIDS} Act of 1993. PRO-

KIDS will protect children from sec-
ondhand smoke while they ars partici-
pating in federally funded children's
programs such as Head Start, WIC,
Chapter 1, health care, and day care
programs. It will require participants
in federally funded programs to estab-
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lish a nonemoking policy {f they pro-
vide health services to children under
the age of 18 or provide other social
sorvices primarily to children under
the age of 18, including elementary and

-secondary education.

The leginlation 1 am ‘introducing
today to address this threat would re-
quire nonsmoking policles that would
limit indoor smoking in facilities asso-
clated with these federally funded pro-
grams to those areas which are. not
normally used to serve children and
which are ventilated separately from
these areas. Evidence accumulated by

-the EPA and other organizationa shows

that separate ventilation {3 necessary
to prevent secondhand smoke from

-recirculating through the ventilation

system right into the rooms used by
the children. In cases where unusual
extenuating circumatances prevent
total compliance, . programs could
apply for a partial walver from this
provision {f they protect children from
exposure to secondhand smoke to the
extent possible. Thia legisiation also
allows the adoption of the nonamoking
policy to be dome through collective
bargaining {f such an agreement exists.

The second place of legislation that [
am introducing today !s called PRo-
tecting OQur FEderal workers and visi-
tors from Deadly Smoke or PRO-
FEDS. This legtslation takes an impor-
tant first step to protect adults from
unwanted exposure to secondhand
smokse. This legislation expands the
nonsmoking policy, that already is In
place at the U.S. Department of Health
and Human Services and the Environ-
mental Protection Agency, to all build-
ings owned of leased by agencies of the
executive, legislative, and judicial
branches of the Federal Government.
This would {nclude the White House of-
fices and the Congress, but not cover
Federal butldings which serve pri-
marily as living quarters, This bill also
includes a provision that would also
allow unions to adopt this requirement

- through collective bargaining.

.This legislation also provides an sx-
panded role for the Environmental Pro-
tection Agency (EPA] with regard to

environmental tobacco smoks. Under

this legislation, the EPA will eatablish
guldelinea for compllance under this
act.

This bill also directs the EPA to pro-
vide technical assfstance to entities
which must comply with this act.
Under the bill the EPA will conduct an
outreach campaign to inform the pub-
o about the dangers of environmental
tobacco smoke. It also establishes an
Environmental Tobacco Smoke Advi-
sory Office within the Office of Radi-
ation and Indoor Alr at EPA. With a
telephone {nquiry hotline, this office
will answer inquiries about how-to pro-
tect people from environmental to-
bacco smoke.

.Now that the studlea are completed,
it 18 time to take action to protect peo-
ple from the dangers of secondhand
smoke. The Department of Health and
Human Services initially banned smok-
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ing in all of {t8 bulldings because cur
top health officials underatand the dan-
ger of environmental tobacco smoke.
We've banned smoking on all domestic
airplane flighta. Children are the most .
vulnerable members of our soclety,.
They depend upon us to protect them
and safeguard their health. They are
the future of this country. Ien't it time
to give our children, especially those
who depend on the Federal Government
for valuable services like health care
and preschool training, the same pro-

‘tection we already afford to airplane

travelers and some Federal workers?

As a Department of Health and
Human Services report notes, ''25 years
ago, smoking in the workplace and
public places was considered a virtual
birthright. Today, acceptance of smok-
ing in public places has largely dis-
appeared, replaced by an {ncreasing
recognition of the right to breathe air
free from the harmful effecta of to-
bacco smoke.”' We've come a long way, .
baby. But we atill have a way to go. We
should prohibit smoking in federally
funded institutions which serve chil-
dren under the age of 18 immediataly,
80 that our children can breath healthy
air. We must also expand the smoking
ban that already exists at the Depart-
ment of Health and Human Services
and the Environmental Protection
Agency to all agencles in the Federal
Government.

This legislation has been endorsed by
the American Heart Association, the
American Lung Assoclation, the Amer-
ican Cancer Society, the Assoclation
for Respiratory Care, the Association
of Maternal and Child Health Pro-
grams, the Asthma and Allergy Foun-
dation of America, and the National
Coalition for Cancer Research.

I ask unanimous consent to have a
press release from former EPA Admin-
istrator Reilly and a New York Times
article entitled “U.S. Ties Secondhand
Smoke to Cancer” included In the
RECORD following this statement. I also
ask unanimous consent that these bills
be printed in full {n the RECORD follow-
ing thia statement.

I urge my colleagues to support and
cosponsor this legislation.

There being no objection, the mate-
rial was orderad to be printed in the
RECORD, a8 followas:

8, 261

Be it enacted by the Senate ond House of Rep-
resentatives of the United States of America in
Cor.gress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the '"Praventing
Qur Kids From Inhaling Deadly Smoke
(PRO-KIDS) Act of 1993".

SEC. 2 FINDINGS. -

Congress finds that— ‘

(1) environmental tobacco smoke comes
from secondhand smoke exhaled by smokers
and stdestream smoke smittad from the
burning of cigarettes, cigars, and pipes;

(2) since citizens of the United States
spand up to 90 percent of a day indoors, there
is a significant potential for exposure to en-
vironmental tobacco smoke from indoor atr;

(3) exposure to environmental tobacco
smoke occurs in schools, public buildings,
and other indoor facilities;
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H.R, 710
The PRO-KIDS.Act (PReventing Our Kids from Inhaling Deadly Smoke)

Introduced by Reps. Dick Durbin, James Hansen,‘and Romano Mazzoll

The PReventing Qur Kids from Inhaling Deadly Smoke (PRO-KIDS) Act of 1993
provides protection from environmental tobacco smoke ("secondhand smoke") to
children while they are participating in federally-funded children’s programs,
and to federal employees and visitors in all federal buildings.

On January 7, 1993, after an exhaustive multi-year study, the
Environmental Protection Agency formally classified secondhand smoke as a
‘Group A carcinogen. This classification is reserved for substances which are
known to cause cancer in humans, including asbestos, benzene, and arsenic.
EPA found that secondhand smoke is responsible for approximately 3,000 lung
cancer deaths annually in U.S. nonsmokers.

In addition, EPA concluded that exposure to secondhand smoke is the
_source of a variety of illnesses in children. Exposure to secondhand smoke:

* Causes 150,000 to 300,000 lower respiratory tract infections such as
bronchitis and pneumonia in young children each year;

* Causes additional episodes of asthma and increased severity of
asthma symptoms in children who already have asthma; and

* May be a risk factor for 8,000 to 26,000 new cases of asthma
annually in children who would not otherwise become asthmatic.

H.R. 710 requires federally-funded children’s programs to establish a
nonsmoking policy prohibiting smoking indoors, except in areas of their
facilities which are not normally used to serve the children and which are
ventilated separately from the children’s areas. This provision applies to
all federally-funded health programs serving children, and all other
federally-funded programs that primarily serve children, including schools,
Head Start, WIC, and day care programs. :

The bill also prohiblts smoking in all building space owned or leased by
the executive, judicial, or legislative branches of the federal government,
except in areas that are ventilated separately from the rest of the building.
This provision protects visitors as well as federal employees.

The bill does not require that separately ventilated smoking areas be
established. Smoking could be banned entirely by the children’s program or
federal agency, and a totally smokefree policy is the most economical way to
protect nonsmokers. If smoking is permitted, it must be allowed only in
separately ventilated areas, because otherwise the smoke will circulate
- directly or through the ventilation system into the rooms used by nonsmokers.



Provisions of H.R. 710 ,
The PRO-KIDS Act (PReventing Our Kids from Inhaling Deadly Smoke)
Introduced by Reps. Dick Durbin, James Hansen, and Romano Mazzoli

SMOKING IN THE FEDERAL WORKPLACE

1.

"EPA shall develop, within 180 days, guidelines for'institucing and enforcing

a nonsmoking policy at each federal agency, which will prohibit smoking
except In separately ventllated areas.

As soon as is practicable, the head of each Executive agency shall adopt a
nonsmoking policy that meets the requirements of the EPA guidelines. The
Director of the Administrative Office of the U.S. Courts shall adopt a
nonsmoking policy for Judicial Branch buildings. The House Building
Commission, the Senate Rules Committee, and the Architect of the Capitol
shall adopt nonsmoking policies for Legislative Branch buildings.

The Administrator of the General Services Administration shall certify that
each Executive agency's policy meets the requirements of the EPA guidelines.

Agency heads may publicly petition for a waiver, which may be granted if (1)
unusual extenuating circumstances prevent enforcement and the agency
establishes and enforces an alternative policy protecting individuals to the
maximum extent possible, or (2) the agency establishes an alternative policy
that provides protection equal to that! of the EPA guidelines.

Agencies subject to collective bargaining agreements shall engage in collec-
tive bargaining to ensure implementation, and may exempt work areas for up to
1 year that are covered by a previous agreement permitting smoking.

SMOKING IN FEDERALLY-FUNDED CHILDREN’S PROGRAMS

6.

Any entity using federal funds to provide health services to children under
age 18 or to provide other services primarily to children under age 18 shall
establish and make a good-faith effort to enforce a nonsmoking policy that
prohibits smoking except in separately ventilated areas, beginning with the
first fiscal year after enactment. :

st
|

Entities may petition the agency funding them for a waiver, which may be
granted if the conditions in #4 are met. Entities subject to collective bar-
gaining agreements that permit smoking may request a waiver of up to 1 year.

Entities that fail to establish or make a good-faith effort to enforce the
nonsmoking requirement are subject to civil penalties of up to $1,000 per
violation per day, which would be assessed by the head of the agency that
provided the federal funds, with an opportunity for a hearing. The agency
head could reduce or waive the penalty and take into account mitigating
factors and the violator's willingness to abide by the law in the future.

TECHNICAI. ASSISTANCE AND OUTREACH ACTIVITIES

9.

10.

EPA and HHS shall provide technical assistance to agency heads and other
persons who request it, including information on smoking cessation programs
for employees and information to assist in compliance with this Act. X
EPA shall establish an Environmental Tobacco Smoke Advisory Office and an
outreach program to inform the public 'of the dangers of secondhand smoke,
operate a telephone hotline, and provide information to those requesting it.



Organizations Endorsing
: H.R. 710, the PRO-KIDS Act
Introduced by Reps. Dick Durbin, James Hansen, and Romano Mazzoli

American Cancer Society
American Heart Association
American Lung Association
(united as the Coalition on ‘Smoking OR Health)

Association of Maternal and Child Health Programs
National Education Association

American Assoclation for Respiratory Care
American College of Chest Physicians
American College of Occupational and Environmental Medicine
American Medical Association
American Nurses Association
Americans for Nonsmokers Rights
ASH (Action on Smoking and Health)
Association of State and Territorial Health Officials -
Asthma and Allergy Foundation of America
National Coalition for Cancer Research



Cosponsors of H.R. 710
THE PRO-KIDS BILL (PREVENTING OUR KIDS FROM INHALING DEADLY SMOKE)
Introduced by Reps. Dick Durbin, James Hansen, and Romano Mazzoli
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FACT SHEET ON:H. R. 881
"BAN ON SMOKING IN FEDERAL BUILDINGS ACT"

* H.R. 881 would prohibit smoking in any indoor portion of a Federal
building and in any other space owned or leased for use by a Federal
agency. This prohibition would extend to the Executive, Legislative and

'Judlclal branches of the Federai government.

* Under H.R. 881 any person in a Federal building who w15hes to
smoke, must go 0utsnde The prohibition would take effect 180 days
after enactment into law. :

* . On March 11, 1993 the Committee on Pubhc Works and Transportation,
Subcommittee on Public Buildings and Grounds held a hearing on H.R.
881. Another hearing is scheduled for April 15, 1993.

* According to the General Services Administration, the current
regulation governing smoking in the Public Building Service’s
facilities does not adequately protect non-smokers from secondhand
smoke which is recirculated throughout buildings through the
ventilation system. The cost of altering existing space to provide

- separately ventilated areas would be significant -- about $30 to $50
per square foot. In terms of the total square footage owned by the
Federal government, total cost could be as high as $275 million.

* A number of states and municipalities 'have already banned all
smoking in their public buildings, including California, Idaho,
Maryland, Michigan, Ohio and Utah. Private companies as well
as public entities are mcreasmgiy finding it feasible to implement a
workplace smoking ban.

* The Building Owners and Managers Association (BOMA), whose
membership owns or manages over five billion square feet of
commercial office space in the United States, supports a smoking
ban in either public or private workplaces. BOMA has testified
that existing buildings are not separately ventilated and retrofitting
of ventilation systems is very costly, if not impossible in some
cases.

For more information on H.R. 881, please contact Paul Marcone, Office of Congressman
James A. Traficant, Jr., at 202/225-5261.
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Mr. Chairman, and members of the subcommittee on Public
_Buildings and Grounds, I am Dr. Alfred Munzer, President-
elect of the American Lung Association (ALA). I am also
Director of Critical Care and Pulmonary Medicine at
Washington Adventist Hospital in Takoma Park, MD, where I

specialize in the treatment of diseases of the lung.

The ALA ‘is the nation's oldest volﬁntary health organlzatlon
and is dedicated to the preventlonland control of lung
disease. This organization, and its'medical section, the
American Thoracic Soc1ety, has long recognized the
‘contribution of indoor and Qutdoor air pollution to the
development and exacerbation of lung disease. The ALA has
devoted the past 26 years to the lmplementatlon of programs

aimed at 1mprov1ng air quallty in our homes and in our

communities .

Today I am testifyiﬁg of behalf of the Aﬁérican tung
Association, the Ameriéan Cancer Society, and the Americén
Heart,AssociatiOn, uni;ed as the Coalition on Smoking OR
Health. Formed in 1982, the cbalition has worked tq heighten
public awareness aboutithe impactéof tobacco consumption upon
public heaith. It believes strong measures should’bé imposed
to discourage tobacco use .in all segments of the population,

including youth, women, and minorities.



’As a pulmonary physrcran, I all too often see flrst had the
.devastation cased by tobacco use. I see the men and women
who come to me. wrth end ~-stage. lung'cancer or emphysema,
seeklng a medlcal mlracle to cure thelr dlsease. I see the
chlldren who cough and wheeze as thelr asthma is made worse
by exposure to smoke exhaled by smokers and that comes from
the burnlng end of a c1garette, plpe, or c1gar Smoke of
this nature is commonly~called lnvoluntary, passive, or
secondhand smoke. However, more recently, it increasingly

referred to as "ETS", or envrronmental tobacco smoke.

I cannot express to YOuthow critical it is for us to,respond’
to the ETS issue‘ Conclusions drawn from the Environmental
Protection Agency's (EPA) risk assessment‘on~ETS'reenforces‘
the sense of urgency in thls regard If we do.not take
immediate actlon, or lgnore ltS lmpact on publlc health ETS
can easily be the cause'of approximately 3,000 Lung cancer
deaths in nonsmokers in the coming year. I am certain this
is not the future trend our soeietﬁ desires to establish.
Today, I do not intend to argue-whetherrsmokers should have a
right to smoke it public,'nor am Iéhere to urge the '
subcommittee to revoke this pr1v11ege. Howeter,'I have
elected to appear before you due to ongorng concern regarding
the health effects of ETS for nonsmokers and partlcularly

children, and the need to impose strlngent measures, both in



government and the private sector, to adequately address this

’

growing public health concern.

I want to bégin by reflecting on the evidenoe:which has
supported aﬁd recently 1ed’to'thé EPAVfindings on ETS, and
move into a examination of the methodology which supports
this agency's assertion that ETS io a carcinogen. I will
speak briefly to the ciaims raised_by tobacco advocates
regarding~tﬁe validity of the'EPA findings, and lastly, focus
on public interest in and support‘for significant action toj
limit or eliminate exposure to ETS;is public areas.

ETS has been the topic of discussion fof ﬁore than 20 ﬁears.
Its health;effects were first reviewed in 1972 in the U.S.
Surgeon General's report on smoking and health. That report
was devoted, in part, to public exposure to air pollution
caused by tobacco smoke. It concluded that "an atmosphere
contaminated with‘tobaoco smoke can contribute to the

discomfort of many individuals."

In‘i982, the U.S. Surgeon Generaljgggig examined thevissue of
éassive smoking, but this timevin the context of smoking and
the development of cancer. At thot ﬁime there were only 3
-epidemiologic studies linking passive.smoking and lung
cancer. Even with this limited amount of evidence, the

' surgeon General concluded that thé evidence in these studies



is the cause for serious concern regarding the possible
serious public health problem associated with passive smoke

and lung cancer.

By 1986, federal interest in the health sffects-of ETS had
grown to the extent that the U.S. Surgeon Genesal released a
reportndevoted entirely to the issue sf passive smoking. By
that time, the number of epidemiologic studies had increased
to 13, ll of which showed a positi&e correlation between
passive smoking and luhg cancer in healthy nonsmokers. Based
upon these findings, the Surgeon General concluded that
exposure to secondhand smoke is a cause of lung cancer in
heélthy nonsmokers. He also concluded tﬁat children whose
psrents smoked had an incrsased frequency of respiratory
symptoms and infectiohs, compared so children whose parehts

were nonsmokers.

Several private organizatisns - ;he National Academy’qf
Science and the International Agency for Cancer Research --
published reports which drew conc}usions similar to those of
the EPA. The International Agendy‘for Cancer Research; for
example,_réleased a_rebort on cancer which concluded that
“knowledgesof the nature of sidestream and mainstream smoke,
of materials absorbed duriﬁg passive smoking, and of the
quantitative relationships between dose and effect that are

commonly observed from exposure to carcinogens leads to the



conclusion that passive smoking gives rise to some risk of

"cancer."

Shortly after the release of these studies, the.EPA began to
.examine the health effécts of passive smoking on children and
adults. The agency issued an initial analysis of‘the risks
of eépééure to ETS in May, 1990. Entitled, "Health Effects of
Passive Smoking: ASsessment of Lung Cancer in Adults and
Respiratory Disorders in ¢hildreﬁ," the risk assessment
focused on the potential correlation between ETS and lung
cancer in nonsmoking adults and féspiratory disease énd

pulmonary effects in children.

On January 7, 1993, the EPA releaSed its final report
assessing current scientific evi@ence on the risks of
exposure to ETS. Based on the total weight of evidence in
~the scientific literature,.the EPA designated ETS as a Group
A carcinogen, a rating used only for extremely hazardous
substances known to céuse cancer:in humans. It ranked ETS in
a class of carcinogens which inéiudes asbestos, benzene, and

radon.

After evaluating 30 epidemiological studies on lung cancer in
nonsmoking adults, the EPA determined that ETS is responsible
for approximately 3,000 lung cancer deaths each year. The

agency also added that ETS accounts for the development of 20
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percent of all lung cancers caused by factors other than
smoking. For the average adult, ETS increases their risk of
cancer to approximately 2 per 1,000. From these conclusions,

it is‘clear that ETS is far more hazarQOus to the health of

nonsmoking adults.

After evaluating more than 100 studies on respiratory health
in children, the EPA concluded that ETS exposure increases
their risk of lower respiratory infections, like bronchitis
and pneumonia. ETS is known to cause an estimated 150,000 to
300,000 cases of respiratory illnesses in children up to 18
months each year. Of these cases, 7,500 to 15,000 result in

hospitalization.

ETS exposure is alsO_aSsociated with additicnal attacks and
increased severity of symptoms in children with asthma. The
EPA estimates that 200;006 to 1 million asthmatic children

have their condition worsened'by,ﬁTS, and that ETS is‘a risk
factor for new cases of asthma in children without a history

of symptoms.

! : ~

Also of éoncern éré the fisks for children whose mothers
smoked during and after prégnanéy.' The U.S. Department of
Health and Human Services has repérted that, under these
circumstances,fchildren are three'times more likely to die of

Sudden Infant Death Syndrome (SIDS}) than children of



nonsmoking mothers. The risks of SIDS double for children
whose mothers smoked after birth and not during pregnancy

than for children reared in nonsmoking environments.

The evidence presented represents Gery sound science and more
than adequately supports the conclusions by the EPA regarding.
exposure to ETS. Uniquely, each of the studies and reports

- used to reach this conclusion were developed and edited by
different processes. In contrast to aSsertions made of
opponents of the EPA's findings, such as those offered by the
tobacco industry, it is this diverse methodology which only
strengthens the validity of the‘conclusion of this research

combined.

