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SESSION IV PUBLIC POLICY CONSIDERATIONS
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to society that result from tobacco smoking. In

general, there are two ways to achieve a harm

reduction goal. The first is to reduce the

prevalence of smoking by using interventions

conceding that the addiction itself will con
tinue in some form.

Harm reduction has received serious con
sideration and discussion as a strategy for

dealing with hard drug abuse, where limiting

the risk of exposure to HIV infection is an
important concern. The concept of harm

that reduce smoking initiation, promote

reduction has had a more limited application to

success of these attempts once initiated. A

represents a novel contribution of the present

attempts to stop smoking, and increase the

second approach to harm reduction is to limit
exposure to the most harmful substances or

behaviours related to an addiction, while

tobacco dependence; thus its consideration

meeting. Harm reduction to continuing
smokers might be accomplished by changing

the nature of the cigarettes so that fewer
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NICOTINE REPLACEMENT I OTCprod
STATUS
harmful
Nicotine replacement is the second
important
products
are
d
element in successful smoking cessation
treat
lowering
the

day, or both.
There are various specific policy initiatives
and strategies that could effectively promote
these harm reduction goals. The purpose of
this session is to describe some of the most

ment. Nicotine replacement can double cess
ation success rates when combined with a
variety of specific types and intensities of

promising strategies and policy initiatives that
have been suggested to date, outline what these

are likely to accomplish, and discuss the

Administration (FDA) to approve over-the
counter status of nicotine gum and if this
application is successful over-the-counter

the initiatives to provide a framework for the

population-wide smoking cessation rates
would in fact be influenced as a result of

political realities surrounding implementation
of these proposals. In this first paper of the
session, I shall give an overview summary of

material and a basis for subsequent discussion
by panel members and our invited speaker.
I have organised the policy initiatives into
four categories: (1) improving access to treat
ment to improve cessation success rates; (2)
altering the characteristics of cigarettes to

reduce exposure to harmful products; (3)
imposing environmental smoking bans to limit

smoking opportunities; and (4) increasing cost
of tobacco products to reduce consumption.
Within each of these categories, I shall describe
one or two specific proposals.

Improved treatment access

The first set of policy initiatives focus on
improving treatment access. It is widely
recognised that the best results from smoking

cessation treatment can be achieved using a

combination of behavioural and pharmaco

logical treatments. Thus access to both types
of treatment should be addressed in order to
improve smoking cessation outcomes in the

general population. Several innovative

approaches are possible that would make each
important element of smoking cessation treat
ment more convenient and accessible.

BEHAVIOUR THERAPY

If face to face treatment is to be delivered, it
will be important to establish an infrastructure

concurrent behaviour therapy.5-7 A proposal is

being considered by the Food and Drug

patches may follow.

One important question is whether

improved availability of nicotine replacement
products. Survey data from Sweden and the

United Kingdom8 suggest that respectable
(20-30%) smoking abstinence rates can be
observed in an environment where gum is
available over the counter, although these
cessation rates may not be any higher than the

rates seen when gum is available only by

prescription. Studies of smoking cessation with

over-the-counter medication in the United
States are not available at present.

Over-the-counter availability of nicotine

replacement could also have implications for

harm reduction through reduced exposure
among individuals who continue to smoke.

Data are available from two sources showing

that smoking is reduced during periods of

maintenance on nicotine replacement
products. One source of data is laboratory

studies where nicotine replacement has been
given under experimental conditions while
subjects are allowed to smoke. Under these

circumstances, small but reliable reductions in

smoking have been observed. For example,
one laboratory study by Nemeth-Coslett and

colleagues9 found that nicotine gum pre

treatment produced dose related decreases in

cigarette smoking. Subjects smoked three

cigarettes on average during a 90 minute test
session following placebo pretreatment, but
2.76 and 2.64 cigarettes after pretreatment

with 4 and 8 mg gum doses, respectively.
Foulds and colleagues10 had subjects record
their smoking while they were maintained for

for its delivery as well as a funding mechanism.

one week on an active patch (delivering 15 mg

recognised service within the purview of

found a small (approximately one cigarette per

Inclusion of smoking cessation therapy as a

managed care would be most helpful in this

regard. It may also be possible to adopt
innovative methods to deliver behaviour ther

apy without face to face contact with a

therapist, and these strategies could greatly
improve access to treatment interventions.