Without spending too much time on the tobacco industry's
criticisms of the risk assessment, let me first remind the

- subcommittee that after 60,000 studies,linking smoking with
disease and death, this industry still fails to acknowledge‘
that it produces-a lethal product. This is an industry which
has criticized each Surgeon General's report since 1964.
Among the industry criticisms is the failure of the EPA to
include studies which show no relationship between ETS and
lung cancer. Among the studies cited by the,industry as

examples are several funded by the Nationai Cancer Institute:

¢ Brownson, PhD.,fet.al, Passive Smoking and Lung:



Cancer in Nonsmoking Women. Am J Public Health
82:1525-1530, 1992.

This study was published in November 1992, too late for
inclusion in the risk assessmént unleSsAiﬁ was further

' - delayed. The industry contenas that the risk assessment

would change if the study wefe included. Howevef, the
author's of the study conclude: "Ours and other recent
studies suggest a small butACOnsistent increase risk of
lung cancer fiom passive smoking. Comprehensive actions
to limit smoking in‘public places and worksites are

well-advised.”

¢ Stockwell, Sc.D., et.al. Environmental Tobacco Smoke
and Lung Cancer in Nonsmoking Women. J Natl Cancer Inst
84:1417-1422, 1992.

This study was not included in the final risk assessment
and again the industry claims it is a negative study
theréforé left oué purposefully. However, the author's

conclude:

"These findings suggest that long-term exposure to
environmental tobacco smoke increases the risk of lung

cancer in women who have never smoked.?

The real issue heré is statistical significance and how it is

used. 1In defining the true meaning of statistical
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significance, I'd like ﬁo defer to the description used by a
well-noted'environmentél epidemioldgist, Dr. Douglas Dockery,
and Associate Professor at the Har?ard School of Public
Health. Dr. Dockery_suégests: |
" A naive critigue‘would say that those studies which
are not 'staﬁisticallflsignificant' do not show an
effect. However, statistical significance is not a
measure of association or environmental tobacco smoke
with'lung cancer, but rather a measure of the stability
of the association. It measures the statistical power
of the study. 'In a crude sense it is a measure of study
.size, and étudies‘that do not achieve statistical
significance are simply too small. This does not mean
that they do not pro&ide important information on risks.
It is not appropriate to discard studies which do not:
achieve statistical significance, but rather they should
be included giving them a weight which reflects the
stgbility, that is the uncer;ainty, of their effect
estimate. This is exactly what the meta-analysis of

these studies provides."

Mr. Chairman, we at the Coalition on Smoking OR Health
believe the EPA’'s findings are clear, objective, and éomplete
in regard to ETS. The evidence uéed to show the relative |
‘risks associated with'exposuré to, ETS, and its linkage ﬁe.the

development of lung cancer, are more compelling than similar



correlations drawn for other‘environmental‘carcinogens. I
hope the evidence I have pfesented>to the subcommittee today
will enable you to step‘beyond the criticisms offered |
regarding the validity of the EPA risk assessment, and
encourage to you move forward in your efforts to address the
real issue on the table -- adequately responding to the
public health issue associated with exposure to ETS,
particularly in those places where people spend a lot of

time.

Let me commend the subcommittee for the effort and commitment
it has made to this issue, thus far. The introduction ‘and
careful review of legislation to ban smeking in federal
buiidings is a very important step in this process. The
Coalition on Smoking OR Health supports the bill -- H.R: 881
-- on which this hearihg is being;held today, and similar
proposals offered by other Members of Congress, from whom you

will hear later.

In examining the proposal to ban smoking in'federal
buildings, let me remind you thatvthe federal government has
taken little initiative to protect federal workers from
exposure to secondhand smoke. ' Any action taken to date |
remains inconsistent with each fedéral agency responsible for
its own policy. Thé General Services Administration (GSA) is

reconsidering its regulations, but GSA space accounts for
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only 10 percent of federal building space.

I urge this subcommittee to take into consideration growing
interest in smoke-free public placés; which has gained
momentum since the release of the EPA risk assessment. Based
on a public opinion survey conducted by the American Lung
Association, it is clear that more and more Americans believe
ETS is harmful, and that they prefer smoke-free public
places, as opposed to those environments in which smoke is

permitted.

In this survey, the Lung Association found thatra in 10
smokers‘knowvthat ETS is bad for‘the‘people around them. We
also found«that nonsmokers are mqfe likely than smokers to |
strongly agree about the harmful effects of ETS exposure.

The surve& found increasing support for total bans on smoking
in public places such és'restaurants, workplaces, hotels,
buses, and trains. And though Cutrent émokers are more-
likely than others to believe thaﬁ smoking in public places
should be restricted, very few smokers surveyed favored no

restrictions.

Clearly, as the awareness of the health hazards of ETS
increases, more Americans are striving to live, work, and
breathe in smoke-free environments. Very few of us make it

through each day without exposure to ETS. Those who are
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confined to indoor envi?onmentsv?; like employees and
staffers in the House of Representatives =-- ‘are no exception.
It is unfortunate that the House Building Commission's recent
decision to merely restrict smoking to certain areas does not
provide the adequate prétection needed.

!
I believe the 1986 report of the Surgeon General has the best
recommendation for us to consider. In its conclusion, the
report clearly states, "Simple separation of smokers énd |
- nonsmokers within the #ame air space may reduce, but does not
eliminate, exposure of nonsmokers to ETS," Therefore, it is
the :esponsibility of employers and employees to "ensure that
the act of smoking does not expose the nonsmoker to tobacco
smoke" and for smokers to "assure that their behavior does
nét jeopardize the health of other workers." 1In addition,
the Surgeon General stated that nonsmokers have the
“responsibility‘to provide é supportive environment for

smokers who are attempting to stop."

The House of Representatives owes:its employees and‘the ,
people of this country'who frequent the Cépitql grounds to
provide a healthy énd safe environment. By going smdke-free,
the House will contribyte to the notion that nonsmoking is a

social norm.

On behalf of the Americén Lung AsSociation, and other members
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of the Coalition on Smoking OR Health, I would like to thank
'you for the opportunity to testify befo:e the subcommittee on
the impact of ETS exposure upon public hgalth. Again, we
urge you to step beyond the criticism offered regardiﬁg the
validity of the EPA data and take into account the points we
have raiséd’today, which demonstrate a neéd for éovernment
action. Please know you have our organization's support and
encouragément as you continue to review this very pressing

issue.
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1. SUMMARY AND CONCLUSIONS

1.1. MAJOR CONCLUSIONS ,
~ Based on the weight of the available scientific evidence, the U.S. Environmental
+ Protection Agency (EPA) has concluded that the widespread exposure to environmental
tobacco smoke (ETS) in the United States presents a serious and substantial public health |

impact.

In adults:
® ETS is a human lung carcinogen, responsible for approximately 3,000 lung

cancer deaths annually’ in U.S. nonsmokers.

- In children: _
® ETS exposure is causally associated with an increased risk of lower
respiratory tract infections (LRIs) such as bronchitis and pneumonia. This
report estimates that 150,000 to 300,000 cases annually in infants and young
children up to 18 months of age are attributable to ETS.

® ETS exposure is causally associated with increased prevalence of fluid in the
middle ear, symptoms of upper *mspira‘tory tract irritation, and a small but

significant reduction in lung function.

‘@ ETS exposure is causally associated with additional episodes and increased
severity of symptoms in children with asthma. This report estimates that
200,000 to 1,000,000 asthmatic childrén‘ have their.condition worsened by
exposure to ETS. | |

® ETS exposure is a risk factor for new cases of asthma in children who have

not previously displayed symptoms.

. P
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1.2. BACKGROUND

Tobacco smoking has long been recognized (e.g., U.S. Department of Health, EducétiOn,
and Welfare [U.S. DHEW], 1964) as a major cause of' mortality and morbidity, responsible for an
estimated 434,000 deaths per year in the United States (Centers for Disease Control [CDC], 1991a).
Tobacco use is known to cause cancer at various sites, in pfartic{xlar the fung (U.S. Department of
Health and Human Services [U.S. DHHS], 1982; International Agency for Research on Cancer
’ [IA‘RC], 1986). Smoking can also cause respiratory diseases (U.S. DHHS, 1984, 1989) and is a
major risk factor for heart disease (U.S. DHHS, 1983). In recent years, there has been concern
that nonsmokers may also be at risk for some of these health effects as a result of their exposure
("passi;fe smoking”) to the tobacco smoke that occurs in various environments occupied by
smokers. Aylthough this ETS is dilute coinpared with the ihainétream smoke (MS) inhaled by
active smokers, it is chemically similar, containing many of the same carcinogenic and toxic
agents.

In 1986, the National Research Council (NRC) and the Surgeon General of the U.S. Public
Health Service independently assessed the health effects of exposure to ETS {(NRC, 1986; ‘
U.S. DHHS, 1986). Both of the 1986 repbrts conclude that ETS can cause lung cancer in adult
nonsmokers and that children of parents who smoke have increased frequency of respiratory
symptoms and acute lower respiratory tract infections, as well as evidence of reduced lung
function.

More recent epidemiologic studies of the potentiaf associations between ETS and lung
cancer in nonsmoking adults and between ETS and noncancer respiratory effects more than
double the size of the database available for analysis from that of the 1986 reports. This EPA
report critically reviews the current database on the respifatory health effects of passive smoking;
these data are utilized to develop a hazard identification for ETS and to make quantitative
estimates of the public health impacts of ETS for-lung cancer and various other respiratory
diseases.

The weight-of -evidence analysis for the lung cancer hazard identification is developed in
accordance with U.S. EPA’s Guidelines for Carcinégen Risk Assessment (US. EPA, 1986a) and
established principles for evaluating epidemiologic studies. The analysis considers animal
bioassays and genotoxicity studies, as well as biological measurements of human uptake of tobacco
smoke components and epidemiologic data on active and passive smoking. The availability of
abundant and consistent human data, especially human data at actual environmental levels of
exposure to the specific agent (mixture) of concern, allows a hazard identification to be made with
a high degree of certainty. The conclusive evidence of the dose-related lung carcinogenicity of
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MS in active smokers (Chapter 4), coupled with information on the chemical similarities of MS
and ETS and evidence pf ETS uptake in nonsmokers (Chapter 3), is sufficient by itself to establish
ETS as a known human lung carcinogen, or "Group A" carcinogen under U.S. EPA’s carcinogen

classification system. In addition, this document concludes that the overall results of 30
epidemiologic studies on lung cancer and passive smoking (Chapter 5), using spousal smoking as a
surrogate of ETS exposure for female:never-smokers. similarly justify a Group A classification.

The weight-of -evidence analyses for the noncancer respiratory effects are based primarily
on a review of epidemiologic studies (Chapter 7). Most of the endpoints examined are respiratory
disorders in children, where parental smoking is used as a surrogate of ETS exposure. For the
noncancer respiratory effects in nonsmoking adults, most studies used spousal smoking as an
exposure surrogate. A causal association was concluded to exist for a number of respiratory
disorders where there was sufficient consistent evidence for a biologically plausible association
with ETS that could not be explained by bias, confounding; or chance. The fact that the database
consists of human evidence from actual environmental exposure levels gives a high degree of
confidence in this conclusion. Where theré was suggestive but inconclusive evidence of causality,
as was the case for asthma induction in children, ETS was concluded to be a risk factor for that
endpoint. Where data were inconsistent or inadequate for evaluation of an association, as for
acute upper respiratory tract infections and acute middle ear infections in children, no conclusions
were drawn. ‘ '

This report also has attempted to provide estimates of the extent of 'the public health
impact, where appropriite, in terms of numbers of ETS-attribgtable cases in nonsmoking
subpopulations. Unlike for qualitative hazard identification assessments, where information from
many sources adds to the confidence in a weight-of ~evidence conclusion, for quantitative risk
assessments, the usefulness of studies usually depehds on how closely the study population ‘
resembles nonsmoking segments of the general population. For lung cancer estimates among U.S.
nonsmokers, the substantial epidemiology database of ETS and lung cancer among U.S. female V
never-smokers was considered to provide the most appropriate ini‘o:matiqn. From these U.S,
epidemiology studies, a pooled relative fisk estimaie was calculated and used in the derivation of
the population risk estimates. The large number of sfudies available, the generally consistent
results, and the condition of actual environmental levels of exposure increase the confidence in
these estimates. Even under these circumstances, however, uncertainties remain, such as in the’
use of questionnaires and current biomarker measurements to estimate past exposure, assumptions
of exposure-response linearity, and extrapolation to male never-smokers and to ex-smokers. Still,
given the strength of the evidence for the lung carcinogenicity of tobacco smoke and the extensive

human database from actual environmental exposure levels, fewer assumptions are necessary than
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is usual in EPA quantitative risk assessments, and confidence in these estimates is rated medium to
high. A . | : .

‘Population estimates of ETS health impacts are also made for certain noncancer respiratory
endpoints in children, specifically lower respiratory tract infections (i.e., pneumonia, bronchitis,
and bronchiolitis) and episodes and severity of attacks of asthma. Estimates of ETS-attributable
cases of LRI in ’infanté and young children are thought to have a high degree of confidence
because of the consistent study findings and the appropriateness of parental smoking as a
surrogate measure of exposure in §ery young children. Estimates of the number of asthmatic
children whose conditior. is aggravated by exposure to ETS are less certain than those for LRIs
because of different measures of outcome in various studies and because of increased
extraparental exposure to ETS in older Ehildren. Estimates of the number of new cases of asthma
in previously asymptomatic children also have less confidence because at this time the weight of
evidence for asthma inddqtion, while suggestive of a causal associétion, is not conclusive.

Most of the ETS population impact estimates are presented in terms of ranges, ivhich are
thought to reflect reasonable assumptions about the estimates of parameters and variables required
for the extrapolation models. The validity of the fanges'is also dependent on the appropriateness
of the extrapolation models themselves. )

While this rebort foéuses only on the respiratory health effects of passive smoking, there
also may be other health effects of concern. Recent analyses of more than a dozen epidemiology
and toxicology studies (e.g., Steenland, 1992; National Institute for Occupational Safety and Health
[NIOSH], 1991) suggest that ETS exposure may be a risk factor for cardiovascular disease. In
addition, a few studies in the literature link ETS exposure to cancers of other sites; at this time,
that database appears inadequate for any conclusion. This report does not develop an analysis of
either the nonrespiratory cancer or the heart disease data and takes no position on whether ETS is
a risk factor for these diseases. If it is, the total public health impact from ETS will be greater
than that discussed here. ‘ .

1.3. PRIMARY FINDINGS

A. Lung Cancer in Nonsmoking Adults A

1. Passive smoking is causally associated with lung cancer in adults, and ETS, by the
total weight of evidence, belohgs in the category of compounds classified by EPA
as Group A (known hﬁmnn) carcinogens.

2. Approximately 3,000 lung cancer deaths per year among nonsmokers (never-
smokers and former smokers) of both sexes are estimated to be attributable to
ETS in the United States. While there are statistical and modeling uncertainties
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in this estimate, and the true number may be higher or lower, the assumptions
used in this analysis would tend to underestimate the actual population risk. The
overall confidence in this estimate is medium to high.

B. Noncancer Respiratory Diseases and Disorders

1.

Exposure of chilern to ETS from parental smoking is causally associated with:
a. increased prevalence of respiratory sympioms of irritation (cough,
sputum, and wheeze),
b. increased brevalence of middle ear effusion (a sign of middle ear
disease), and ‘
¢. asmall but statistically significant reduction in lung function as tested
by objective measures of lung capacity.
ETS exposure of young children and. particularly infants from parental (and
especially mother's) smoking is causally associated with an increased risk of LRIs
(pnedmonia. bronchitis, and bronchiolitis). “This report estimates that exposure to

_ ETS contributes 150,000 to 300,000 LRIs annually in infants and children less

than 18 months of age, resulting in 7,500 to 15,000 hospitalizations. The

confidence in the estimates of LRIs is high. Increased risks for LRIs continue,

but are lower in magnitude, for children until about age 3; however, no estimates

are derived for children over 18 months. ,

a. Exposure to ETS is causally asspciated with additional episodes and
increased severity of asthma in children who already have the diéease. This
report estimates that ETS exposure exacerbates symptoms in approximately
20% of this country's 2 million to $ million asthmatic children and is a
major aggravating factor in approximately 10%.

b. In addition, the epidemiologic evidence is suggestive but not conclusive that
ETS exposure increases the number of new cases of asthma in children who
have not previously exhibited symptoms. Based on this evidence and the
known ETS effects on both the immune system and lungs (e.g., atopy and
airway hyperresponsiveness), this report concludes that ETS is a risk factor
for the induction of asthma in previously asymptomatic children. Data
suggest that relatively high levels of exposure are required to induce new
cases of asthma in children. This report calculates that previously
asymptomatic children exposed to ETS from mothers who smoke at least 10
cigarettes per day will exhibit an estimated 8,000 to 26,000 new cases of
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asthma anndally. The confidence in this range is medium and is dependent
on the conclusion that ETS is a risk factor for asthma induction.

4. Passive smoking has subtle but significant effects on the respiratory health of
nonsmoking adults, including coughing, phlegm production, chest discomfort,
and reduced lung function.

This report also has reviewed data on the relationship of maternal smoking and sudden
ihf ant death syndréme (SIDS), which is thought to involve some unknown respiratory
pathogenesis. The report concludes that while there is strong evidence that infants whose mot‘hers
smoke are at an increased risk of dying from SIDS, available studies do not allow us to
differentiate whether and to what extent this increase is related to in utero versus poétnatal
exposure to tobacco smoke products. Consequently, this report is unable to assert whether or not
ETS exposure by itself is a risk factor for SIDS independent of smoking during pregnancy.

Regarding an association of paréntal smoking with either ubper respiratory tract infections
(colds and sore throats) or acute middle ear infectio‘ns in children, this report finds the evidence

inconclusive.

1.3.1. ETS and Lung Cancer
1.3.1.1. Hazard Identification

The Sdrgeon General (U.S. DHHS, 1989) estimated that smoking was responsible for more
than one of every six deaths in the United States and that it accounted for about 90% of the lung
ca‘ncer deaths in males and about 80% in females in 1985. Smokers, however, are not the only
~ ones exposed to tobacco smoke. The sidestream smoke (SS) emitted from a smoldering cigarette
between puffs (the main component of ETS) has been documented to contain virtually all of the
same carcinogenic compounds (known and suspected human and animal carcinogens) that have
been identified in the mainstream smoke (MS) inhaled by smokers (Chapter 3). Exposure
concentrations of these carcinogens to passive smokers are variable but much lower than for active
smokers. An excess cancer risk from passive smoking, however, is biologically plausible.