Media programmes,1 telephone counselling
services,2'3 and individualised computer

generated relapse prevention plans4 are among
the methods that have already been developed

and received at least initial evaluation. Ad

over 16 hours) versus a placebo patch and

day) reduction in smoking during active patch
maintenance; and Pickworth and colleagues11
observed a dose related decrease of 1.7 and 3.6
cigarettes per day when subjects were main
tained on 22 and 44 mg patches respectively
during a residential research study. A higher
dose model of nicotine replacement was investi

gated by Benowitz and Jacob,12 who gave a 14

hour infusion of nicotine or placebo, the

nicotine infusion dose being designed to match

ditional evaluation of efficacy is needed for
treatment delivery approaches that do not use

nicotine levels obtained by the individual
during normal smoking. In this high dose
model of nicotine replacement, the average

delivery approaches could be implemented

per day. Thus smoking reduction during

face to face contact. If effective, however, such

through support from the business community
or as a fee for service enterprise, and would not
require regulatory or legislative action.

smoking reduction observed was 5.5 cigarettes

nicotine replacement seems to be reliable and
dose related but relatively small in magnitude.

There are also data from clinical smoking
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ventilation technologies rather than by alter
ation in the types or amounts of constituent
products contained in the cigarette tobacco. It

may be possible, however, to manufacture
cigarettes that deliver fewer harmful products
or smaller amounts of these products such that

harm reduction is accomplished at the source.
Two specific proposals have been put forward
were smoking half as many cigarettes (12.4 in this regard. Interestingly, these two pro
cigarettes per day) as subjects who had ceased posals suggest diametrically opposed manipu
lations of the amount of nicotine contained in
using gum (23.5 cigarettes per day).
Although neither of these examples tells us cigarettes.
directly whether over-the-counter nicotine
products would in fact support smoking re
duction, the analogies are suggestive. Further, LOW NICOTINE CIGARETTES
the logic is straightforward and compelling: by The first proposal to be considered is that put
having nicotine replacement available, smok forward recently by Benowitz and
ing reduction would be more acceptable be Henningfield.20 This proposal calls for a grad

cause smokers could use the replacement ual reduction in the nicotine content of tobacco

products to suppress withdrawal during ex
cigarettes from 9 mg, where it currently stands,
tended periods of temporary abstinence. Thus to about 0.5 mg per cigarette. This would
over-the-counter nicotine replacement represent such a low content of nicotine that
products, should they be approved, will pro smokers would be unable to extract the
vide an intriguing natural experiment that may nicotine doses that they typically obtain from
have an important impact on smoking rates each cigarette of currently marketed types,
and consequent harm reduction within the even if compensation in smoking behaviour
smoking population.
did occur. The goal of severely restricting
Overall, improvements in the availability of nicotine content of cigarettes is to create a non
effective components of smoking cessation addictive cigarette, that is, a cigarette where
treatment should have benefits for achieving the nicotine yield is so low that it does not
harm reduction goals. Specifically, improved support dependence. This is meant to reduce
availability of treatments that can benefit dramatically the number of adolescents who
dependent smokers may result in higher cess begin smoking while promoting attempts to
ation success rates which in turn contribute to

quit and making it easier for established

reductions in smoking prevalence. Further
more, improved availability of nicotine replace
ment products could have a harm reduction
impact even on individuals who continue to
smoke.

smokers to quit. The mechanism envisioned
for implementing the low nicotine cigarette
proposal is regulation of tobacco cigarettes by
the FDA. At present, the FDA is considering