Based on the firmly established causal association of lung cancer with active smoking with
a dose-response relationship down.to low doses (Chapter 4), péséive smoking is considered likely
to affect the lung similarly. The widespread presence of ETS in both home and workplace and its
absorption by nonsmokers in the general population have been well documented by air sampling
and by body measurement of biomarkers such as nicotine and cotinine (Chapter 3). This raises the
question of whether any direct evidence'e#ists for the relationship between ETS exposure and
lung cancer in the general population and what its implications may be for public health. This
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report addresses that question by reviewing and analyzing the evidence from 30 epidemiologic
studies of effects from normally oc;curring environmenta] levels of ETS (Chapter §). Because
there is widespread exposure and it is difficult to construct a truly unexposed subgroup of the
general population, these studies attempt to compare individuals with higher ETS exposure to
fhose with lower exposures. Typically, female never-srnokers who are married to a smoker are
compared with female never-smokers who are rnarned to a nonsmoker. Some studies also
consider ETS exposure of other subjects (1 e., male never-smokers and long-term former smokers
of either sex) and from other sources (e.g., workplace and home exposure during childhood), but'
these studies are fewer and represent f. ewer cases, and they are generally excluded from the '
analysxs presented here. Use of the female never-smoker studies provides the largest, most
homogeneous database for analysis :te determine whether an ETS effect on lung cancer is present.
“This report assumes that the results;for female never-smokers are generalizable to all nonsmokers.
Given that ETS exposures are at actual environmental levels and that.the eomparison
groups are both exposed to appreciable background (i.e., nonspousal) ETS, any excess risk for lung
cancer from exposure to spousal sn'foke would be expected to be small Furthermore the risk of
lung cancer 1s relatively low in nonsmokers, and most studies have a small sample size, resultmg in
a very low statistical power (probablhty of detecting a real effect if it exnsts) Besides small
sample size and low incremental exposures, other problems inherent in seve{ral of the studies may
also limit their ability to detect a possible effect. Tnerefore, this report examines the data in
several different ways. After downward adjustment of the relative risks for smoker '
misclassification bias, the studies are individually assessed for strength of association, both for the
overall data and for the highest exposure group when exposure -level data are available, and for
' exposure-response trend. Then the study results are pooled by country using statistical techniques
for combnn:ng data, including both positive and nonposxtwe results, to increase the ability to
determine whether or not there is an essociation betu/een ETS and lung cancer. Finally, in
addition to the previous statistical éna!yses that weight the studies only by size, regardless of
design and conduct, the studies are qualiratively eval‘uated for potential confounding, bias, and
likely utility to provide information about any lung carcmogemcnty of ETS. Based on these
_qualitative considerations, the studies are categonzed into one of four tiers and then stausncally
analyzed successively by tier. : o
Results from all of the analyses described above strongly support a causal association
between lung cancer ETS exposure. The overall proportion (9/30) of individual studies found to
show an association between lung cancer and spousal ETS exposure at all levels combined is
unlikely to occur by chance (p < 10#). When the annlysis focuses‘on higher levels of spousal
exposure, every one of the 17 studies with exposure-level data shows increased risk in the highest
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exposure group; 9 of these are significant at the p < 0.05 level, despite most having low power,
another result highly unlikely to occur by chance (p < 107). Similarly, the proportion (10/14;
p < 10°%) showing a statistically significant exposure-response trend is highly supportive of a
causal association. |

Combined results by country showed statistically significant associations for Greece
(2 studieé), Hong Kong (4 studies), Japan (5 studies), and the United States (11 studies), and in
that order of strength of relative risk. Pooled results of the four Western European studies (three
countries) actually showed a slightly stronger associatiou than that of the United States, but it was
not statistically significant, probably due to the smaller sample size. The combined results of the
Chinese studies do not show an assoc}ation between ETS and lung cancer; however, two of the
four Chinese studies were designed rﬁainly to determine the lung cancer effects of high levels of.
other indoor air pollutants indigenous to those areas, which would obscure a smaller ETS effect.
These two Chinese studies do, howev|er. provide very strong evidence on the lung carcinogenicity
of these other indoor air pollutants, which contain many of the same components as ETS. When
results are combined only for the other two Chinese studies. they demonstrate a statistically
- significant association for ETS and lﬁng cancer.

The heterogeneity of observed relative risk estimates among countries could result from
several factors. For example, the observed differences may reflect true differences in lung cancer
rates for never-smokers, in ETS exposure levels from nonspousal sources, or in related lifestyle
characteristics in different countries. For the time period in which ETS exposure was of interest
for these studies, spousal smoking is considered to be a better surrogate for ETS exposure in more
"traditional” societies, sucﬁ as Japan and Greece, than in the United States. In the United States,
other sources of ETS exposure (e.g., work and public places) are generally higher, which obscures
the effects of spousal smoking and may explain the lower relative risks observed in the United
States. Nevertheless, despite observed differences between countries, all showed evidence of
increased risk. _

Based on these analyses and following the U.S. EPA’s Guidelines for Carcinogen Risk
Assessment (U.S. EPA, 1986a), EPA concludes that environmental tobacco smoke is a Group A
(known human) carcinogen. This conclusion is based on a total weight of evidence, principally:

e Biological plausibility. ETS is taken up by the lungs, and components are distributed
throughout the body. The presence of the same carcinogens in ETS and MS, along
with the established causél relationship between lung cancer and active smoking with
the dose-response relationships exhibited down to low doses, establishes the V
plausibility that ETS is also a lung carcinogen.
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Supporting evidence from animal bioassays and genotoxicity experiments. The
carcinogenicity of tobacco smoke has been demonstrated in lifetime inhalation studies
in the hamster, intrapulmonary implantations in the rat, and skin painting in the
mouse. There are no lifetime animal inhalation studies of ETS; however, the
carcinogenicity of SS condensates has been shown in intrapulmonary implantations
and skin painting experiments. Positive results of genotoxicity testing for both MS
and ETS provide corroborative evidence for their carcinogenic potential.

Consistency of 'response. All 4 of the cohort studies and 20 of the 26 case-control
studies observed a highér risk of fung cancer among the female never-smokers
classified as ever exposed to any level of spousal ETS. Furthermore, every one of the
17 studies with response categorized by exposure level demonstrated increased risk for
the highest exposure group. When assessment was restricted to the 19 studies judged
to be of higher utility based on study design, execution, and analysis (Appendix A),
17 observed higher risks, and 6 of these increases were statistically significant, despite
most having low statistical power. Evaluation of the total study evidence from several
perspectives leads to the conclusion 4that the observed association between ETS

- exposure and increased lung cancer occurrence is not attributable to chance.

Broad-based evidence. These 30 studies provide data from 8 dif ferent countries,
employ a wide variety of study designs and protocols, and are conducted by many
different research teams. Results from all' countries, with the possible exception of
two areas of China where high levels of other indoor air lung carcinogens were
present, show small to modest increases in lung cancer associated with spousal ETS
exposure. No alternative explanatory variables for the observed association between
ETS and lung cancer have been indicated that would be bréadlyvapplicabie across
studies.

Upward trend in exposure-response. Both the largest of the cohort studies--the

~ Japanese study of Hirayama with 200 iung cancer cases--and the largest of the

case-control studies--the U.S. study by Fontham and associates (1991) with 420 lung
cancer cases and two sets of controls--demonstrate a strong exposure-related
statistical association between passive smoking and lung cancer. This upward trend is
well supported by the preponderance of epidemiology studies. Of the 14 studies that
provide sufficient data for a trend test by exposure level, 10 were statistically
significant despite most having low statistical power,

Detectable association at environmental exposure levels. Within the population of
married women who are lifelong nonsmokers, the excess lung cancer risk from
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~exposure to their smoking husbands® ETS is large enough to be observed, even for all
levels of their spousal exposure combined.‘ Carcinogenic responses are ﬁsually
detectable only in high-exposure circumstances, such as occupatidnal settings, or in
experimental animals receiving very high doses. In addition, effects are harder to
observe when there is substantial backgroﬁnd exposure in the comparison groups, as is

the case here.

Effects remain after ad justment for potential upward bias. Current and ex-smokers
may be fnisreported as ne;ver-smokers. thus inflating the apparent cancer risk for ETS
exposure. The evidence remains statistically significant and conclusive, however,
after adjustments for smoker misclassification. For the United States, the summary
estimate of relative risk from nine case-control plus two cohort studies is .19 (90%
confidence interval [C.1.] = 1.04, 1.35; p < 0.05) after adjustment for smoker
misclassification. For Greece, 2.00 (1.42, 2.83), Honé Kong, 1.61 (1.25, 2.06), and
Japan, 1.44 (1.13, 1.85), the estimated _relative risks are higher than those of the

‘ United States and more highly significant after adjusting for the potential bias.
Strong associations for highest exposure grbups. Examining the groups with the
highest exposure levels increases the ability to detect an effect, if it exists. Nine of
the sixteen studies worldwide for which there are sufficient exposure-level data are
statistically significant for the highest exposure group, despite most having low
statistical power. The overall pooled estimate of 1.81 for the highest exposure groups
is highly statistically significant (90% C.I. = 1.60, 2.05; p < 10). For the United
States, the overall pooléd estimate of 1.38 (seven studies, corrected for smoker
misclassification bias) is also highly statistically significant (90% C.l = 1.13, 1.70;

p = 0.005).

.Confounding cannot explaih the association. The broad-based evidence for an
association found by independent investigators across several countries, as well as the
positive exposure-responsle trends observed in most of the studies that analyzed for
them, make any single confounder highly qnlikely as an explanation for the results.

~ In addition, this report examined potential iconfounding factors (history of lung

disease, home heat sources, diet, occupatioh) and concluded that none of these factors

could account for the observed association between lung cancer and ETS.
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1.3.1.2. Estimation of Population Risk

The individual risk of lung cancer from exposure to ETS does not have to be very large to
translate into a significant health hazard to the U.S. pobulation because of the large number of
smokers and the widespread presence of ETS. Current sx»nokersAcomprise approximately 26% of
the U.S. adult population and consume more than one-half trillion cigarettes annually (1.5 packs
per day, on average), causing nearly universal exposure to at least somé ETS. As a biomarker of
tobacco smoke uptake, cotinine, a metabolite of the tobacco-specific compound nicotine, is
detectable in the blood, saliva, and urine of persons recently exposed to tobacco smoke. Cotinine
"has typically been detected in 50% to 75% of reported nonsmokers tested (50% equates to
63 million U.S. nonsmokers age 18 or older). ,

The best estimate of approximately 3,000 lung cancer deaths per year in U.S. nonsmokers
age 35 and over attributable to ETS (Chapter 6) is based on data pooled from all 11 U S.
epidemiologic studie; of never-smoking women married to smoking spouses. Use of U.S. studies
should increase ihe confidence in these estimates. Some mathematical modeling is required to
adjust for expected bias from misélassif ication of smoking status and to account for ETS exposdre
from sources other than spousal smoking. The overall relative risk estimate of 1.19 for the
United States, already adjusted for smoker misclassification bias, becomes 1.59 after adjusting for
background ETS sources (1.34 for nonspousal exposﬁres only). Assumptions are also needed to
relate responses in female never-smokers to those in male never-smokers and ex-smokers of both
sexes, and to cstima'te the proportion of the nonsmoking population exposed to various levels of
ETS. Overall, however, the assumptions necessary for estimating risk ad& far less uncertainty
than other EPA quantitative assessments. This is because the extrapoiation for ETS is based on a
large database of human studies, all at levels actually expected to be encountered by much of the
U.S. population. ,

The components of the 3,000 lung cancer deaths figure include approximately 1,500
‘fernale never-smokers, 500 male never-smokers, and 1,000 former smokers of both sexes. More
females are estimated to be affected because there are more female than male nonsmokers. These
component estimates have varying degrees of conf idence; the estimate of 1,500 deaths for female
never-smokers has the highest confidence because of the extensive database. The estimate of 500
for male never-smokers is less certain because it is based on the female never-smoker response
and is thought to be low because males are generally subject to higher background ETS exposures
than females. Adjustment for this higher background exposure would lead to higher risk
estimates. The estimate of 1,000 lung cancer deaths for former smokers of both sexes is



considered to have the lowest confidence, and the assumptions used are thought to make this
estimate low as well. ' '

Workplace ETS levels are generally comparable with home ETS levels, aﬁd itudies using ’
_body cotinine measures as biomarkers demonstrate that nonspousal exposures to ETS are often '
greater than exposure from spousal smoking. Thus, this report presents an alternative breakdown
of the estimated 3,000 ETS-attributable lung cancer deaths between spousal and nonspousal
exposures. By extension of the results from spousal smoking studies, coupled with biological
measurements of exposure, more lung cancer deaths are estimated to be attributable to ETS from
combined nonspousal exposures--2,200 of both sexes--than from spousal exposure--800 of both
sexes., This spouse-versus-other-sources partitioning depends on current exposure estimates that
may or may not be applicable to the exposure period obf interest. Thus, this breakdown‘contains
this element of uncertainty in addition to those discussed above with respect-to the previous
breakdown. ' ’ |

An alternative analysis, based on the large Fontham et al. (1991) study, which is the only
study that provides biomarker estimates of both relative risk and ETS exposure, yields population
risk point estimates of 2,700 aﬁd 3,600. These popula{ion risk estimates are highly consistent with
the estimate of 3,000 based on the combined U.S. studies.

While there is statistical variance around all of the parameters used in the quantitative
assessment, the two largest areas of uncertainty are brqbably associated with the relative risk
estimate for spousal ETS exposure and the parameter estimate for the background ETS exposure
adjustment. A sensitivity analysis that independently varies these two estimates yields population
risk estimates as low as 400 and as high as 7,000. These extremes, however, are considered
unlikely; the more probable rénge is narrower, and the generally conéervative assumptions
employed suggest that the actual population risk number may be greater than 3,000. Overall,
considering the multitude, consistency, and quality of all these studies, the weight-of -evidence !
conclusion that ETS is a known human lung carcinogen, and the limited amount of extrapolation |
necessary, the confidence in the estimate of approximately 3,000 lung cancer deaths is medium to -}
high. ' |

1.3.2. ETS and' Noncancer Respiratory Disorders

Exposure to ETS from parental smoking has been previously linked with increased
respiratgry disorders in children, particularly in infants. Several studies have confirmed the
exposure and \iptake of ETS in children by assaying saliva, serum, or urine for cotinine. These
cotinine concentrations were highly correlated Qith smoking (especially by the mother) in the
child’s presence. Nine to twelve million. American children under Svyears of age, or one-half to
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two-thirds of all children in this age group, may be exposed to cigarette smoke in the home
(American Academy of Pediatrics, 1986; Overpeck and Moss, 1991).

With regard to the noncancer respiratory effects of passive Asmoking, this report focuses dn
epidemiologic evidence appearing since the two major reports of 1986 (NRC and U S. DHHS) that
bears on the potential association of parental smoking with detrimental respiratory effects in their
children. These effects include symptoms of respiratory irritation (cough, sputum production, or
wheeze); acute diseases of the lower respiratory tract (pnéumonia, bronchitis, and bronchiolitis);
acute middle ear infections and indications of chronic middle ear infections (predominantly
middle ear effusion); reduced lung function (from forced expiratory volume and flow-rate
measurements); incidence and prevalence of asthma and exacerbation of symptoms in asthmatics;
and acute upper respiratory tract infections (colds ahd sore throats). The more than 50 recently
published studies reviewed here essentially corroborate the previous conclusions of the 1986
reports of the NRC and Surgeon General regarding respiratory symptoms, respiratory illnesses,
and pulmonary function, and they strengthen support for those conclusions by the additional
weight of evidence (Chapter 7). For example, new data on middle ear effusion strengthen
previous evidence to warrant the stronger conclusion in this report of a causal association with
parental smoking. Furthermore, recent studies establish associations between parental smoking
and increased incidence of childhood asthma. Additional research also supports the hypotheses
that in utero exposure to mother’s smoke and postnatal exposure to ETS alter lung function and

* structure, increase bronchial responsiveness, and enhance the process of allergic sensitization,

changes that are known to predispose children to early respiratory illness. Early respiratory illness
can lead to long-term pulmonary effects (reduced lung function 3nd iqcreased risk of chronic
obstructive lung disease). ~

This report also summarizes; the evidence for an association between parental smoking and
SIDS, which was not addressed in the 1986 reports of the NRC or Surgeon General. SIDS is the
most common cause of death in infants ages | month to | year. The cause (or causes) of SIDS is
unknown; however, it is widelyv’belie'ved that some form of respiratory pathogenesis is generally
involved. The current evidence strongly suggésts that infants whose mothers smoke are atan
increased risk of dying of SIDS, independent of other known risk factors for SIDS, including low
birthweight and low gestational age which are specifically associated with active smoking durmg
pregnancy. However available studles do not allow this report to conclude whether that mcreased
risk s related to in utero versus postnatal exposure to tobacco smoke products, or to both.

The 1986 reports:of the NRC and Surgeon General conclude that both the prevalence of
respiratory symptoms of irritation and the incidence of lower respiratory tract infections are
higher in children of smoking parents. In the 18 studies of respiratory symptoms subsequent to
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the 2 reports, increased symptoms (cough, phlegm production, and wheezing) were observed in a
range of ages from birth to midteens, particularly in infants and preschool children. In addition
to the studies on symptoms of respiratogy irritaiion, 10 new studies have addressed the topic of
parental smoking and acute lower respiratory tract illness in children, and 9 have reported
statistically significant associations. The cumulative evidence is conclusive that parental smoking,
especially the mother’s, causes an increased incidence of respiratory illnesses from birth up to the
first 18 months to 3 years of life, particularly for bronchitis, bronchiélitis, and pneumonia.
Overill, the evidence confirms and strengthens the previous conclusions of the NRC and Surgeon
General. |

Recent studies also solidify the evidence f oi- the conclusion of a causal association between
parental smoking and increased middle ear effusion in young children. Middle ear effusion is the
most common reason for hospitalization of young childvren for an operation.

At the time of the Surgeon General’s report on passive smoking (U.S. DHHS, 1986), data
were sufficient to conclude only that maternal smoking may influence the severity of asthma in
children. The recent studies reviewed here strengthen and confirm these exacerbation eff eéts.
The new evidence is aiso conclhsive that ETS exposure increases the number of episodes of asthma
- in children who already have the disease. In addition, the evidence is suggestive that ETS
exposure increases the number of new cases of asthma in children who have not previously
exhibited syniptoms. although the results are statistically significant only with children whose
mothers smoke 10 or more cisdrettes per day. While the evidence for new cases of asthma itself is
not conclusive of a causal association, the cdnsistently strong a:sociation of ETS both with
increased frequency and severity of the asthmatic symptoms and with the established ETS effects
on the immune system and airway hyperresponsiveness lead to the conclusion that ETS is a risk
factor for induction of asthma in previously asymptomatic children.

Regarding the effects of passive smoking on lung function in children, the 1986 NRC'iand
Surgeon General reports both conclude that children of parents who smoke have smalil decreases in
tests of pulmonary output function of both the larger and smaller air passages when compared
with the children of non;mokcms. As noted in the NRC report, if ETS exposure is the cause of the
observed decrease in lung function, the effect could be due to the direct action of agents in ETS
or an indirect consequence of increased occurrence of acute respiratory iliness related to ETS.

Results from eight studies on ETS and lung function in children that have appeared since
tjose reports add some additional confirmatory evidence suggesting a causal rather than an
indirect relationship. For the population as a whole, the reductions are small relative to the
interindividual variabiiitf of each lung function parameter. prever, groups of particularly
~ susceptible or heavily exposed children have shown larger decrements. The studies reviewed ’
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suggest that a continuum of exposures to tobacco products starting in fetal life may contribute to
the decrements in lung function found in older children. Expo#urc'to tobacco smoke products
inhaled by the mother during pregnancy may contribute significantly to these changes, but there
is strong evidence indicating that postnatal exposure to ETS is an important part of the causal
pathway. '

With respect to lung function effects in adults exposed to ETS, the 1986 NRC and Surgeon
General reports found the data at that time inconclusive, due to high interindividual variability
and the existence of a large number of other risk factors, but compatible with su-btle deficits in
lung function. Recent studies confirm the association of passive smoking with small reductions in
lung function. Furthermore, new evidence also has emerged suggesting a subtle association
between exposure to ETS and increased respiratory'sympto‘ms in adults,

Some evidence suggests that the incidence of acute upper respiratory tract illnesses and
acute middle ear infections niay be' more common in children exposed to ETS. However, several
studies failed to find any effect. In addition, the possible role of confounding factors, the lack of
studies showing clear dose-response relationships, and the absence of a plausible biological
mechanism préclude more definitive conclusions. _

In reviewing the available evidence indicating an association (or lack thereof) between
ETS exposure and the different noncancer respiratory disorders analyzed in this repdrg, the
possible role of several potential confounding factors was considered. These include other indoor
air pollutants; socioeconamic status; effect of parental symptoms; and characteristics of the
exposed child, such as low birthweight or active smoking. No single or combined confounding
factors can explain the observed respiratory effects of passive smoking in children.

For diseases for which BTS has been either 'éausally associated (LRIs) or indicated as a risk
factor (asthma cases in previously asy_mptomatic children), estimates of popuiation-attributabie
risk can be calculated. A population risk assessment (Chapter 8) provides a probable range of
estimates that 8,000 to 26,000 cases of childhood asthma per year are attributable to ETS exposure
from mothers who smoke 10 or more cigarettes per day. The confidence in this range of estimates
is medium and is dependent on the suggestive evidence of the database. While the data show an
effect ohly for children of these heavily smoking mothers, additional cases due to lesser ETS
exposure also are a possi‘bili‘ty. If the effect of this lesser exposure is cohsidered, the range of
estimaies of new cases presented above increases to 13,000 to 60,000. Furthermore, this report
estimatgs that the additional public health impact of ETS on asthmatic children includes more than
200,000 children whose symptoms are significantly aggravated and as many as 1,000,000 chiidren

who are affected to some degree.
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This report estimates that ETS exposure contributes 150,000 to 300,000 cases annually of
Jower respiratory tract illness in infants and children younger than 18 months of age and that
7,500 to 15,000 of these will require hospitalization. The strong evidence linking ETS exposure to
increased incidence of bronchitis, bronchiolitis, and pneumonia in young children gives these
estimates a higﬁ degree of confidence. 'I"here is also evidence suggesting a smaller ETS effect on
children between the ages of 18 months and 3 years, but no additional estimates have been
computed for this age group. Whether or not these ilinesses result in death has not been addressed
here. ) | |
In the United States, more than 5,000 infants die of SIDS annually. It is the major cause
of death in infants between the ages of | month and | year, and the linkage with maternal
smokin‘g is well established. The Surgeon General and the World Health Organization estimate
that more than 700 U S. 'infant deaths per year from SIDS are attributable to maternal smoking
(CDC, 1991a, 1992b). However, this report concludes that at present there is not enough direct
evidence supporting the contribution of ETS exposure to declare it a risk factor or to estimate its

population impact on'Sl_DS.
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"We accept an interest in people’s health
as a basic responsibility, paramount to
every other consideration in our business."