Altered cigarette characteristics

a drug (that is, nicotine) delivery product.
There are currently no cigarettes available
with the characteristics described above that
could be used to test the hypotheses generated
from the low nicotine proposal. It should be

If people are going to smoke, then altering the
characteristics of cigarettes in ways that force

reduced exposure per cigarette would be the

most direct way of producing a harm reduction
outcome. It should be noted in this regard that

there are cigarettes currently marketed as

"lights" and having Federal Trade Commis

sion (FTC) nicotine yields of 0.4?0.7 mg per
cigarette where the labelling and advertising
implies that smokers will reduce health risks

through their use. This implication is not
substantiated by data. In fact, it is well

established that over the range of yields cited

above, there is no correlation between nicotine

exposure levels of smokers and the nicotine

yield of their cigarettes.1415 Further, smokers
even of lowest yield brands (that is, those with

FTC yields of 0.1-0.2 mg nicotine) obtain

much more nicotine from their cigarettes than

expected from published yields.16 These obse

rvations arise because smokers can and do alter

their smoking behaviour to compensate for
reduced cigarette yield characteristics. Com
pensation is accomplished by taking more and
larger puffs from the cigarettes17 and by

blocking filter vent holes.1819
Currently, cigarette yield characteristics are
determined primarily by burn rates and filter

the case for regulation of tobacco cigarettes as

noted, however, that there are currently
cigarettes marketed with some of the charac

teristics desirable for implementing and testing
a harm reduction model. I am referring here to

the ultra low yield cigarettes which are repre

sented by just two or three brand names
including "Carlton" and "Now". These are

cigarettes that receive an FTC delivery rating

of 0.1 mg nicotine or less. This yield de

termination is not based on altered tobacco
characteristics but rather on the fact that the
filters are so extensively ventilated that it is
difficult for smokers to compensate fully by
more intensive smoking.21

In studies that have measured biological

exposure levels in smokers of ultra low yield
cigarettes it has been found that individuals
who smoke 30-35 ultra low yield cigarettes per

day have plasma cotinine concentrations (a

convenient and specific marker of nicotine
exposure) that average approximately 200 ng/
ml.16,22 This contrast with cotinine levels of
250 ng/ml or higher that would typically be
documented in heavy smokers of higher yield

cigarette brands.16,22 Thus the amount of

nicotine and tar that smokers can extract when
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cessation studies showing that individuals who
return to smoking while on nicotine replace
ment smoke at reduced rates compared with
their precessation baselines. A good example
comes from the Lung Health study13 where
data are reported for smoking relapsers who
did and did not continue to use nicotine gum.
At the 1 year follow up, relapsers using gum
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tobacco companies in the design and manu

limited by the difficulty of full compensation

facture of truly safer cigarettes.

be possible to encourage more smokers to

characteristics to achieve harm reduction goals

through smoking behaviour change. It might
switch to ultra low yield cigarettes as a harm

reduction strategy, using price differentials for

example. However, acceptance of these

Overall, the concept of altering cigarette

is an intriguing one. Technology innovation
could certainly be brought to bear on this
problem, although the funding source would

advocated. The proposal, originally articulated

have to be worked out. Importantly, it would
first be necessary to decide on the best avenue
to pursue for achieving a harm reduction goal.
The fact that proposals including diametrically
opposed alterations in nicotine yield have been
put forward suggests that there is as yet no
agreement as to the best approach. In fact, an
experimental protocol in which cigarettes with

change the tar to nicotine ratio of cigarettes,
reducing tar levels in order to lower cancer
risks, while leaving enough nicotine in the
cigarette to provide adequate pharmacological

produced and tested would no doubt be the
optimum approach to the problem since this
would provide empirical data on which to base
future policy decisions.

cigarettes by smokers given current market
choices is low and they capture only a very
small share of the market.23

HIGH NICOTINE/LOW TAR CIGARETTES

The other side of the coin has also been
in the 1970s by Michael Russell,24'25 is to

reinforcement. The tobacco industry, R J
Reynolds Company in particular, has been
pursuing this strategy in their development of

alternative, high tech nicotine delivery pro

ducts including previously test marketed
"Favor" and "Premier" cigarettes, and more

recently "Eclipse" (New York Times,

November 27, 1994). These products are

engineered to deliver nicotine without tar and

have used various strategies to accomplish this,
the most recent of which is heating rather than

burning the tobacco.