Tobacco Industry Advertisement to the American Public
The New York Times, January 1954

I. INTRODUCTION

As the Food and Drug Administration continues to use its authorities to protect the health
and welfare of the American public from misbranded, adulterated, dangerous products, there
still remains one product that in spite of the fact that it kills over 430,000 Americans each
year remains, as columnist Ellen Goodman noted, the "Missing Entree in the Regulatory
Menu." That product is tobacco. Its absence from specific regulatory controls is not an
accident but rather a tribute to the tobacco industry’s long time strangle hold over the
Congress and the Executive branch. What other product can boast that it is a major cause of
cancer, heart disease, emphysema, stroke, premature births and other ailments and still be
allowed on the market? What other addictive drug (nicotine) can be sold on the market with
virtually no federal advertising, promotion and distribution constraints except for so-called
industry "voluntary efforts,” which have not protected the public, for nearly 30 years? And
what other product can make unsubstantiated implied health claims about itself (i.e. low tar,
" low nicotine and weight control), contain dozens of untested and undisclosed chemical
additives, as well as undisclosed harmful constituents, and still remain on the market?

It is now almost 30 years since the first Surgeon General’s Report was released implicating

cigarettes as a cause of cancer -- almost 30 years since Surgeon General Luther Terry, M.D.

first indicated that any voluntary efforts by the tobacco industry did not "obviate the

- desirability of enacting specific regulatory authority to express those minimum standards that
protection of the public interest requires.”

In 1964, when the first Surgeon General’s Report on cigarette smoking and cancer was first
released, numerous bills were introduced in Congress that would have resulted in specific
authorities being vested in the Federal Trade Commission and the Food and Drug
Administration designed to ensure the proper regulation of this dangerous consumer product.
Unfortunately the tobacco industry was quick to develop legislative and public relations
strategies that were designed to ensure that no such laws were enacted. As a former Vice
President of the Tobacco Institute, Frederick R. Panzer, was to later acknowledge in a 1972
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the Toxic Substances Act and the Federal Hazardous Substances Act. Because the Congress
has failed to deal with the tobacco issue, millions of people have needlessly died or been
disabled from cardiovascular disease, cancer, emphysema, stroke and a host of other
diseases. With health care costs continuing to skyrocket, with preventive health measures
finally being viewed as critical to health care reform, many national health organizations as
well as many members of Congress believe it is time for a change.

FDA Commissioner David Kessler has on many occasions expressed his strong belief about

the role he sees for the FDA in carrying out its statutory responsibilities, especially for high

risk products which have the greatest impact on health. As he said in a speech published in
the November 1991 edition of the Food Drug Cosmetic Law Journal:

I have set a range of goals to make the agency more credible, more efficient
and better equipped to serve the country in the future. But if you ask what is
the essence of my program I would answer quite simply that it is to enforce
the law. ‘ A

Setting aside the historical, political, or economic circumstances surrounding the tobacco
issue, it is obvious that this product should have and would have been removed from the
marketplace a long time ago. Instead, today we find ourselves at the other extreme -- faced
with the manufacturing, distribution, sale, labeling and advertising of a widely used,
addictive product that is subject to minimal and ineffective regulation. What follows is a
three pronged proposal to correct this national travesty.

] The Executive Branch at both federal and state levels should use
every available means to make the regulation of tobacco products a
central feature of health policy and practice.

° The FDA and the analogous existing authorities within states should
regulate tobacco products which make health claims (implied or direct) or
which seek to alter the structure or function of the body and therefore fall
squarely under the definitional requirements for "drugs." '

] The Food, Drug and Cosmetic Act (FDC Act) should be amended through
legislation to specifically and unequivocally bring tobacco in line with the
ways and means other products (particularly those presenting health risks
to the public) are regulated.

"Who's Minding the Tobacco Store?”
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the article, through his representations in connection with its sale can
determine the use to which the article is to be put. (Senate Report 74-361,
74th Congress 1st Session, 1935p. 4. See also, U.S. v. Article---Sudden
Change, 409 F.2d 734, 739., 1969.)

It is, thus, legally arguable that low tar and low nicotine cigarettes clearly fit within the
parameters of what both the Congress and the courts and state laws intended when they
defined drugs. Tobacco companies manufacture, advertise, promote, and sell low tar and
low nicotine with the obvious intention of playing on the public’s perception that use of these
products will mitigate and prevent ‘the onset of disease associated with smoking.

Court Rulings Find Tobacco Products to be "Drugs" Under the FDC Act

The expanded definition of "drugs” was applied against cigarettes in two FDA related court
cases in the 1950s. The courts found that conventional cigarettes could be "drugs" under
certain circumstances. In the court’s view, the question of whether or not the FDA could
assert jurisdiction over tobacco hinged on whether or not the products were being sold as
articles intended to either mitigate or prevent disease or intended to affect the function or
structure of the body and thus were not sold just for "smoking pleasure only."”

" As the court noted in U.S. v. 46 Cartons Fairfax Cigarettes:

If claimant’s labeling was such that it created in the mind of the public the
idea that these cigarettes could be used for the mitigation or prevention of the
various named diseases, claimant cannot now be heard to say that it is selling
only cigarettes and not drugs.... The ultimate impression upon the mind of the
reader arises from the sum total of not only what is said, but also all that is

reasonably implied. If claimant wishes to reap the reward of such claims let it

bear the responsibility as Congress has seen fit to impose on it. (Emphasis
added.)

This was the first time that cigarettes were found to be subject to the FDA’s jurisdiction
because they were not sold "merely for smoking pleasure” but had other intended purposes.
Because those cigarettes could not meet the statutory and regulatory requirements of the FDC
Act, they were removed from the marketplace. :

The idea of classifying cigarettes as drugs has been reaffirmed by the FDA in testimony
before Congress on numerous occasions and again more recently by the courts. In 1977, for
example, in attempting to further clarify FDA’s jurisdiction, Action on Smoking and Health
(ASH) and others filed a petition with FDA seeking to classify all cigarettes as drugs under
Section 201 (g)(C) as articles "intended to affect the structure or any function of the body of
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The Coalition’s petition concludes that there is a clear indication that the tobacco industry has
marketed these products with the clear intention that by using low tar and low nicotine

products a smoker can "mitigate” or "prevent" diseases associated with the smoking habit. A

series of advertisements run by Vantage brand cigarettes such as the one below in Time
magazine on January 8, 1973, blatantly indicated this intended purpose:

For years, a lot of people have been telling the smoking public not to smoke
cigarettes, especially cigarettes with high "tar" and nicotine.... Since the
cigarette critics are concerned about high "tar" and nicotine, we would like to
offer a constructive proposal. Perhaps, instead of telling us not to smoke
cigarettes, they can tell us what to smoke. For instance, perhaps they ought to
recommend that the American public smoke Vantage cigarettes.... Vantage
gives the smoker flavor like a full-flavor cigarette. But it’s the only cigarette
that gives him so much flavor with so little "tar” and nicotine....

The message contained in that Vantage advertisement is one that is fepeated over and over
again in today’s marketing of low yield cigarettes. In one recent edition of Life magazine,
three such advertisements appeared.

The Coalition’s petition has remained pending at the FDA since 1988. Since that petition
was filed, over one and a half million Americans have died from cigarette smoking.

Also in 1988, the Coalition on Smbking OR Health and the American Medical Association

filed separate petitions seeking to classify a newly developed R. J. Reynolds’ cigarette-like
device named Premier as a drug under the FDC Act. The arguments asking FDA to

assert jurisdiction were based on a premise similar to the low tar and low nicotine petition:
that R. J. Reynolds called its new product "cleaner,” one which "reduces the controversial

.compounds” and sold it as "safer," that is, designed to mitigate and prevent disease and to

affect functions or structures of the body. Because R. J. Reynolds withdrew the product
from the marketplace, no action from the FDA was forthcommg Petitions on other similar
products were filed in 1991 and 1992.

Defining when FDA can -- or cannot -- assert jurisdiction over cigarette or cigarette-like
products was further clarified in February 1987. A manufacturer wanted to market a
non-tobacco "cigarette-like device consmtmg of a plug impregnated with nicotine solution
inserted with a small tube -- corresponding in appearance to a conventional cigarette.” FDA
had no difficulty in classifying the product as a "drug." After reviewing promotional
material as well as registration material filed with the Securities and Exchange Commission
(SEC), the FDA reached the following conclusion:

It is our position that Favor is a nicotine delivery system intended to satisfy a

‘nicotine dependence and to affect the structure or one or more functions of the
body.
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[II. THE NEED TO AMEND THE FOOD, DRUG AND COSMETIC ACT TO
REGUILATE THE MANUFACTURE, DISTRIBUTION, SALE., ADVERTISING
AND PROMOTION OF TOBACCO PRODUCTS

Because tobacco products are dangerous and addictive, it is only rational that, at a minimum,
tobacco products be regulated in a manner similar to how other dangerous but legal consumer
products are regulated. Past attempts to bring tobacco under the jurisdiction of one or more
of the federal health and safety agencies have failed. In recent years, however, new efforts
to regulate tobacco have enjoyed increasing support inside and outside of Congress.

The Congress and the public are becoming increasingly aware that, unlike other consumer
products, and because of the clout of the tobacco industry, no federal regulatory agency has
exerted or been able to exert any health or safety jurisdiction over tobacco

products except in the narrow exceptions outlined above.

The tobacco industry would rather this fact be ignored. One of the tobacco industry’s public
relations ploys has been to try to convince legislators and the public that they are already
burdensomely over-regulated and that there is no need to apply standards similar to those that
are applied to foods, drugs and cosmetics to tobacco. The reality of the matter is that
tobacco products are so dangerous that subjecting them to present FDA laws governing other
products would likely result in their total ban. Thus the industry has had to ensure that no
health and safety regulations are applied to their products. The discovery documents released
in the Cipollone case indicate that they have done this with exceptional skill.

Somewhere between the extremes of the present absence of significant health and safety
regulation and a complete ban of the product is a middle ground that will both allow the
product to remain on the market and at the same time subject it to necessary regulations
governing its manufacture, distribution, sale, labeling, advertising and promotion. Achieving
this will require amending the Federal Food, Drug and Cosmetic Act to specifically and
unequivocally give the FDA authority over tobacco products. Under such an approach, the
tobacco industry would be required to adhere to requirements with which manufacturers of
other products have had to comply. For example, does it make sense for the FDA to have
full regulatory control over nicotine patches and gum which are designed to help people quit
their addictive smoking habits and not be able to have comparable regulatory control over the
products causing addiction and death? Clearly, the double standard must end. The health of
the public should be put above the political clout of the tobacco industry. Tobacco products
should thus be subjected to regulation governing:

. toxicologic testing and disclosure of chemical additives in tobacco products,
Ld disclosure and warnings related to constituents in both mainstream and
~ sidestream smoke (there are some 4,000 distinct chemicals in tobacco
smoke), :
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cigarette smoking causes disease. In 1954 the Tobacco Industry ran an advertisement in The
New York Times that stated:

"We accept an interest in @gle s health as a basxc responsibility, paramount
to every other consxdergtion in_our business." (Emphasis added.)

"We believe the products we make are not injurious to health."

4

 'We always have and always will cooperate closely with those whose task it is
to safeguard the public health." (Emphasis added.)

In 1964 Bowman Gray, Chairman of the Board of R. J. Reynolds told a House Committee,
"If it is proven that cigarettes are harmful we want to do something regardless of what
somebody else tells us to do.. And we would do our level best. This is just being human."
Thirty years later, after 50,000 studies have proven that cigarette smoking is a major cause
of cancer, cardiovascular disease, emphysema and stroke, the tobacco industry still denies
that any relationship between use of their products and disease has been proven and is still
engaged in a "holding strategy” designed to head off any serious or significant attempts at
having its products properly regulated -

Congress was presented with the opportunity in 1964 to pass significant legislation that could
have resulted in the saving of millions of American lives, but failed. The recent decision by
the U.S. Supreme Court in Cipollone, while reaffirming the right of individuals to sue
tobacco companies under many causes of action, also reminded us of the glaring loophole
that exists in our federal health and safety laws when it comes to tobacco. By attempting to
reserve for itself the role of solo regulator of tobacco products and then failing to carry out
its responsibilities, Congress has done a tremendous disservice to the health of all
Americans. Unless Congress (as well as the FDA) has the courage to undo what it did in
1964 under pressures from the industry, tobacco products will, tragically, remain the leading
cause of preventable death and disability in the United States.

IV. OPPORTUNITIES FOR STATE REGULATION OF TOBACCO PR DUCTS.

Under our federal system of government, the protection of the public health is largely a
responsibility of state and, by extension, local government. Although there has been little
regulation of tobacco products at the state level, states have a variety of powers to protect

- their citizens. Existing consumer protection laws can be used for this purpose, and the U.S.

Supreme Court’s decision in Cipollone (June 1992) opens up additional opportumues for

protectmg the public at the state and local levels.

"Whe's Minding the Tobacce Store?” -
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States pursuing actions under these laws might seek remedies which have symmetry with the
losses suffered because of tobacco products. These might include:

) funding a public information campaign,'

o payments to Medicaid for the costs of care for tobacco-caused
illness, and

° undoing the fraud by paying for quit-smoking treatment.

Under many laws, individuals can pursue private actions as well. In such actions, the
person(s) bringing the complaint must make a showing of injury or damage. As with state
action, though, the private party need not show reliance on the deceptive practice.
Penalties are only available for injury or damage caused by deceptive practices.

New Opportunities to Regulate Tobacco Products. The U.S. Supreme Court’s decision in
Cipollone severely limits the degree to which federal law preempts state regulation of

tobacco products. While the tobacco industry had claimed an expansive protection,
immunizing itself from virtually all state action, the Court held that the only thing states
could not do was regulate cigarette advertising in a couple of narrow, specific ways.

Section 5 of the Federal Cigarette Labeling and Advertising Act (15 U.S.C.A. S 1334, as
amended) includes the following preemption provision:

(a) No statement relating to smoking and health, other than the statement
required by section 4 of this Act, shall be required on any cigarette package.
(b) No requirement or prohibition based on smoking and health shall be imposed
under State law with respect to the advertising or promotion of any cigarettes the
packages of which are labeled in conformity with the provisions of this Act.

Edward O. Correia, a professor of law at Northeastern University School of Law, has
explored the opportunities available to states in the wake of the Cipollone decision in his

! American Brands, the maker of MISTY cigarettes calls its direct mail operation a
"Smokers Information Center." Since each tobacco company maintains extensive mailing
lists of its customers and potential customers, information on harms from smoking and advice
on how to quit could easily be sent to these individuals directly as part of public information
campaigns. |

"Who's Minding the Tobacco Store?"
Slade and Ballin



S

¥

15

FDA should use its existing authorities to regulate all "low yield" tobacco
products as drugs under Sec. 201 of the Federal Food, Drug and Cosmetic
Act. .

Congress should enact specific statutory authorities which without question
give the Food and Drug Administration the authority and the resources to
regulate the manufacture, distribution, sale, labeling, advertising and
promotion of tobacco products.

The nation’s governors should make the regulation of tobacco products a
priority in health policy initiatives.

States should use their existing drug authorities to regulate "low yield" tobacco

products as drugs.

States should consider enacting specific statutory provisions which would
regulate the manufacture, distribution, sale, labeling, advertising and
promotion of tobacco products as a class of drug. These new requirements

-should include full disclosures of ingredients and of information known to the

manufacturers about the toxicity of the products as well as requirements that
the manufacturers assist customers who want to quit.

States should ban billboards which advertise tobacco products.
States should use existing consumer protection authorities to regulate the

manufacture, distribution, sale, labeling, advertising and promotion of tobacco,
products. ' ’
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25 YEARS OF FAILED SELF-REGULATION
AND CORPORATE IRRESPONSIBILITY

"We accept an interest in people’s health as a basic responsibility, paramount to every other

consideration in our business.
"We believe the products we make are not injurious to health."

Tobacco Industry Research Committee
paid advertisement that appeared in the
New York Times on

January 4, 1954

* * * * * *

"Cigarette Makers Adopt
an Industry Code for Ads"

“The nation’s major cigarette companies have agreed on a cigarette advertising code that
would be enforced by an independent administrator.... Prowsxons of the code would bar
ads directed mainly at persons under 21 years of age..

New York Times,
April 28, 1964

k. ok W W oW ow

" Advertising is basic to the successful distribution and sale of any consumer item on a
national basis.

"On April 27, (1964) the cigarette companies announced the Cigarette Advertising
Code. This code prescribes certain standards for cigarette advertising. The standards
relate primarily to two areas: advertising which has an appeal to young people.... Under
the code, all cigarette advertising must be submitted to the administrator before it is used.
The administrator is fully empowered to determine whether advertising complies with the
standards of the code. If it doesn’t-he will veto its use. Any company who violates the
administrators ruling may be required to pay up to $100,000.

"This advertising code represents a sincere effort by the industry to respond to

criticism of the industry’s advertising which has been voiced in some quarters. It is an

earnest effort at industry self regulation. I hope that the industry will be given a reasonable
opportumty to implement this code.”

Statement of Bowman Gray, on behalf of the
tobacco industry,
before the House Committee on Interstate and
Forelgn Commerce,
June 25. 1964

» * » » * *



"It’s conduct (tobacco industry’s) has been both responsive and responsible to an extent
unparalleled in American industry.... In 1964 it established an advertising and promotion
code to limit its message from reachmg youth audiences. Although the code has been
technically terminated, its principles are still adhered to." ‘

Statement of Horace Komegay
President, Tobacco Institute
before the Senate Committee on Commerce
February 1, 1972

* * * * * *

" After three decades of investigation and millions of dollars invested ... the smoking
and health controversy remains unresolved. The net result of all of this effort has been that
no causal link between smoking and disease has been established. This is a scientific fact
readily available to anyone willing to make an objective unemotional study of the existing
evidence."

Statement of Edward A. Horrigan, Jr.
on behalf of the Tobacco Institute
before the House Energy and Commerce Committee
March 12, 1982

LT T T T A

"Smoking is an adult practice to be considered only by those mature enough to make an
informed decision. In 1964 we adopted a cigarette advertising code prohibiting advertising,
marketing and sampling directed at young people.

"In short our industry has acted responsibly in the past and we see no reason anyone
should feel that we will not contmue to do so in the future."

Statement of Edward A. Horrigan, Jr.
on behalf of the Tobacco Institute
- before the House Energy and Commerce Committee
March 16, 1982

% % *® % * %

"As you know the cigarette industry has long taken the position that cigarette smoking is
only for those adults who choose to smoke. The voluntary advertlsmg and samphng
restrictions ... have been designed to implement that policy decision. "

"In addition, such advertising may not suggest that smoking is essential to social
prominence, distinction, success or sexual attraction. "

"The major U.S. cigarette manufacturers also have adopted, and have aggressively‘
implemented a Code of Cigarette Sampling Practices."

"In addition the Institute as well as individual cigarette manufacturers have sponsored a
variety of advertisements encouraging parents to intercede with their children to prevent
them from smoking." - :



- "The gist of the advertisements perhaps can be illustrated by the headline, ‘Do cigarette
companies want kids to smoke?’ No. As a matter of policy. No. As a matter of practice.
No. As a matter of Fact No!"

"Working with the National Association of State Boards of Education, or NASBE, we have
undertaken an ambitious program to assist parents in persuading their children not to
become involved in activities appropriately reserved for adults, mcludmg cigarette smokmg.
That program has been vigorously promoted by extensive advemsmg in major media."

"We are proud of the industry’s record with respect to cigarette advertising generally and
youth smoking in particular. We would submit that the industry’s record is one of
unparalleled restraint and responsibility. "

Statement of Horace R. Kornegay Chairman,
Tobacco Institute
Before the House Energy and Commerce Committee,

August 1, 1986

R T R T

"The Tobacco Institute is today announcing a series of new initiatives. These broad based,
new programs are designed to discourage youth ... to reduce youth access to products and
to address concerns that have been expressed recently about cigarette advertising and
promotion. In announcing these initiatives, I feel it’s important to first point out that they
- expand and reaffirm this mdustry s long standmg commitment and a history of positive
actions against youth smoking.”

Statement of Brennan M. Dawson
Vice President, Tobacco Institute

December 11, 1990

K L * L * *
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Coalition on Smoking OR Health

February 19, 1993

The Honorable
U.S. House of Representatives
Washington, D.C. 20515

Dear Representative :

You have previously received from the Coalition on Smoking OR Health
copies of our 1993 legislative/regulatory agenda as well as a copy of an
extensive article that appeared in the Greensboro News & Record
concerning the misinformation campaigns conducted by the tobacco industry
to mislead the public and Congress about the need to regulate this dangerous
product. We hope you have taken the time to seriously review those articles.

Enclosed you will find another article on the same subject that appeared on
the front page of the Wall Street Journal on Thursday, February 11, 1993.
Again the findings are revealing and of great concem to the health
community.

As a member of the House Energy and Commerce Committee only. you can
undo the tragic mistake that was made back in 1964 when the tobacco
industry convinced legislators that they were truly seeking the answers and
the solutions to the tobacco and health problem. As the Wall Street Journal
article notes, the deception really began in 1954 when the industry ran a full
page advertisement in the New York Times in which they assured the public
that they accepted "an interest in people’s health as a basic responsxbxhty,
paramount to every other consideration in our business."”

It is no lohger appropriate to talk about health care reform and turn a blind
eye to the one product that accounts for 430,000 deaths each year and is A
conspicuously absent from any regulatory controls. It is time to regulate the

1150 Connecticut Avenue. NW, Suite 820, Washington, DC 20036
Telephone: (202) 452-1184 FAX: (202) 452-1417



manufacture, distribution, sale, labeling and advertising of this product in a
manner consistent with the way other legal products in our society are
régulated. It is time for the Food and Drug Administration to be given the
clear statutory authority it needs to ensure that the health of the American
public is protected to the maximum extent possible without banning the
product. It is time to end this thirty year charade that has taken the lives of
millions and millions of Americans. We hope that you will put health above
the economic interests of the tobacco industry and do what is both fair and
equitable. '

. Sincerely,

Alan Davis ,
Vice President for Public Affairs -
American Cancer Society

Scott D. Ballin
Vice President for Public AffausA
American Heart Association '

Fran Du Melle
Deputy Managing Director
American Lung Association

cc:  local Amerxcan Heart Association, American Lung Association and
American Cancer Society Affiliates



Smoke atid Mirrors

How Cigarette Makers
Keep Health Question
'Open’ Year After Year

| Council for Tobacco Research
Is Billed as Independent
But Guided by Lawyers

An ludustry Insurance Policy

By ALix M, FREEDMAN
And LAURIE P. COlIFN
Staff Reposters of Toe WALy, Sraeny Jounnat.

This §s the story of the longest-running
misinformation campatgn in U.S. business
history, and how it may ultimately back-
fire on i1 corporate sponsors.

The tale opens in 1954, Clgarette smok-
ing, like tall fins and the new music called
rack-and-roll, was fun and glamorous. But
a warning had just been sounded that
smoking might not be good for you. A
scientist at Memorial Sloan-Kettering Can-
cer Center had painied tobacco tars on the
backs of mice and produced tumors. The
tobaceo Industry met thig sudden threat
head-on. )

In ful-page newspaper ads headlined
“A Frank Statement to Clgarette
Snickers,” tobacco companles announced
that a new research group, funded by the
Industry but Independent, would examing
“all phases of tobacco usé and heaith,”
its solemn pledge: "We accept an Interest
in people’s health as 4 basie responsibiiity,
paramount to every other consideration in
our business.” . .

The tobacco Industry’s main Vehicle lor
damage control was up and tunfilng.
Sowing Doubi

For almost four decades, the Council for
Tobacco Research Inn New York City hag
been the hub of a massive efforl to cast
doubt on the lihks belween smoking and
-disense. Sponsated by U.S, tobdcto tompa-
nles and fong run behind the scenes by
tobaceo-industry lawyers, the osternisibly
independent councl! has spent millions of
dollars advancing $ympathetic sclence. At
the same time, it has Sometimes disre-
garded, or even cut oll, studles of Its own
ihgt impllcated smoking as a heaith has-
ard.

“‘When CTR resesirchers foutid out that
clgarettes were bad and it was better not to
smoke, we didn't publicize that” In resi
releases, says Dorothea Cohen, who for 2
years until her Fetirement In 1389 wtote
Summaries of grahtee reseatch fot the
Council's ahnual teport. “The CTR 19 just
a lobbylng thing. We were lobbying for
clgarettes.” -

Many companles Under attack for thelr
products have underwritten research lo
buttress safety claimg. What sets the to-
bacco Industry apart are the scope, aggres-
siveness and persistehce of I8 undertak-
ing. For decades rival tobaccd tompanies
have acted in concert to combat the grow-
Ing body of evidence linking thelr products
to cancer, heart disease and emphysema,

-3 X “t .. ¥
L‘ﬁéaa {nsurance )
The 1.5, Centers for Disease Conirol
today }inks 434,000 deaths 4 year to smok-
ing. The surgeon general has declared
smoking “the single largest preventable
cause of death and disabiitty,” citing
“gverwhelming” evidence from no less
than 50,000 studies. Yet the wisp of uncer-
tainty supplied by the Council has always
been enough lo protect the 350 biillon
industry In Congress and especiatly id
court, and tobacco companles have never
paid a dime in product liability claims.

Addison Yeaman, a former Brown &
williamson Co. lawyer and ex-chairman of
the Councll, says the passage of time
hasn't altered hig lalth in this view ex-
pressed at a Councll meeting in 1975: Thé
“CTR 1§ {the] best and cheapest Insur-
ance the tobacco industry can buy, and
without I, the Industry would have t
invent CTR or would be dead.”

~ Michael Pertschu, a former chatrman
of the Federal Trade Commission, findd
the Industry’'s defense extraordinary: -
*‘There never has been & heaith hazard S0
perfectly proven as smoking, and it s A
measure of the Council's success that It 13
able to creale the Huslon of controversy in
what 18 so eleganily a closed Sclentifit
case.”

A Legal Perdl ;

Bul now the device the Industry has 3o
fong used td deflect attack has become its
biggest vulnerabliity. That Is because the
Supreme Court last year said smokers can
sue accusltg the Industry of deliberately
hiding or dlstorting smoking's dangers.
And the U.S. attorney’s office In Brooklyn,

" N.Y.. 1§ conducting 4 criminal investiga-

tlon into whether thé industry used thé
Councli to defraud the plblic. :

whelher anything Wil come ol thé
criminal lnquiry — dhd whether plaintiffs
can convince juries that the industry did In
tact misrepresent health hazards — are
very muchopen guestions: just last month,
one jury rejected altegations of & conspir-
acy. Bul If plaintiffs should begin lo
succeed, perhaps by galning access to
now-secret Council documents, they coutd
turn on Its head what up to now has been 4#l
almuost lotatly winning Industry strategy:

The Councli for Tobacco Research de-
tlined to respond to questions about it
activities, as did alf of the Big Six tobacco
companies — Phillp Morris Cos.. RJR Na.
bisco Holdings Corp., Amerlcan Brands
inc.. B.A.T Industrles PLC (parent of
Brown & Willlamson}, Loews Corp. (pat-
ent of Lorifard) and Brooke Group Lid.
(parent of Liggett Group}.

At the outset, many in the industry
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thought the late-1953 crisis posed by the Stoan-Ket-
tering mouse research was entirely manageable.
With the Conucll, “the Industry was told that In the
best of worlds, we'd do a great service to
mankind,” says James Bowling. a former Philip
Mnrris director. "Our product either would be ex-
anerated or, If involved |in causing cancer], they'd
identily the ingredients and we'd take them out.
We thought this Is marvelous.”

So apparently did some scientists. The Councii
snagged a noted figure, Clarence
(ook Little, as its scientific direc-
tor. Thinks to his retown as a for-
mer Unlversity of Michigan presi-
dent and director of a prestigious
laboratory, the Councll was able lo at-
tract an Mustrious scientific advisory
board, which culled through proposals
from a who's who of American sclen-
tists who sought its research grants.
Over the years, it has doled out
more than $200 mittion.

But the Council’s role was never
Just research. It was largely a
creature of Hill & Kunowllon, the
public-relations  firm,  which
cigarette  merchants  retained
when the mouse research came
oul. Hill & Knowlton installed the
Council in the Empire State Build-
ing in New York one floor beneath its
own offices, with one of the PR flrm’s
staffers as the supposedly independent
research eouncil's executive director. Hill &
Knowllon also began publishing a newsletler
that repurted such news items as “Lung Cancer
Found In Non-Smoking Nuns,” and i helped au-
thors generate books with titles like “Smoke With-
out Fear” and “Go Ahead and Smoke.”

Some people, including many in the news
media, were skeptical of the Council. “To re-
porters, the Councll was never independent,” says
Eavl Ubell, 1 veleran sclence reporter at WCBS-TV
In New York. "It was a wholly owned subsidiary of
the tobacco indusiry.” But In the interest of bal-
ance. journalists writing on smoking and healih
routinely included the Cauncil's views.

And many smokers lacked the professional
skeplicism of reporters. *You would have to have
lived in that era tv understand -they kept provid-
Ing false reassurances, o [ had no ldea thal smok-
Ing was so very dangerous,” says Janet Sackman,
who once appeared In ads as Miss Lucky Strike
and who now has throat cancer. .

As early as 1958, however, the Councll had
strong intimatlons from studies i fInanced that
stnoking could be dangerous. “Clgareite smoke
condensate ts a weak mouse skin carcinogen,” said
a Council-linanced study completed in that year.

Ensuing Council-fluanced research found more
links {o disease. In 1961, a study of 140 autopsies at
a Veterans hospital in lowa City, lowa, sald “a his-
tory of cigarette smoking is significantly related {o
the incidence of carcinoma.” In 1961, researchers
at Philadelphia General Hiuspital and the Universi-
ty of Pennsylvanta linked chronic smoking to earti-
er coronary artery disease and a higher Incidence
of corunary occlusion, R

The Councll summarised siich results in its an-
nual reports, but it often chose other research to
stress to the public, 'Ms. Cohen, who wrote the
simmaries, cites a 1965 study that said pregnant
women who simoked had sinaller bables and were
more likely to give birth prematurely. But the in-
dusiry in 1982 subinitted to Congress a siudy the
Council hadn’t linanced, saying that sinokers had
no greater risk of premature babies and that low
birth weight wasn't a problem.

“In the *G0s,” says Ms. Cohen, “there was so
much bad news about smoking that there reaily
wasn't much the CTR could put out, but anything
they could find they would use.”

. e ekt e W e P iy
THE LAWYERS STEP IN

fy 1981, keoping the case open was no tonger
just shrewd public relations: it had become a legal
hnperative. A mare Amerleans came io helleve
smioking conld kifl, the number of tohaceo Habllity
sulis Jumped to 17 from seven the year hefore. And
in that year, the Surgenn General labeled smoking
a health hazard.

It “was a serlous. stunning shock.” says Mr.
RBowling, the fermer Phillp Morris director.
“That's the stage at which the lawyers bacame a
ot more (nvalved.”

Needing a defense from sclence s never be-
fore. yet dreading the legal exposure thal adverse
rreeateh would bring, the Industry created within
the Connell a Spectal Urojects  division—with
lawyers, tint sclentists, at the hefin. Much of what
It ditt was shrouded In mystery, "Everything was
cinnk-and-dagger.” recalls John Kreisher, a for-
mer associate sclentific director of the Councll.
“We wrren't allowed on thelr floor,”

The core of the lawyers’ operation was a vast
daiabase, storing the world's Iiterature on tohacco
awt health, data on foes and strategy documents.
The Inwyers hegan shuttling the globe, looking for
rescarel and expert witnesses. They snught out
stdtes spporting causation of ung cancer by (ac-
tors othel than smoking and research suggesting
the complex origin of afl diseases linked lo tobacen.

Overtures lo sclentists usually were handied by
outside law firins, especially Jacob, Medinger,
Finnegan & Harl in New York. It also served as
comnsel {0 the Counctl, and lts Edwin Jacob took
the lead role at the Specla) Projects unit, This ar:
rangement offered eruclal advantages. Notes Roy
Marse, a formet research chilef at R.J. Reynolds:
“As soon as Mr. Jacob funded™ a scientillc study,
“i 'was a privileged retationship and Wt couldn’t
come into court” because of legal rules protecting
attorney-client communications. "So they could do
projects that they could bury il they chnse.”

inw olten they may have done thal s unclear,
becanse 1,500 Conncll documents are under seal in
a federa! sull In New Jersey, withheld ander the
attorney-client privilege. In any case, the industry
had other options, stuch as hatting funding after an
{nitial phnse. Mr. Jacob and the firm of Jacob
Medinger declined to comment.

SCIENTISTS SIGN UP

In 1074, the Special Projects untt gave Hugh Fu-
denberg. an lmmunologlst, lunding to determine
whether somé people are geneticatly predisposed fo
einplivsema. Ear:{ results indicated up to 107
inight be. Dr. Fuderiberg planned “to warn high-
risk people not to smoke,™ he says, but helore he
eould his funding wag digcontinued without expla-
pation. “They may have cut me off because H
would have been negative for them.” he speculates.

A researcher named Geollrey Ashton learned
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the 1imits of the Councll’s independence In 1976.
He was invited by Mr. Jacob to study whether
there mighl be some geneltic factor underlying
both sinoking and certaln diseases. But the study
never got funded. Dr. Ashion says the lawyer tuld
himn “the presidents of the tobacco compantes had
turned down the proposal because they didn't
think the outcome would be useful to them.”

This case, like several others, points up the
sumetimes-perplexing relatlonship petween sclen-
tists and the tobacco Council. Dr. Ashton says he
was “very apprehensive” about casting his lot with
the tndustry. What {inally won liim over? “Not to
shock you, but scientists arve always looking for
money to further thelr research,” Dr. Ashton says.

Likewise, a pharmacologist, Charles Puglia,
did a spectal project for the Councll's lawyers from
1979 to 1981, although he believed smoking o be
dangerous. He explains: "1t was early on in my ca-
reer andl it got me started with a laboratory.”

While these sclentists hesitated to accept tobac-
co funding but finally said yes, others, such as
Theodore Finley, hesitated and fInally sald no. Dr.

Finley, engouraged by Jacoch

Medinger; lawyers {o apply
for cigarette research fund-
ing, declded 1o examine
whether  emphysoma
can result from a re;
duction that smoks
- ers face ln\l pro:
" tective Mning of
the lung. He
soon backed
out. “I my
theory
was cor-
rect, it

JILESTONES INTHE ~ ~ ™%
TRUGGLE OVER SMOKING

L $983: Sioan-Kettaring :
esearcher Ernast Wynder paints

I jobacco tars on mice and produces .
ks cancer.

M 1984: industry forms

e Council for Tobacco Research.

&

would
have dis-

credited. L. 0 1984: industry faces first
cigareties,” § - tobacco Habillty sult, Pritchard-
he says. “But il Ligoett & Myers (drapped by

it would be
hard to talk about
the evils of tobacco
white being support-
ed by them at the -
same time. This was
dirty money -1 fclt like a
prostitute.”

The researchers the Coun-
cil cuitivated most assiduously
were those of a different breed:
contrartans whose work disputed
the perils of tobacco. For Instance,
James F. Smith did two controversial ©
studies in the 1960s and 1970s saying

- smokeless tobacco did not cause cancer.
{The surgeon general In 1986 said |t ratsed
the risk of ora) cancer.) e ,

Although Dr. Smith all but repudiated his

'own canclustons on CBS's 60 Minutes” in 1585

" urging the public td avold smokeless tobacco~a
stiort time later he acknowledges he accepted an
offer of several thousand dollars from Jacob
Medinger lawyers to review scientific Hiterature in
preparation for a tobacco labllity suit. The plaln-
titf was the mother of an Oklahoma youth who had
died of oral cancer after using smokeless tobacco-
fur seven years, .

The Jacob Medinger firm and other defense
lawyers won the suit, Invoking Dr. Smith's studles
as independent research. But there are indications
he had longstanding tes to the Council: one court
documnent shows his first sfudy was earmarked a

e

e

BE plaintift 12 years later).

' 1 19684: Surgeon (
calls-cigarette smokin

: azard.”

o 1968: o

secretive, lawy

B, Projects divi

earller. Dr. Smith says the Council pald for equip-
ment at his department’s lab at the University of
Tennessee when he was doing hld smoketess-to:
bacco studles, though It didn't finance the studles.

REWARDING RESEARCH

Twn other favorits Sclentists of thé Counchl
were Carl Seltzer and Theodor Sterling. Dr.
Seltzer, a hinlogical anthropologist, believes smok-
Ing has no role In heart disease and has alleged in
print that data In the huge 15 year, 10.000-person
Framingham Heart Study-which found other-
wise—~have heen distorted by antitohacco te-
searchers. Framingham Director Willlam Castelll
scolfs at Dr. Seltzer's critique but say4 it “has had
tnme hinpict In keeping the debale alive.”

Dr. Sterling, a statlsticlan, disputes the valldity
of population studles Hnking smoking to illness, ar-
guing that thelr narrow focus on smoking ohscures
the more likely disease cause -nccupational expo-
sure to toxic fumes,

For both men, defying conventional wisdom

has been rewarding. Dr. Seltzer says he has re-
celved “well over $1 mililon™ from the Councll for
research. Dr. Sterting got $1.1 milllon for his Spe-
ctat Projects work in 1877-82, court records show.
. Inrelying on such rescarch, the tobacco industry
Is “exploiting the margins of sclence.” conends An-
theny Coluccl, a former top researcher and later di-
rector of scientific IMigation support at R.J.
Revitolds. He olfers an analogy: “There's a forest
Tuft of data that says tobacco kills people, and sitling
on one tree Is a Nzard with a diiferent blochemical
and physiological makeup. The industry focuses on
that izard ~ that tiny bit of margtnal evidence.”

R.J. Reynolds Is sulng Dr. Coluccl, an outspo-
ken critic, to keep him from testifying in & trial or
talking to the media nbout tobacco Uability, and
accuses him ol demanding a blg consulting con-
tract to keep qutet. Dr. Cotucel says Reynolds “ma-
niputated the negotiatlons” so It can now portray
them as an extortion attempt. 11é adds: “ThisIs a
clear demonstration of the extent to which a tobac-
¢o rompany will go lo sllence someorie who is
tetling the truth.” : .

The Spectal Projects unit wotked In a varlety of
ways to protect tobacco companles. Lobbying In
Congress against adverltsing curbs, the industry
In 1382 sibmitted to Congress a researcher's state-
ment that peer pressure, nof advertising, induced
young people to smoke. Congress wasn't totd that
the research had been funded by Councll attor-
neys. This was no accldent. At a meeting of tobac-
co-company lawyers the year before, Mr. Jacob éx-
plained that the reasen for funding that particular
research as a Speclal Project was to conceal the re-
searcher's tles to the Industry. “We did hot want it
out In the open,” Mr. Jacoh sald, according tethe
meeting transcript as cited in a Newark, N.J., led-
eral judge's opinton.
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The Counell's awyers werén't conlent for long
to comfiue thelr activities to the Special Projects di-
vision. By the late 1960s, they had begun to én-
croach on.he smoking research emanating {ron
the putatively independent Councll Hself. Often
the Couneil and Hs lawyers shdred or swapped prof
jeets and seientists,

Iy 1968, the Council had begun putting re-
searchers under contract {or many studies. This
gave {t the right o control both a study's design
and publiration of the resuits. flowever, as a con-
tractor, the Cnuncell enuld he held responsible for
withholding negative lindings. So its operatives
wanld do thelr utmost to ensure that ugly surprises
didn't arise.