It is too early to draw any conclusions about
the viability or utility of the altered cigarette

approach. We do not know, for example, what
the consumer acceptability would be for a low

tar or tar ?free cigarette, nor do we know
whether there would be any benefits with
regard to reduction of heart disease, where
both nicotine and carbon monoxide are risk
factors. The effort to develop these alternative

cigarette products is, however, illustrative of

the fact that technology exists or can be
developed to create cigarettes or nicotine

a variety of altered characteristics were

Up to now, I have been discussing harm

reduction policies that target characteristics of

cigarettes and characteristics of the quitting

environment. The remainder of this paper will

describe policy initiatives that influence smok
ing indirectly by altering either the oppor
tunities to smoke in public settings or the price

of cigarettes. These are important policy
initiatives because they can exert a substantial
influence on the behaviour of smokers.

Limited smoking environments

We live in a rather remarkable time when there

has been a sea change in the social attitude
towards smoking. One area in which this has

been quite visible is in the proliferation of
environmental smoking bans. Over the past 10

years, private sector employers have been
adopting non-smoking policies in increasing

numbers. Both employer and employee
surveys have shown a marked trend toward
increasing number and severity of restrictions

adopted. For example, Bureau of National

delivery products with dramatically different

Affairs surveys show a greater than 16-fold

without the cooperation of the tobacco in
dustry, could be brought to bear in this regard

reporting total worksite smoking bans during
the period from 1986 to 1991; by 1991,85 % of
worksites surveyed reported having some type

OTHER CIGARETTE CHARACTERISTICS

time, there has been a parallel acceleration of
cities enacting restrictive ordinances on smok
ing in restaurants and other public places.

characteristics than those presently marketed.
Furthermore, private enterprise, either with or

to pursue harm reduction goals.

Up to now, I have been discussing primarily
the alteration of nicotine and tar content of
cigarettes as a means for accomplishing harm
reduction goals. For completeness, however, it
is important to remember that there are other
characteristics of cigarettes besides the tar and
nicotine that might be considered in efforts to

achieve harm reduction goals. Flavour
additives, for example, are included in

cigarettes to make them more acceptable to
smokers, and these could be altered to make

cigarettes less pleasant to use. Also, pH is
adjusted to facilitate optimum nicotine ab

sorption, and this could be altered to reduce
the dose of nicotine absorbed per cigarette.

Again, it might be possible to encourage

private enterprise initiatives to compete with

increase in the percentage of companies

of non-smoking policies in place.26 At the same

Originally intended to limit non-smokers'

passive exposure to tobacco products, smoking

bans have also had an influence on the

behaviour of smokers.

One area of influence is on smoking cessation

rates. Several studies using cross sectional pre

post designs have documented substantial

reductions in smoking prevalence at worksites
after implementation of a smoking ban,27,28
although an overall reduction of only 1 % was

observed by Borland and colleagues29 in an

Australian study. A well designed prospective

survey study conducted when the New

England Telephone Company went sm?ke

free in 1987 documented a 21 % cessation rate
at the 20 week follow up, with 18 % reporting
3 months or more of abstinence.30 This study
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using ultra low yield cigarettes appears to be

Policy initiatives S71

country. However, it is possible that these

costs contribute to the higher cessation rates
that have been observed in more educated and
when a smoking ban goes into place.
higher income smokers, who may be the ones
Environmental bans, particularly worksite most likely to purchase life insurance.
bans, may also have important effects on
With regard to health insurance, a survey of
exposure levels of individual smokers. Studies Delaware insurance companies conducted in
this is a sustained effect or a one time effect

1989 revealed that smoker/non-smoker
differentials were small-of the order of
smoking rates associated with workplace 10-15%-and inconsistently offered across

using self report to gather data have uniformly
found a reduction in daytime as well as overall

bans.27"29 31 An intensive study conducted

when the Francis Scott Key hospital went

smoke-free in 1989 documented a four ciga
rette per day reduction in daytime weekday
smoking, with no compensation reported in
smoking during off-work hours. A 15% de
crease observed in mean saliva cotinine levels
was consistent with an overall reduction in
smoke exposure.32
Overall, environmental bans appear to pro

companies.33 There are some practical diffi

culties here. One is that many health insurance

schemes are based on group rather than

individual coverage, so that cost differentials
do not have a direct impact on the individual
smoker. Along the same line, the impact on
smokers may depend on the extent to which
they pay for their own health insurance in the

first place (versus employer supported in

surance programmes). Finally, the difficulties
duce effects favourable to harm reduction of verifying smoking status are cited by the
goals. They may stimulate cessation attempts, industry as a barrier to more effective im
at least when initially implemented, and pro plementation of cost differentials. In spite of
duce some reduction in total exposure to these difficulties, policy initiatives that impose
tobacco smoke products among individual higher health care costs on smokers could lead

smokers. There can be little question that

smoking bans send a strong message about the
undesirability of smoking behaviour, at least
when it occurs in public. Environmental bans
make smoking more inconvenient and enhance
the pressure on smokers to consider stopping.
It seems likely that smoking bans have been
instrumental in part for promoting the gradual
decline in smoking prevalence that has been
observed in the USA over recent years.

Increased cost of smoking

to further declines in smoking prevalence rates.
CIGARETTE TAXATION

It is quite a well known principle of

behavioural psychology that if the response
cost for a behaviour is increased, the incidence

of that behaviour will decline. So it follows
that increasing the price of cigarettes could
have a significant impact on cigarette smoking
behaviour. It should be noted that with regard
to cigarette taxation, the USA is far behind

most industrialised nations in that it has one of

The final policy initiatives that I shall describe the lowest cigarette tax rates. For example, the

focus on increasing the financial cost of Coalition on Smoking OR Health published

smoking as a strategy to reduce prevalence and
amount of smoking. Under this umbrella, there

figures on relative cigarette taxation rates
adjusted to US dollars.34 The analysis showed

insurance premiums and tobacco taxation.

industrialised nations of $2 or more. In

are two specific proposals: differential

an average tobacco tax among major

contrast, the USA taxes tobacco at about $0.56
per pack, including state and federal taxes. So
DIFFERENTIAL INSURANCE PREMIUMS
the general concept is to bring the USA into
It is clear that smokers pay more for life better conformity with other industrialised
insurance than non-smokers and further, that
nations by raising state and federal taxes on
these price differentials are large. Recent cigarettes and other tobacco products. Specific
quotes obtained from a major life insurance values suggested in recent taxation proposals
provider indicated that smoker/non-smoker have ranged from $0.75 to $2.00 per pack.
It is also well documented that the cost of
cost differentials are of the order of 50 %; that
is, smokers pay twice as much for their life cigarettes has an important impact on smoking
insurance as non-smokers. The differential on prevalence. Smoking prevalence data from

life insurance premiums, being based on California have been published illustrating a

actuarial mortality data, is very consistently
implemented across insurance companies in
cluding, I understand, a particular insurance
company called CNA Financial Corporation,
which is a sister corporation of the cigarette
manufacturer Lorillard. Both companies are
owned by Loews Corporation. So not only are
smokers likely to die at a younger age than

sharp decline coincident with the imposition of

a $0.25 per pack additional tax in January

1989.35 Data from Canada also show an

impressive change in per capita cigarette

consumption coincident with increasing the
price. Canada increased federal and provincial
cigarette taxes from an average of $0.46 in 1980

to $3.72 in 1991. During this time, cigarette

non-smokers, but they must pay more to sales fell 39 % faster and tobacco consumption
protect their family against this eventuality.

decreased 30 % faster than in the USA.36 The

fact of life and there is no direct evidence that

lated that an increase of $2 per pack in cigarette

Smokers have apparently accepted this as a Coalition on Smoking OR Health has calcu

differential cost of life insurance has had any taxes, tied thereafter to inflation, would result
impact on overall smoking prevalence in this in 7.6 million fewer smokers in the USA.34
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Overall, price seems to exert an important
influence on the prevalence of smoking and
may also influence some individual smokers to
reduce their consumption. Both mechanisms

can contribute to harm reduction goals.