This contributed to a parting of the ways with
I & Knowlon, “The lnwyers had this thing
wder eontrol . recalls Toet Velmans, a former
‘hief executive of the PR firm. It futt the account
n the Iate 19605, he says, out of [rustratlon that
he Industry “fof legal reasons felt |t couldn’t
idmit to anything lon tobacdd and health] because
hen it wonld he surd ot of existence.”

Savs Rebert Kersey, a formet head of tobaceo
esparch al Plppett: “ Almost evérything that tran-
plred had to be done under the 8tvice of touhsel
w it nothing ... wonld Incur a potential labitity.”

o

iIMOKING RODENTS

1 1968, the Councll contracted with Mason Re-
sarch Institnte in Worcestér, Mass., to evahiale
smoking machines” for anlmal Inhalation studted
nd do toxleity tests on rodents. AS the Study drew
» A close in 1972, Mason researcher Miasnig
agopian was astonished when scientists from the
ek and feom UL Reynolds began turning up
cekly at his Iab, where he say8 they sat for hours
king notes. They made sure that only. the most
netically vigorous {that Is, cancér-resistant} ro-
‘nts were going to be used, he says, and diclated
tlch rigarettes and how many pufls were ddmin- -
ered to them, )

“It got tn (he point where thej Were dlrecting
= course of the study,” says Dr. Hagoplan, “It
as nowhere near as objective a8 ¥f {t had been
findedt by” the gavernment, C

Aithough he did complaln td Masoi’s pres]- '
dent, Dr. Hagoplan concédes hé and other
researchers mainly “looked thé othet
way.” They wanted l6 madke surd thd cohi- -
tract was renewed 8o they kould 40 the *
critlcal expérimentd ont whether !
smoke allects todents’ Jutig Masuss, :f\

h However, the néil eihesied
funding before Madort begdt the

s up animatstudy, < 0 T

rd Speciat The Couhcll pulled out

the big gung dfter another
study, at Bio-Research
Institute in Cambridge,
Mass, When . Syrian
hamsters were ex-
posed. to  sinoké
twice a day It
54 10 80 weeks,
* 407 bl thode
of 8 caiicer: »
. - sustep-’

gress renuires
-arnings (later

.

Lt Congress bans TV
clgarette ads. :

982: Surgeon Gieneral
: clgarette smoking major
ngie cause 0f cancer mortality In

W 1983: Rose Cipotlone of
New Jersey sues three companies

saylng thelr cigarettes gave her
lung cancer.

B 1984: suigeon General
calls smoking “chief, single,
avoidable cause of death In our

soflaty * '

tible
strain
and 1%
of a resis
tant  straln
developed mna-
flgnant tumors.
Relare publishing
the study in 1974,
the Institute’s found-
er. Freddy lnmberg-
er, sent a manuscript to
Robert Hockett, then scl-
entitle director of the Coun-
cil. Dr. Homherger says he
tiad tn do sn becanse halfway
{hrough his study, the Counch!
had changed it from a grant to n
contract “so they could controt
publicatinh ~ they were quile open
ahout that.” .

Spen thereafter, Dr. Hocketl dnd Mr.
Jacob, the lawyer, hastened. to Dr.
Homberger's snmer home In Malne, Thelr
misslon? “They didn’t want us to call anything
cancer.” Dr. Homberger testified years later at
the Rose Cipotone tobacco liabitity triat in federal
conrt fn Néwark, N.J. “They wanted It to be pseu-
do-epithellomatous hyperplasia, and that Is a eu-
phemism for leslons preceding cancer. And we
sald no, this isn't right. It is a cancer.” Today, Dt.
Homberger adds that Mr. Jacob told him he would
“never gel A penny more” If the paper wés mib
lished without making the changes.

He compromised. Al the last minute, he changed
the final proofs to read “micro-invasive” cancer.

- LI3BI SUighsii LERgEn
_ calls smoking “chief, single,
. avoldable cause of death In our
soclety.”

W 1988: Surgeon General
says passive smoking can caus
lung cancer and smokeless

tobacco can ralsé oral-canc
Hisk.

m 19886 1n Oxtan
U.S. Tobacco wins ot

smokeless-tobacet
aver tried.

| 1988
award agali
Jury In Ni
pay Clir
awar

sul

* meanitig & microscoplc malignancy. Despité this, '

his lab was never funded by the Council again.

Dr. Homberger would come to regret his con-
cesslon. And the Councll would find 4 use for tt
on the $ame occastori on which It eventually would -
use research from another fab, Microbiological As-
snciates of Bethesda, Md.

WHAT KIND OF CANCER?

The Councll contracted with that lab-to do the
world's largest Inhatation study, Involving more
than 10,000 mice. To do it, the Councll spent hun-
dreds of thousands of dollars in a quest for the per-
fect smoking machine, one that prevented mice
from either holding thelr breath or overdosing on
carbon monoxide. The lab initlally had consider-
ahie freedom, says Carnl Henry, who was its direc-
tor of inhalation toxicology. But after nine years of
work and $12 miftion, the team was told In 1982
that it could no longer meet with Councl staflers
wnless a lawyer was present.

“We had never done science through fawyert
hofore. and we told them It was unacceptable,”
says Dr. Henry. She says & Jacob Medinger lawyer
told her, “That's the way its.” A

The sclentists knuckled under. I the Councli had
canceled helore alt phases of the first experiment
were done, 40 staifers might fose thefr jobs and nine
years' worth of data would never come to light.

in the first experiment, In which mice inhated
the equivnlent of five cigarettes a day, five days$ 8
week, for 110 weeks, 13 out of 978 mice got cancer—

’

’
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- & 10% possibility the results were dye to chance,
. Whereas sciéhtists prefet no thofe tHRl 8%, Bven &,
“br: Henry says the study buift 4 “ver§ strong cast”
that cigarettes can Induce cancers in Animals. This
was lo be the firet f spve ie' riménts.
But lawyers from Jacob Medinger iald Micrablo-
fogical the project would go no further, “When
contract 1§ canceled given these kinds of resultd,”
Dr. Henty say$, “reasonabld scien!lsis might con-
cltide the llabtiity Issne must have suddeniy become
apparent to this group.” In fact, says Dr. Kreishér,
the Councll's former assnclate sclentific director,
Council tawyers "worried like hell” ahout it.  °
Mlcrohlological and the Counclt parted
ways, hut the tobacen Industry got plenty bf
miteagn ont of the Microblolagical mice. In
1981, the Council issued a news relcase
noting the absence of squamous-cell
hing cancer In the lab's study. The
timing wasn't coincidental: That
year, lawyers from Liggelt,
Phillp  Morrls and  Loriltard
began taking depositiohs In .
the tandmark case of Mrs.
Clpollone, a New Jerséy
woman  whose lamily
clatmed she had died bl
smoking-relatéd
squamouns-cell lung
cancer, And af the
federal trial four
years later, a
wilness for
the defense
sald the
fact that

amaCity, )
iy
o lability case *.

AN
: In only damage "
nst indusiry, federal >
‘ewark ordets Liggett to
poliong helrs $400.000;
td Is tater overtwned and
it Is dropped In 1992,

W 1992: federal judge In
Newatk, seeing possible 3
_tobacco-industry lraud, moves

L " tolet aplaintiff see Councll
documents protected by lawyer
4 Cllent privilege: laler, judge is
R, removed and order Is voided.

M 1992: U Attorney 1
k. Brooklyn, N.Y, begins crimina
Ik probe of industry,

- M 1992¢ Suprema Court ¥

b, says smokets can filasulls
the smok- . accusing lobdcco compantes 6
Ing mice X, . deceiving pubilic about smokig Y
didn't  get AN ; dangers desphte warning-abel
squamous-cell AR faw. ! C

carcinema [{al- - ‘ L
though some did .h éﬁ?ﬁ’cmst&fj
get rancer) show i, Beteville, ., findd no

“ed that “clgarette .0
smoke has not been ; bonspiracy 18 hide t
& dangers. |

ey

i)

%

shown Lo be & cause of
lung cancer.”

The witness also put Dr.
lomberger's Syrtan ham-
sters to good use, Smoking
hadn't produced any more than
“micro-invasive” tumdrs in the
hamsters, noted the witness, toxicol-
ogist Arthur Furst.

pr. Homberger, regretting he had
agteed tinder pressure to usé {his milder
wording, calls this usé of his Ffeport
“baloney,” adding: “It was ckntéet beyond any |
question, not only In ouf opinion but in the view ;
of the experts who looked al the slides.” Dr. Furs|
decilned to esmment, . ¢

The tobacco companies succeeded {n plantid
doubt It sume jurors. “f didn't think it wds prove
sclentifically that smoking caused her lung cdn-
cer,” says Juror Barbara Relily. She says that
undet pressure from other jurors, she and two
other holdouts went along with a finding In faver
of the Cipollones, but managed to hold the dam-
nges to $400,000 instead of the $20 million fome
wanted to give. The award was based on'[alse

pre-1968 adveitising. - - 1 - .

An appeals court overtirned the verdict, saying
the plaintiffs had to prove Mrs. Cipollone had relied
on the ad claims. In December, the Clipotionés with-
drew the sult rather than retry it, citing the cost.

The advent of thig sull had toinclded with the
end 6f the Council's contract and Speeis! Projeets
research, as well as the waning Influence of Jacob
Medinger; which departed under pressure in 1984,
Tobaceo Industry lawyers sy privately that execu-
tives and attorneys grew fearful that the Councl,
though designed to deflect Hability, would ®ind up
incurring just that, because it could be portréyed
as having breached a public pledgé to do Indepen-
dent research. o :

LEGAL LANDSCAPE ShiFt$

It fact, by the mid-1980s, the industry had begun
to face thd very $uild Agalnst thé Councll that it
feared. In one, the Cipollohe farhily 4 ldwyet, Matc
Edell, sied the Councll In 1984 on behalf of Susan
Hatnes, the daughter of 4 lung-cancer victim.

To prove his claims of fraud ahd con$piracy,
Mr. Edell has beed trylng {d get dcess to thé 1,500
Counell docuntents thé Industry Kas Rept sscret by
thvoking altorney-cllent privilege. Such privilege
can bé abrogated In casé of fraud. 4nd last yedr a
federal judge In Newatk, citing possible evidence
of fraud, set in motion the Process of making docu-
ments available ta Mr. Bdelt. The judge, H. Lee
Sarokln, who had been héaring lobdcco lawsuits
for a decade, wrote a &cathing oplnion saying that
the tobacco ihdustty may be “the king of conceal-
ment and disinformation.” - ,

A federdl appeals court tetiovéd him lrom the
case last September for fating td maintain the ap-
pearance of impartiaiity. A heW judge will decide
the critical Issue of whether thie Industry must d-
vulge any of the 1,500 Councii documents:

In the meantimé, plainti{s’ Attorneys aré pin-
ning thelr hopes on the Supreme Court's ruling last
June. The ruling, which grew out of the Clpollone
case, sald that aithough cigaretie wariililg labels
prevent $mokers from bringing “falluré lo wiin®
cases, plaintiffs may {fle sults Aalléging that
clgarette makers Inténtlonaiily hid or ntsrépre-
sehted fobacco's health hazards. This hag led
some to view the Council for Tobacco Re-
search as the key lo recovéring daindges
from the industry, .

Bul doing S0 may not Bé Sasy. Al the
end of January, a $taté court fury in
Beltevifle, 1IL.; téjected thé altegation
‘thal companles had consplred to
play down tobacco's dangerd.
Some say Wlhhing such & case
may depend oh getting access
lo sealed Councl! doct-

ments; ) !
. Atso tactng dn uphilt
3 batt1é 1§ the briminagl
thvéstigation by the
U8, Attorney &n
" Brooklyn, N.Y.

Prosecutors  afe

facing statute-of-

“fimitationg prob-
lems becdiise the
» Specigl  Projects

. moré ' that five
S iy prome
t what f
the best protectiot fot. the tb-

. baceo Industry 13 the teadiness of
certain sclentists to read the evidesice differéntly
from the thajorfty. Says Dr. Uvlucc, the 8%
Reynolds employee: “The Scleriti$td Eatt come frdin
Mars, but no matter how obsbuhS o how HiaBegot:
ten, As long as they are wHilhg to tell thé gelshtific
lte that ‘It's not proven,” the {fobifceo industry 1€ 81t
the hook.” 4 ;
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TOBACCO PLAINTIFFS FACE A GRILLING \

LAUREL, Miss. - Days after Bur! Butler
filed sult accusing six tobacco companies of
causing his lung cancer, a call came in to
the barber shop he'd owned for 30 years. “Is
Bur! still chewing and smoking?” the
anonymous caller asked. ’

A young barber who plcked up the phone
volunteered that aithough Mr. Butler had
never smoked, he did have a taste for Levt
Garrelt chewing tobacco. With that, the ine
went dead. But Mr. Butler, whe clairos he
got his cancer from second-hand smoke at
his barber shop.
thinks there is no
mystery. “We know
that was an encmy
from the tobacco
side,” he says.
“They were trylng to
intimidate us.”

The lead tobaceo
{ndustry attorney in
the case, James
Kearney, decltnes to
comment on any
aspect of the case.

The tobacco
industry’s great
suceess aguinst
Htigants lles not only

Burl Butler

in convincing jurors that tobacco-disease
links remain unproved but also in tactics
that scare off or wear down plaintiffs before
the cases ever come to trial, Now, as the
indystry faces a fresh round of suits, those
tactics will be put to the test once more.

THOROUGH SEARCH

A company accused of causing someone's
cancer ¢learly has an interest in probing for
alternative causes. But “the tobacco
Induxtry makes 8 &l:mtiﬁ feel asif
everything tn his Hfe is exposed,” says
Thomas F, Johnsot, a Philadefphia
attarney, “It can be debilitating and scary.”

Sleuths seek out anyone plaintiffs have
known in quest of gossip and clues, says
Doog Haldwin, an investigator th 1984-88 for
George L. Barnes & Associates In Los
Angeles, the Industyy’s favorite gumshoe
firm. He says notie of the work the firm did
while bé was there— for hundreds of
thotsands of dollars per plabntiff - was nsed
in court. So why hother? “We kiow detafls
about platntitfs that wonld have forced

possession charge he kad faced 10 years
earljer, a burgiary prison term he had

served and allegations of marital infldelity.
Attempts to present this In Philadelphia
federal court were blocked. Bat the judge
did allow evidence ahogt how potice once
heat an Intoxicated Mr. Gunsalus after he
broke Into the bar where he worked while it
was closed.

COURTROOM HARDBALL

“One of the issues in that case was i a
warning had been on a cigerette package
prior to 1966, would {t have made a
difference {n this person’s behavior,”
explains Edward Mannino, a tobacco
Industry attorney. The fact that Mr.
Gunsalus, desplte the beating, later broke
in agaln “indicates what this gentleman's
reaction would have been to 2 warningon a
pack of clgarettes,”

If 2 case makes It to trial, the hardball
continaes, Mr. Mannino sought a judge's
permission to tell a Philadeiphia federal
Jury that a witness for Mr. Gunsalus once
served tn the Nazl army. The judge said no.
Mr. Mannino says he merely argued his
right to cite the information to combat a
motion from the plainiiff, and “it never
occarred to me to use ft.° )

The industry is also known for
blanketing the courtroom with 30 or 40
lawyers, a tactic called “the wall,” says
New Jersey plaintiff's atturney Marc Edell,
A 1988 memo by an outside lawyer for R.J.
Reynolds, J. Michael Jordan, describes
another strategy.

“The aggressive posture we hive taken

depositions ... conttnues to make
these cases extremely burdensome and
expensive for plaintifls’ tawyers,” he wrote.
Mr. Jordan, who declines comment,
continues in the memoa to gther lawyers:
“To paraphrase General Patton, the way we
won these cases was nat by spending all of
Reynolds’'s money, but by making that other
son of 8 bitch spend all his.”

For Mr. Butier tn Missizsippl, the
emotional toll Is the worst part (his lawyers
are paying for the Htigation and will get
part of any damages). For one thing,

. Industry lawyers managed to delay the

Butler's barber-shep turned brown
and the silver ashtrays imto the ald-
fashloned barber chairs were asually full. |
But lawyers hoping to weaken the king- -
cancer vietim's case have grobed Mr.
Butler's school records, checked whether be
had a cigarette vending machine in his shap
the didn’t), grilled him sbout risks he took
by hanting and using power tools, and
asked what he ate. They e¢ven requested his
mother's recipe for “smothered gravy.”

- Laurie P. Cohen and Alix M, Freedman
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LEVELING THE REGULATORY PLAY»I?\’G FIELD
THE CASE FOR FDA REGULATION
OF TOBACCO PRODUCTS

FACTS:

o Cigarette smoking is a major cause of cancer, cardiovascular disease, emphysema,
chronic obstructive lung disease and stroke, and accounts for over 430,000 deaths
each vear.

o Tobacco products are as addictive as cocaine and heroin.

o Tobacco products have been exempted from every major health and safety law
enacted by Congress to protect consumers from dangerous products.

o No federal regulatory agency has the authority to regulate the manufacture,
distribution, sale, labeling, advertising and promotion of tobacco products.

o Tobacco mdustry promises of self regulation for the last 30 years have been a dismal
failure resulting in huge economic profits for the tobacco industry at the expense of
millions and millions of American lives.

FDA REGULATION OF TOBACCO PRODUCTS IS FAIR AND EQUITABLE:

o Providing the Food and Drug Administration with the necessary authorities it needs
to regulate this addictive killer would be an effective of way of significantly
dl%couragmv tobacco consumption by both children and adults without bdnmng the
product.

o By providing the FDA the authorities it needs to regulate the manufacture,
distribution, sale, labeling, advertising and promotion of tobacco products, in a
manner comparable to the way in which other legal products are regulated for their
health and safety, the FDA would be able to ensure the following:

a) That tobacco products are not sold or dispensed to minors and that such laws are

- effectively enforced.

b) That tobacco products are effectively labeled with information about addlctlon
environmental tobacco smoke, stroke, and other health ramifications not on the -
package.

¢) That all chemical addltwes are disclosed to the public and are testéd for safety.

d) That dangerous constituents in tobacco smoke be disclosed to the public (i.e.
benzene, arsenic; etc.) - -

e) That tobacco advertising and promotion be held to the same standards'that other
legal drug products are held to.

f) That no implied or direct health and safety claims are made unless they are
scientifically substantiated.

1150 Connecticut Avenue, NW, Suite 820, Washington, DC 20036
Telephone: (202) 452-1184 FAX: (202) 452-1417



/

American - AMERICAN LUNG ASSOCIATION" AMERICAN
Hedrf . The Christnas Seal Pecpie 2 ? MERE
_ Association : % SOCIETY

Coalition on Smoking OR Health

TOBACCO PRODUCTS:
AMERICA’S MOST UNREGULATED

ADDICTIVE KILLERS
FDA Authorities to Federal Authorities to
Regulate Foods, Drugs Regulate Tobacco

and Cosmetics

NICOTINE Yes No
~ ' (except when health claims are
made, however, FDA has failed to
use those authorities since the

1950’s)
RESTRICTION ON Yes No
ADVERTISING {except general
AND PROMOTION ‘ ’ authorities under Sec. 5 of the FTC
' Act)
ADDITIVES Yes ' No

{(no agency can require disclosure or
testing of the hundreds of additives
used in tobacco products)

DISPENSING Yes No

SALE,
DISTRIBUTION
LABELING Yes j ' No

(only Congress has authority, ie.
warning labels which are incomplete
compared to drugs, foods and

cosmetics) -
DESCRIPTORS/ Yes "~ No
CLAIMS ‘ .
REGULATIONS '

1150 Connecticut Avenue. NW. Suite 820. Washington. DC 20036
Telephone: (202) 452-1184 FAX: (202) 452-1417
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ORGANIZATIONS SUPPORT]NG ADMINISTRATIVE AND LEGISLATIVE
"~ EFFORTS TO REGULATE TOBACCO PRODUCTS

Academy of General Dentistry

Akron GASP

American Academy of Family Physicians

American Academy of Otolaryngology

American Academy of Pediatrics

American Association for Cancer Research

American Association for Respiratory Care

American Association of Dental Schools

American Cancer Society

American Chiropractic Association

American College of Cardiology

American College of Chest Physicians

American College of Physicians

American College of Preventive Medicine

American College of Sports Medicine

American Council on Life Insurance

American Dental Hygienists® Association

American Heart Association

American Licensed Practical Nurses Association

American Lung Association

‘American Medical Association

American Medical Student Association

American Medical Women’'s Association

American Nurses Association

American Public Health Association

American Society of Addiction Medicine

American Society of Clinical Oncology

American Society of Internal Medicine

American Speech-Language-Hearing Assocuauon

Association for Nonsmokers-Minnesota

Association of Women’s Health Obstetrical
and Neonatal Nurses

American Veterans Committee

Association of Black Cardiologists, Inc.

Association of State and Territorial Chronic Disease‘

Program Directors
Association of State and Territorial Health Officials
Asthma and Allergy Foundation of America
Cancer Care, Inc. ‘ .
Carter Center of Emory University
Center for Science in the Public Interest
Christian Science Committee on Publication

Church of the Brethren Washington Office

Committee for Children

Commuittee to Prevent Cancer Among Blacks
(Philadelphia)

Consumers Union

Doctors Ought to Care

Evangelicals for Social Action, Inc..

Fox Chase Cancer Center

General Board of Church and Society of the United
Methodist Church

General Conference of Seventh-day Adventists

General Federation of Women’s Clubs

Health Insurance Association of America

International Council for Coordinating Cancer
Research

Interreligious Coalition on Smoking or Health

Joint Council on Alergy and Immunology

Lawyers for Consumer Rights

March of Dimes Birth Defects Foundation

Massachusetts GASP

Minnesota Coalition for a Smoke-free Society

National Association of Community Action Agencies

National Association of County Health Officials

National Association of Elementary School Principals

National Association of Nonsmokers, Inc.

National Black Leadership Initiative on Cancer of
Philadelphia

National Coalition for Cancer Research

National Coalition of Hispanic Health and Human
Services (COSSMHO)

National Council for International Health

National PTA

National Perinatal Association

New Jersey GASP (Group Against Smoking

Pollution)
Oncology Nursing Society s
Pride (National Parents’ Resource Institute for Drug
Education)

Smokefree Educational Services, Inc.

Uptown Coalition for Tobacco Control and Public
Health

Washington Institute
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HISTORICAL OVERVIEW OF
CIGARETTE AND NICOTINE REGULATION
1930s: Congress expands definition of "drug" under the Food, Drug and Cosmetic Act

to include "articles intended for use in the cure, mitigation, treatment or
prevention of disease," and "articles intended to affect the structure or function
of the body." ‘ '

1950s: Courts uphold the Food and Drug Administration’s authorities to regulate
cigarette products as drugs when implied or direct health claims are made and
when the cigarettes are sold not just for "smoking pleasure only."

1970s: Action on Smoking or Health (ASH) files petitions with the FDA seeking
(among other things) to classify all nicotine cigarettes as “drugs” under the
FDC Act. The FDA states that ASH has failed to show any intent on part of
manufacturer to sell cigarettes as "drugs."

1980s: Courts uphold the FDA actions in the ASH petitions. (see above.) Consumer
' intent to buy the products as "drugs” is not enough, intent on the part of the
manufacturer must be shown.

1984: The FDA approves drug application for prescription drug Nicorette, a gum
containing nicotine.

1987: The FDA issues a regulatory letter to Advanced Tobacco Products, Inc.
indicating that their product "FAVOR" a non-conventional, non-tobacco
cigarette is a "drug” under the FDC Act.

1988: The Coalition on Smoking OR Health (comprised of the American Heart
‘ Association, the American Cancer Society and the American Lung
Assocxanon) file a petition with the FDA asking the agency to regulate all low
tar/low nicotine products as "drugs" under the FDC Act. (Petition remains
pending.)

1988: The Coalition on Smoking OR Health and the American Medical Association
file petitions with the FDA and the FTC seeking to classify “"Premier” .
cigarettes (the so-called cleaner, heating cigarette) as a "drug" under the FDC
Act. R.J.R. withdraws the product from the market. '

1989: The FDA issues a regulatory letter to Masterpiece Tobacs indicating that a
chewing gum containing tobacco was a "food" under the FDC Act and because
tobacco is a. dangerous, hazardous, unapproved substance for use in food the
product was "adulterated" and could not be marketed. .

'1991: The Coalition on Smoking OR Health file petitions with the FDA and the
FTC seeking to classify Benson and Hedges "De- Nic" cigarettes as "drugs"”
under the FDC Act. (Petmons remain pending.)

1991: The FDA approves drug applications for marketing of transdermal mcotme
patches.
1150 Connecticut Avenue, NW, Suite 820. Washington, DC 20036
Telephone: (202) 452-1184 FAX: (202) 452-1417
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INTRODUCTION OF THE TOBACCO AND NICOTINE HEALTH AND SAFETY ACT

MR. SPEAKER, Today I am introducing legislation to correct a
serious omission in the regulatory authority of the Food and
Drug Administration. While the FDA has jurisdiction to protect
consumers from unsafe foods, drugs, cosmetics and medical
devices, it is powerless to do anything about one of the
deadliest consumer products =-- tobacco. It is time correct this
situation.

Each day 1200 Americans die from cancer, heart disease,
chronic obstructive lung disease and stroke as a result of
cigarettes. Some 50,000 scientific studies on the relationship
between smoking and disease have been conducted. The results are
conclusive. Tobacco use is the single most preventable cause of
death. Tobacco products are implicated in the deaths of 434,000
people each vear.

Although the FDA has the authority to requlate foods, drugs,
cosmetics and medical devices, the first law establishing the
agency did not list tobacco in the legislation’s narrow
definition of a drug. While the definition of what is a drug has
been expanded several times since, cigarettes themselves have

' never been classified as drugs. However, in two court cases the
FDA has been found to have "indirect" authority to regulate
tobacco products when the advertising implies that the product is
intended for some purpose other than smoking pleasure.
Specifically, when the product in question is being sold for the
purpose of mitigating or preventing disease or is intended to
affect the function or structure of the body, the FDA can
regulate tobacco as a drug.

The FOA has cxnrciacd this limited authority in the past.
For example, the agency classified a non-tobacco cigarette-like
device which delivered nicotine to the system of the user in a
similar fashion and appearance to a cigarette as a drug because
it was intended to satisfy a nicotine dependence and to affect
the structure or, one or more functions of the body.
Nevertheless, there are numercus petitions urging the FDA to take
action on other tobacco products which have not been acted on.

Even if the FDA exercised its limited authority in every
case, it would not be enough. The FDA still would not have the
jurisdiction to regulate nicotine, additives and other



constituents in tobacco products, or sales of cigarettes to
minors. Excluding tobacco products from the FDA’s comprehensive
regulatory scheme makes no sense.

Three-wheeled All Terrain Vehicles (ATV’s) were implicated
in far fewer deaths and yet the Consumer Product Safety
Commission and the U.S. Justice Department acted swiftly to
protect the public’s safety by placing cenditions on sales of the
vehicle. When the EPA discovers that a pesticide pay cause
cancer in humans, it is quickly pulled from the market. When the
FDA determines that a medical device poses health risks, such as
the silicone breast implant, severe restrictions on its sale are
proposed. In contrast, the sale, manufacture, and promotion of
tobacco products continues unrequlated despite the scientific
evidence that the products cause death, disability and disease.

The Tobacco and Nidctine Health and Safety Act of 1992 would
give the FDA the authority to regulate tobacce products in a
manner consistent with other comparable products.

Specifically the bill would do the following:

* Create a new section in the Food, Drug and Cosmetic Act
authorizing FDA regulation of tobacco products.

* Require tobacco manufacturers to fully disclose all
chemical additives in tobacco products.

* Give the FDA the authority to reduce the level of harmful
additives or to prohibit the use of those additives
altogether. ‘ A

* Prohibit the sale of tobacco products to any person under
the age of 18.

There is simply no justification for treating tobacco
differently than comparable consumer products. If tobacco is to
remain on the market, it should be regulated by the FDA. Why
should the FDA have the power to regulate nicotine in every
circumstance except tobacco? Why should the tobacco industry be
‘exempt from the FDA’s disclosure and safety requirements
regarding chemical additives? Why should the implied or direct
health claims about tobacco products, which no agency requires be
substantiated by medical science, be treated any differently than
the implied health claims of corn flakes? The obvious answver to-
all of these gquestions is: it shouldn’t. If anything tobacco
deserves gloser scrutiny than cereal or orange juice. The
Tobacco and Nicotine Health and Safety Act is long overdue.

I am pleased that my colleagues Don Ritter, Dick Durbin,
‘Mike Andrews and Wayne Owens are joining me in this effort.




-

deceit

10® FaLL 1990

deceit

deceit

*iIna ¢

deceit

. deceit ¢

|

igarette?

! : :
K'I.H. Ginzel, M.D. *

or those who still don’t know—let me emphaticallv state that cigarette

smoking is a true addiction, more powerful than a dependence on

alcohol, heroin or cocaine. To grasp this well-documented fact, one

reallv doesn’t have to study all the supporting scientitic evidence. One
simplyv needs to consider that no other drug is self-administered with the
‘persistence, regularitv and frequency of a cigarette. At an average rate of ten
putfs per cigarette, a one to three pack-a-dav smoker inhales 70,000 to 200.000
individual doses of mainstream smoke during a single vear. Ever since its large
scale industrial production early in this century, the popularity vt the modern
cigarette has been spreading like wildtire. Here is the first, and perhaps the
most signiticant answer to the title question: Addiction is in a cigarette.

Probing into what makes a tigarette so irresistible, we tind that much ot the
recent research corroborates earlier claims: 1t is for the nicotine in tobacco that
the smoker smokes, the chewer chews, and the dipper dips. Hence, nicotine is
in a cigarette.

[n contrast to other drugs, nicotine delivery from tobacco carries an.ominous
burden of chemical poisons and cancer-producing substances that boggle the
mind. Manv toxicagents are in a cigarette. However, additional toxicants are
manufactured during the smoking process by the chemical reactions occurring
in the glowing tip of the cigarette. The number is staggering: more than 4,000
hazardous compounds are present in the smoke that smokers draw into their
lungs and which escapes into the environment between putts.

deceit

W




The burning of tobacco generates more than 130 billion
tar particles per cubic inch, constituting the visible
portion of cigarette smoke. According to chemists at
R.J. Revnolds Tobacco Company, cigarette smoke is
10.000 times more concentrated than the automobile
pollution at rush hour on a freewav. The lungs of
smokers, putfing a dailv ration or 20 to 60 low to high
tar cigarettes. collect an annual deposit of one-quarter
to one and one-half pounds of the gooey black material,
amounting to a total of 13 to Y0 million pounds ot
carcinogen-packed tar for the aggregate of current
American smokers. Hence. tar is in a cigarette.

But visible smoke contributes onlv 3-8% to the total

utput ot a cigarette. The remaining bulk that cannot be
seen makes up the so-catled 'vapor or gas phase of
cigarette “smoke.” [t contains, besides nitrogen and
oxvgen, a bewildering assortment of toxic gases, such as
carbon monoxide, tormaldehvde, acrolein, hvdrogen
cvanide, and nitrogen oxides, to name just a few.
Smaokers efficiéntl_v extract almost 909 of the particulate
as well as gaseous constituents (about 309 in the case ot
carbon monoxide) from the mainstreafn smoke of the 600
billion cigarettes consumed annuallv in the U.S. In
addition, 2.25 million metric tons ot sidestream smoke
chemicals pollute the enclosed air spaces of homes,
otfices, conference rooms, bars, restaurants, and auto-
mobiles in this countrv. Hence, pollution is in a cigarette.

The witch's brew of poisons invades the organs and tissues
of smokers and nonsmokers, adults and children, born as
well as unborn, and causes cancer, emph}ksema, heart
Jdisease, tetal growth retardation and other problems during
pregnancy. The harm intlicted bv all other addictions
combined pales in comparison. Smoking-related illness, tor
example, claims in a few davs as manv victims as cocaine
does in a whole vear. Hence, disease is in a cigarette.

The irony is that many of the poisons fdund in cigarette
smoke are subject to strict regulation by tederal laws
which, on the other hand, specifically exempt tobacco
products. "Acceptable Dailv [ntake,” ADI, is the amount

of a chemical an individual can be exposed to for an:

extended period without apparent detriment to health.
A comparison of the actual intake of selected chemicals
in mainstream smoke with their ADIs (see table, pg 12)
reveals fhe enormity of toxic exposure incurred by the
smoker (note the presence of methvl isocvanide, the
toxicant of the Bhopal disaster). '

cunsettling.

[n addition. there is the chemical burden from sidestream
smoke, aftlicting smokers and non-smokers alike. Based
on the reported concentrations in enclosed. cigarette
smoke-polluted areas. the estimated intakes of nicotine.
acrolein, carbon monoxide, nitrogen dioxide and
formaldehvde peak at 200. 130. 73, 7, and 3 times the ADI
respectivelv. The high exposure to acrolein is especially
This compound is not oniv a potent
respiratorv irritant, but qualities, according to current
studies, as a carcinogen. '

HOWEVER EAGERLY THE
GOVERNMENT TRIES TO PROTECT US
FROM OUTDOOR POLLUTION AND
THE CARCINOGENIC RISK OF
CONSUMER PRODUCTS, IT
BLATANTLY SUSPENDS CONTROL IF
THE OFFENDING CHEMICAL IS IN,
OR COMES FROM, A CIGARETTE.
HENCE, HYPOCRISY IS IN
A CIGARETTE.

Regulatorv policy aims at restricting exposure to
carcinogens to a level where the lifetime risk of cancer
would not exceed 1 in 100,000 to 1,000,000, Due to a
limited Jdatabase, approximate upper litetime risk values
could be calculated for onlv 7 representative cigarette
smoke carcinogens. The risk values were extraordinaniv
high, ranging from | in 6,000 to 1 in 16. Because of the
awesome amount of carcinogens found in cigarette smoke

and the tact that carcinogens combine their individual
-actions in an additive or even multiplicative tashion, it is
. not surprising that the actual risk for lung cancer is as high

as one in ten. Hence, cancer is in a cigarette.

Among the worst otfenders are the nitrosamines. Strictly
regulated by federal agencies, their concentrations in
beer, bacon, and baby bottle nipples must not exceed 3 to
10 parts per billion. A tvpical pérson ingests about one
microgram a dav, while the smokers’ intake tops this by

17 times for each pack of cigarette smoked. In 1976, a

rocket tuel manufacturer in the Baltimore area was
emitting: dimethvlnitrosamine into the surrounding air.
exposing the local inhabitants to an estimated 14
micrograms of the carcinogen per dav. The plant was
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promptly shut down. However

' ‘ KERS'
eagerly the government tries to SM?VIAINST?R@%LINTAKE OF SELECTED
protect us from outdoor pollution SMOKE POISONS
and the carcinogenic risk of . )
‘ fucrs it blatantls Range* in Multiples of the
ans = at¢ - . . .
suspends control it the ottending
chemical is in, or comes trom. a | Nicotine 400 - 3.600
cigarette. Hence, hvpocrisy is ina :
; { . =
Cigarette. ‘ Acrolein 50 370

L A ‘ Carbon monoxide 50 - 250
But there is still more in a cigarette
than addiction, poison. pollution. | Methyl isocyanide 6 - 60
disease, and hvpocrisv, A half
century of aggressive promotion and | Formaldehyde’” 9 - 40
sophisticated  advertising  that H N : : 8 30

rogen n 8 -

featured alluring role models from. yarogen cyaniae
theater, film and sport. has m\eb‘te‘d Acrylamide® 7. 20
the cigarette with an enticing
imageryv. Imagerv which captivates | Cadmium™ 3 - 9
and seduces a growing voungster.
The voungster, indispensable for | Ammonia t- 5
being recruited into the future armv " Encompassiig both Hie range of cigarctte consumption ¢f to 3 packs/day)
f.,' kers. does ts to s k’ amnd the weeigitt range of mamstream smoke constituents,
of smokers, does not start to %mo < 7 Established carcinogen fhiternational Agency for Researcl on Cancer)
cigarettes for the nicotine, but for the

false promises thev hold. Hence, deceit is in a cigarette.

In summary, no drug ever ingested bv humans can rival
the long-term deb’iiitatmg effects of tobacco; the camage
perpetuated by its purvevors: the merciless irreversibility
of destiny once the victim contracts lung cancer or
emphysema; the militant denial on the part of those who,
with the support of stockholders and the sanction of

governments, legally push their lethal merchandise

across borders and continents killing every vear two and

one-half to three million people worldwide. All things

added together: death is in a cigarette. 7

s .. : L g s .- :
KoH. Ginzet, MLDLis Professor of Pharnmeology aind Texicoloy

sticotine mnd 1fs oifects.

e

tite Uirveriby of Arkansas. His weork is concentrated o e asea o

FROM JOHN CHANCELLOR, NBC, Feb. 15, 1990

Onre of the subjects of today’s drug summit is: How to
keep cocaine out of the United States. Here's a quiz: how
many Americans does cocaine Kill in a year? If you don’t
count those killed by drug criminals—cocaine itself kills
two thousand people. How many Americans are killed in a
year by cigarettes? 390 thousand, For every American who
dies of cocaine, 195 die because of tobacco. *

sale of dangerous drugs around the world. The fact
is——the United States is a big exporter of that dangerous
drug called tobacco. It's a three and a half billion dollar
export business tor American tobacco companies.

Some of these companies are trying to sell more
overseas. They have targeted Thailand. Thailand wants to

We ought to keep this in mind when we try to stop the

keep them out to protect its state-owned tobacco
monopoly—and also because Thailand has mounted a
serious campaign against smoking. The companies want
the Bush Administration to force Thailand to ailow the
sale of American cigarettes—and to allow cigarette
advertising on television—which is forbidden in Thailand.
if Thailand doesn't give in—the tobacco compames want
retaliation against Thai products sold here.

So—we have the President g(’;ing to.Colombia on a
mission to keep cocaine out of the Uhited States while
tobacco companies in the United States are trying to
enlarge their world market for something even more
dangerous and addictive. Want to think about
contradictions? That's a big one.

12e FarLL 1990
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Disease prevention must be a major part
of health system reform. Stoppmg tobacco
deaths is our first priority.

In the spirit of npenness expressed hy President
Clinton, the 300,000 members of the American Medical
Association (AMA) are working to forge a new partner-
ship with the Administration and members of Congress
on hehalf of our patients.

Our goal: comprehensive
reform of America’s health care
deliverv svstem, The AMA's agen-
da for change is defined inour -
proposal, Health Access America.

One of the recommendations
in our proposal calls for an effec-
tive disease prevention program.
Every vear, hundreds of thousands
of our patients die from pre-
ventable diseases. Cancer, heart -
disease, AIDS, TB, domestic vio-
lence. And the biggest killer of all:
is tobacco.

435,000 deaths a year
,Tobacco is 4 legal product that is - Wl l’
deadly when used as directed. v hellt

It is as addictive as cocaine or
heroin. Every year 435,000 Ameri- »
cans die prematurely because they smoke cigarettes.

The financial drain on our health system is stagger
ing — over $50 billion a year. '

And the numbers are growing. Three thousand
teenagers begin smoking every day. More than one
million a year. Ninety percent will become regular
smokers before age 18.

Additionally, 40,000 nonsmokers die every year
from secondhand smoke. The Environmental
Protection Agency considers environmental smoke to
be as deadly as asbestos and has reclassxﬁed itasa
known carcinogen.

But, unlike diseases for which there are no known
cures, the cancer and heart disease caused by ciga-
rettes can be prevented.

American Medical Association

Physicians dedicated to the health of America

WASHINGTON POST, 1+27-93

eform measures

y that an
st pl‘:lt:(! our patients first.

Our agenda for change '
The AMA supports an increase in the federal excise tax
on tobaceo. which will dramatically reduce smoking,

A $2 per pack cigarette tax increase would discouraye

teenagers from beginning to
smoke and encourage current
smokers to quit. This alone would
save two million lives over time
— more than all American losses
from all U.S. wars combined.

Increased cigarette taxes
would also generate billions of
dollars annually. These revenues
could be applied directly to
deficit reduction. health system
reform and educating the public,
especially our children, on the
dangers of smoking.

We also recommend that
tobacco be placed under the con-
trol of the Food and Drug Admin-
istration. Of all the misbranded,
adulterated, and potentially dan-
gerous products under the FDA's
Jurisdiction, tobacco is conspicuous by its absence.

Eleven key issues

Smoking and disease prevention are only one part of
the AMA’s agenda for change. Over the course of the
new Administration’s first 100 days, America’s physi-
cians will enter a dialogue with legislators and other
members of the Clinton team on eleven key issues
leading to total health system reform.

To stay fully informed, watch for additional mes-
sages in this series in The Washington Post. And send
for our comprehensive proposal, Health Access
America. We will also send you our fact sheet on dis-
ease prevention. Write Dr. John Clowe, Dept. 2009,
American Medical Association, 515 North State Street,
Chicago, 1L 60610. Or call us today at 800 262-0411.
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ADVERTISING / By LAURA BirD

Bold Tobacco Ad on Ingredients Planned

Liggett Group. the smallest of the ma-
jor cigarette makers. is betting 320 million
on a folksy print ad campaign that it hopes
wil breathe life back into Chesterfield. an
S0-vear-old brand that hasn't been adver-
tised in 35 years,

But the effort. which introduces a fil-

" tered version of the vintage smoke, may
- uitimately  prove
hazardous to the to-
_bacco industry’s
health.
" The campaign
does what practi-
Cally no other ciga- T
_rette ads dare to do: _
"It breaks the six 20
U.S.Tobacco compa- - o
" nies” collective silence about the actual
[ ingTedients iri their cxgarette{ﬁé boasting
- abouf the quality of Chesterlield tobacco
“and trashing the competition. At a time
“when anti-smoking activists are readying
-4 Tpust 1o WAVe Cigareiles (reated as
pharmmcenticalsaRd e newly regulated
| " by @ Food and Drug Administration,
1 ~ Liggett's ad points out tactiessly just how
U little puffers really know about what goes
into their lungs.
—~Gerry Reid. Liggett senior vice presi-
dent of sales and"ﬁﬁﬁﬁn"‘g.’?n”ék’és no
. bones about it. "For something that people
put into their mouths 20 or 30 times a day,
it s*surpnsmg that no one tells them more
abou e marvels. Large manufac-
tufers have a “‘vested intZTeSL_In_not
telling. We, being the little . might as
wellTeT THe TFUth and make an thE i
The brazen campaign is likely to ce-
ment the reputation of Liggett, the ciga-
rette manufacturing unit of Brooke Group
Ltd., as the tobacco industry's spoiler.
Created by WPP Group’s Ogilvy & Mather,
. New York, the campaign swipes at compet-
itors’ cigarettes in homespun prose, ex-
plaining how Chesterfield painstakingly
cleans tobacco of “‘coarse stems’ while
_other companies "‘chop 'em up and put 'em
back in.” The ad goes on to tell how
"Chesterfielu puts “a generous wad of to-
_bacco' into every cigarette. “We reckon it
'flat-out makes a better smoke,” the ad
drawls.
" Liggett’s corny tone and its unabashed

1

l

description of tobacco-rolling mark an un-
usual departure from the fashion and
status statements favored in most tobacco
ads. Most of the best-known campaigns—
in¢luding Philip Morris’s Marlboro man
and RJR Nabisco’s cartoon Camel — focus
on abstract illustrations of adventure and
giamour: they certainly don't boast about
specific ingredients and often don't even
show people smoking.

In sharp contrast, the Chesterfield ads
show a wistful scene of a Durham. N.C.,
factory loading dock, where workers take a
good old-fashioned cigarette break. “The
fact {s, American cigarettes all have signif-
icant quantities of filler ingredients—
stems, reconstituted and puffed tobacco,”
Mr. Reid says. Liggett decided a cigarette
without such detritus could be '‘the basis
for a legitimate product.”

- The ads, however, could spark a contro-
versy. Industry critics and marketers say
that, by harping on the inferior ingredients

of competing smokes, Liggett is exposing
. one of the indusiry’s dirtiest but best kept
secrets. Even smokers, they say, would be |
u?m'rea'santly surprised fo Tind ou

“Tobacco ads seidom if ever tell the
quality story,” according to Anthony Re-
gensburg, a Boca Raton, Fla.. consuitant
to tobacco wholesalers because tobacco

“has been so adulterated over the years
that no one has that story to teil.”

The campaign “exposes the fauit line
that cigarettes are a highly manufactured
product with all kinds of additives,” says
Richard Daynard. chairman of the To-
bacco Products Liability Project, a Boston
group that encourages lawsuits against
tobacco comparnies. In some recent tobacco
liability cases, Mr. Daynard says, “the
tobaceo industry’s basic defense has been
that this product is natural.”

Liggett's Mr. Reid says the Chester-
field campaign strategy was meant to go
after competitors on the topic of tobacco
quality, not flavoring additives. Common
additives, he says, include cocoa, sugar,
and licorice — 'normal kinds of househoid
flavoring food ingredients. Nothing that
you'd call nasty,” Mr. Reid says.

Critics suspect that more insidious in-
gredients also are routinely added to ciga-

at|

rettes, (o change their flavor or retard the
burn of the flame, Carbon monoxide. form-
aldehyde, darsenic and a host of other
unsavory compounds fturn up in tobacco

smoke under analysis. according to Stan- -

ton Glantz, professor of medicine at the
University of California in San Francisvo.
But such analyses don't tell whether the
compounds originated in the tobacco. or
were formed as a result of being burned.
Cigarette companies are required 1o
disclose their ingredients only to the U.s.
Department of Health and Human Serv-
ices, in & top-secret composite fist that
doesn't include specifics on brands or
quantities. The reason for the secrecy,

- according to the Tobacco Institute, is i

guard each brand’s recipe from the compe-
tition. "It's a little like how Coke tastes
different than Pepsi.,”
spokeswoman Brennan Dawson.

This isn’t the first time that Liggett has
broken ranks with its rivals for the sake of

says Institute

marketing. In 1988, Liggett thumbed 1ts .

nose at the lock-step pricing practices in
the tobacco industry and introduced Pyry-
mid, then the nation's lowest-priced ciga-
rette. That move touched off an era of price
wars and discounting that continue

undercut the industry's profits to this -

day.

Even if Chesterfield catches fire. it isn't
likely to revive the fortunes of Liggett. Best
known for making "no name’ generic

smokes, Liggett is a faded player in to-

bacco, holding a meager 3.2% share of
the total cigarette market. according (o
tobacco analyst John Maxwell of Wheat

First Securities in Richmond, Va. Chester-

field,
microscopic 0.1% market share.

Startling as the new campaign is, an
glifg T Was centered. Liggells M. Re
says. on “'guys in white coats in labora-
tories, diagnostng the tHETeARTIS” EVen
for Liggett, that idea may have gone too

far it nevé‘“sawtmrgmmzﬁf"”

e

in its non-filter version. holds a .
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George F. Will

Smoking Gun

Bad habits and the health care crisis.

At Barnes Hospital in St. Louis in 1919, a doctor
summoned some medical students to an autopsy,
saying the patient’s disease was so rare that most
of the students would never-see it again. It was lung
cancer,

That story, from Dr. john A. Meyer's article
"Cigarette Century” in the December American
Heritage, illuminates like a lightning flash this fact:
Much—probably most—of America's hideously
costly heaith care crisis is caused by unwise behav-
ior associated with eating, drinking, driving, sex,
alcohol, drugs, viclence and, especially, smoling.
Therefore, focusing on wellness—on preventing
rather than cunng iliness—will reduce the waste
inherent in disease-oriented, hospital-centered,
high-tech medicine. The history of the connection
between cigarettes and lung cancer illustrates the
fallacy of assocxatmg health with the delivery of
medicine.

One of those 1919 medical students later wrote
that he did not see another case of lung cancer until
1936. Then in six months he -saw nine cases. By the
1930s advances in immunology and public health
measures {sanitation, food handling etc.} were re-
ducing the incidence of infectious diseases. But the
nation was about to experience an epidemic of
behavnorally driven disease.

The lung-cancer epidemic ¢an be said to have
sprung from the 1881 invention of a cigarette-mak-
ing machine. Prior to that, commercial manufactur-
ing of cigarettes was, Meyer says, a cottage indus~
try. But by 1888 North Carclina’s James Buchanan
Duke (whose fortune endowed the ugiversity) was

" selling nearly a billion cigarettes annuaily. Next,

war, the shaper of our century, worked its trans-
forming force. Duke's company and the National
Cigarette Service Committee distributed cigarettes
free to soidiers in France during World War [. So
important were cigarettes thought to he to ‘morale
that Gen. Pershing demanded priority shipment for
them.

Between 1910 and 1919 U.S. cigarette produc-
tion increased 633 percent, from 10 billion to
almost 70 billion annually. Meyer notes that O.
Henry’'s meticulously observed short stories, writ-
ten at the turn of the century, almost never
mention cigarettes, but the expatriates—men and
women—in Hemingway's “The Sun Also Rises’
smoke constantly. By the 1930s physicians were
struggling with the consequences of the new,
“emancipated” behavior,

BY ;OMN OVEAMYER

Washington Post;
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In 1930 the lung cancer death rate among men
was less than five per 100.000 per year. By the
1950s. alter another war, in which cigarettes were
sold for a nickel a pack and were distributed free in
forward areas and were included with K rations, the
death rate among men was more than 20 per
100.000. Today it is more than 70 per 100,000,
women's lung cancer rates are soaring, and lung
cancer is far and away America’s leading cause of
cancer death.

We have come a long way from the early days of
television, when the sponsor of anchorman john
Cameron Swayze's “The Camel News Caravan™
required him to have a lit cigarette constantly
visible. The aggressiveness of today's anti-smoking
campaigns 8 attested, paradoxically, by a “smokers’
rights” movement trying to protect from empioy-
ment discrimination those persons who only smoke
away from the job.

The American Cancer Society is testing the
tolerance of the magazine industry, which last year
got 3264.4 million—4 percent of its revenue—
from tobacco advertising. Some rmagazines may
flinch from running ACS advertisements that say,
“Smoking promotes zoo breath” or “More Ameri-
cans die each year from illness related to smoking
than from heroin, crack, homicide, car accidents,
fires and AIDS combined.” (A current idiocy: the
loud, abrasive entertainer Denis Leary, who ha-
rangues MTV's young viewers about the dangers of
crack, smokes while fcfranguing.) - -

The social disaster of the smoking addiction
illustrates why_ behavior modification, especially
education, is the key to cost-contzirment regarding
health. And journalism can help, as The Post's lay
Mathews deftly demonstrated in his reporting on
the Liggett company’'s campaign to revive the
Chesterfield brand of cigarettes, a brand that has
not been advertised for decades.

Launched 80 years ago, Chesterfield flourished
when smoking was most glamorous, from the
1930s into the 1950s, when the “Chesterfield Girl”
was a television fixture. Today 50 million addicted
Americans still pay $26 billion for almost a half-tril-
lion cigarettes each year, so f Chesterfield wins
one-half of 1 percent of the market (2.4 billion
cigarettes), it will be a success.

To achieve that, Liggett is merchandising Ches-
terfields with a2 $50 million advertising campaign
featuring soft, 1930s-style photography. Mathews
reported that—and this, too;

“Janet Sackman, who was the Chesterfield Girl
on ‘The Perry Como Show' in the late 1940s, said
she was not impressed. She speaks with difficuity
necause of surgery for both throat and lung cancer,
which she blames on 33 years of smoking urged by
a Chesterfield executive who thought she would
look more authentic. ‘People who smoke ought to
take a look at me,’ she said.”

And at the trajectory of the epidemnic from 1919

untd now. .
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Federal Control of Tobacco:
A Smoldering Issue Heats Up

. K By MARLENE CIMONS
¢ TIMES STAF

WASHINGTON —Should the Food -

and Drug Administration—which has

the authority to regulate dangerous or
- misleading consumer products in the -

- marketplace—~have power over what
. health experts consider one of the most
toxic items sold today: tobacco?

While tobacco companies respond
. with a resounding no, many anti-
smoking groups, lawmakers and others
believe that it should—and even insist
that it already has some authority to
regulate tobacco use.

“We've seen recent action on the
- part of the FDA with respect to silicone
breast implants, food labeling and a
host of other products,” said Scott D.
Balin, of the Coalition on Smoking OR

Health. “It’s time for action on tobacco -

products.”
The coalition does not expect federal

regulators to ban tobacco, only ““to get -

it regulated in the way that is consis-
tent with other products,” said Joe
Marx, a spokesman for the American
Heart Assn. “"We believe that if the
crackdown is heavier, public percep-
tion will be more acute” as to its
dangers, he said.

BACKGROUND: Public health officials - . e
. try to ban cigarettes by bringing the -

have long complained about the dan-
. gers of smoking and in recent years
"have waged an unrelenting campaign
that has been, by any measure, enor-
mously successful. Societal attitudes
have undergone dramatic changes to-
ward smoking in public.

Regulation at the local level has
become especially aggressive, with the
widespread enactment of numerous
. ordinances that ban or restrict smoking
" in public places, such as restaurants
and job sites. Nationwide, smoking has
been on the decline in certain segments
of the American population.

.. Atthesame time, despite its well-es-
tablished risks, tobacco has been un-
- touchable at the federal level, due to,
among other things, the influence of
the powerful tobacco lobby, the loyal-

. ties of congressional lawmakers from

tobacco-producing states and contin-
ued consumer demand for tobacco
products.

As a result, Congress and regulatory
agencies have typically exercised a
“hands-off"” attitude toward cigarettes.

The coalition—made up of the
American Heart Assn., the American
Lung Assn. and the American Cancer
Society —believes the FDA as well as

' the Federal Trade Commission, which

regulates advertising -claims, already
have the power to do something about
cigarettes but lack the will.

Recently, the coalition petitioned the

FDA to use its existing authority to .-

regulate cigarettes as “drugs” when
implied health claims are made about
them—for example, when a specific
brand claims that it suppresses appetite
and can help control weight, or that
one brand is safer than another because
it has less tar and nicotine.

And Rep. Mike Synar (D-Okla.)
recently introduced legislation that
would create a section in the Food,
Drug and Cosmetic Act that would
clearly give the FDA jurisdiction over
cigarettes.

The tobacco industry intends to fight
the legislation, as well as any attempt
on the FDA’s part to regulate tobacco.
Industry officials have predicted that
the FDA will never move on its own
against tobacco,

“It’s a terrible idea,” Walker Merry-

~ man, vice president of the Tobacco

Institute, said of efforts to involve the
FDA. “The coalition clearly intends to

FDA into the picture. If the FDA
asserts itself, it will end up in court.”

OUTLOOK: While federal health offi-
cials are quick to condemn cigarettes,
they are reluctant to step into the '
politically charged issue of increasing
federal regulation.

Dr. William Roper, director of the
Centers for Disease Control, which
runs the federal office of smoking and
health, said he supports “anything that
will eliminate smoking in the United
States.” But he and Surgeon General

" Antonia C. Novello said they would

defer to the FDA on this issue.
For its part, the FDA, which has

- become extremely aggressive under
- the leadership of its new commissioner,

Dr. David A. Kessler, seems just as
reluctant as every other federal agency

~ to take on tobacco.

“We don't have the resources to do

. what we're supposed to do now,” one

FDA official said. “We have an enor-

. mous public health responsibility —but
- we're not supposed to be God.”




Won't the FDA curb this drug, too?

" It's & product that kills 1200
Americans a day. In a year, that toll
comes to eight times as many victims
as died in the entire Vietnam War.

Even people who never use this
product can still be injured or killed
just by coming into close, regular
contact with users while they are con-
suming it. As many as 40.000 of these
innocent bystanders lose their lives
each year in the United States.

Measured in dollars. the toll exact-
ed by this product — including re-
duced economic output — comes to0
$30 billion a year.

What's more. medical studies indi-
cate the product can be addictive.

Yet. ineredibly. advertising tries to
equate this product with health. vigor
and sex appeal

Under the cxrcumstances.
shouldn't the U.S. Food and Drug Ad-
ministration treat this product the
same way it would any other danger-
ous substance?

Of course it should. And that's just
what likely would happen if this were
a comparatively new product.

But cigarettes have been around

* DESERT NEWS, Salt Lake City, UT
Parch 1, 1002

for centuries. Consequently. human
nature and political inertia ‘
what they are, don't hold your breath
waiting for Washington to heed this
week's request from the American
Heart Association. the American
Lung Association and the American
Cancer Society — which joined in
asking that tobacco be regulated like
any other dangerous drug.

Despite such inertia. the health or-

img__*gﬂi_lw
thelf gew request It took years o{
heeJed demands for a ban on TV

commercials fof smo and im-
posed heaith warning labels on ciga-
rette packages and printed tobacco
ads. And it took more years of such
bans and warnings before the public
started to curtail its smoking.

Bug eventually those messages got
through — e oune.
with enough patience an

The disease and death linked to to-
bacco are preventable. Caring mem-
bers of an often lethargic but usually
respoasible country should keep
pricking the government's conscience
and educating the public for as long
as it takes.
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The missing entree in regulatory menu

ELLEN GOODMAN

he story began, like a

typical American break-

fast, with a bracing dose

of orange juice. In April.
the Federal Drug Administration
seized a bateh of 0.j., saying that it
carried a false label. Citrus Hill
Fresh Choice wasn't “fresh,” dear
Breakfast Clubbers and Word-
smiths; it was concentrated.

Having gotten the business folk

to swallow that, the regulators
went after cooking oil next. They
told three manufacturers they

couldn’t put those cute little hearts -

and no-cholesterol signs on bottles
of high-fat vegetable oil. The labels
weren't exactly false, but they were
misleading. They suggested that
you could fry a path to good health.

These two moves sent a mes-
sage that the regulators are back
in the business of regulating. And
that it isn’t only linguists who are
interested in the labels. Soon, we
may be unraveling the mysteries of
low-fat, low-salt and lite confusion
that reign in the marketplace.

But there is still a missing en-
tree in the regulatory menu. Every
day 50 million Americans put
something into their mouths that is
exempt from the safety, health or
truth-in-labeling laws that affect
virtually every other product: To-
baceo.

Tobaceo remains the glaring
renegade. It is the absolute outlaw
on the American market.

Consider, for example, NEXT
cigarettes, which are brazenly pro-
moted for their “de-nicotined” to-
baceo. De-Nic has that nice decaf

ring about its name. [t promises all

the flavor with none of the evil
buzz.

But NEXT has nicotine, .1 mil-
ligrams a smoke; about the same
amount a8 the older cigarettes,
Carlton and NOW. It also has a
mystery recipe of additives to give

it that “rich flavor.” But the maker
doesn’t say what they are or if
they’re bad for you.

In short, the makers of low-tar
and low-nicotine cigarettes do pre-
cisely what the vegetable-oil folk
did. They make an implied health
claim in their ads. But they get
away with it. '

This has not escaped the anti-
smoking coalition, which has now
petitioned both the FDA and the
Federal Trade Commission to treat
tobacco messages the way they
treat orange juice or vegetable oil.
Nobody dies, after all, from con-
centrated o.j.
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“The FDA is in the process of
defining low-fat and low-salt,” says
Scott Ballin of the American Heart
Association. “At the same time we
have cigarette companies making
claims that their products are de-
nicotine and low-tar and nobody is
setting standards.”

The complaint about De-Nie
and Lo-Tar is just the filter tip of
the issue, of course. Tobacco, the
love child of politics, has been
exempt from every federal health
and safety act since the surgeon
general’s first report on the dan-
gers of smoking.

Today, as anti-smoking activist -

Greg Connolly says, we regulate
cigarette lighters but not the ciga-
rettes they light. We regulate the
toxic agents in every household
product except the one dangling
from someone’s lips.

By now, we just assume every-
one knows what the tobacco com-
panies deny: that smoking is addic-
tive and lethal. There is an almost
casually judgmental attitude to-
ward people who are dumb or de-
pendent enough to keep smoking.
On the other side. those who want
to regulate cigarettes and cigarette
advertising are often regarded as
closet prohibitionists,

But you don't have to be in fa-
vor of the futile - a tobaceo ban - to
believe that smokers should know
what it is they're lighting up. What

" happens to the hundreds of addi-

tives and chemicals in tobacco pro-
ducts when they burn? How do
they interact with each other?
What are their health implications?

The tobacce people always de-
fend their product by saying that
it's legal. But if that's true it should
be treated like every other legal
product. It should be regulated.

If the government can define
what’s lite, then it can define
what's ultra-light. If ads for choles-
terol-free oil make false safety
claims, what about the ads for Mer-
it Free? And how about the ads
that associate Virginia with slim-
ness and Camels with cartoons

* aimed at kids?

At the moment, there is one
cigarette manufacturer who-tells it
like it4s in smoking country. From
California, we have a brand bear-
ing its dire message in a neat black
pack with a skull and crossbones.
It's called “Death.”

Now that’s truth in advertising.

Ellen Goodman ;is a Globe colum-
mist
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