Although potentially effective, taxation is a
controversial issue that requires political con
sensus to achieve.

Summary

In this paper I have reviewed a variety of

strategies and policy initiatives that have been
put forward and discussed in public forums
during the past several years. It is clear that

there are many possible approaches in

attempting to achieve further reductions in
smoking prevalence as well as possible harm
reduction through lowered exposure levels in
those who continue to smoke. It is important

to note that these goals are not mutually

exclusive and that the various strategies are
generally expected to influence both parts of
the harm reduction goal. That is, interventions

designed to reduce smoking prevalence may

also reduce individual exposure among con
tinuing smokers and vice versa. This brief
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Michael C Fiore
I shall briefly summarise the process involved
in preparing the Smoking cessation and pre
vention clinical practice guideline, sponsored by

the US Agency for Health Care Policy and
Research (AHCPR), including its rationale,
process, intended audiences, implications, and

schedule.

Effective clinical treatment of tobacco ad

diction is a necessary component of our overall

national tobacco policy. While frequently

Behavioral

Pharmacology

Research Unit, Johns
Hopkins University,
Baltimore, Maryland,
USA
ML Stitzer

Virtually every article that has been published
on clinical smoking cessation since 1975 has
been reviewed.

We have done meta-analyses and used other
strategies to determine which treatments are
effective. The panel is using these data to make

a recommendation on what is state-of-the-art

treatment; in the absence of data, panel expert
opinion will serve as the basis for recommenda

tions.

We are now in the process of actually writing
the guideline. It will be peer reviewed and then

stated, clinicians as well as health care mana
gers and administrators have been reluctant
participants in achieving this key goal. John
Pinney summarised some of those data yes

disseminated by AHCPR. It will be widely

terday when he said that 70 % of smokers see a

process: a guideline of about 100 pages, quick

clinician every year, but up to half of them
report they have never been asked and advised
by their clinician to quit. In a survey of health
care delivery systems and HMOs, only 65 %
offered any coverage in their basic benefits
package for smoking cessation and prevention.
In contrast, virtually 100% of them offered
coverage for the outcomes of smoking, whether
they be pulmonary disease, acute myocardial
infarction, or cancer.

Both clinicians and health care administ

rators frequently cite two reasons for their lack
Tobacco Research and
of participation: first, they say that there are no

Intervention
known and effective treatments for smoking
Program, University
cessation; and secondly, there is no consensus
of Wisconsin Medical
School, Madison, on what is effective treatment. The rationale

available to both clinicians and policy makers.

There will be three products from this

reference guides for key audiences, and a

patient guide to help those considering quit
ting.

There are three key audiences for the

guideline and quick reference guides. The first

is the primary care clinician. With this audi
ence, our goal is to increase the number of
smokers who receive a clinical cessation mess
age. We hope to change the current status quo
that allows smoking to be ignored with im
punity in clinical practice and, instead, to put
it more in the context of a serious medical

condition. The second audience is clinical

is to produce a consensus statement based on
current knowledge, with specific recommenda
MD Anderson Cancer
Center, University tions
of on how to implement the guidelines.
Texas Department of
The process includes a panel of about 25
Behavioral Science,
individuals - experts in smoking cessation,
Houston, Texas, USA
ER Gritz
clinical practitioners, and consumers. While
sponsored by AHCPR, this is a non-govern

managers, managed care administrators, and
insurance providers. These individuals have
the capacity to institutionalise smoking as
sessment and intervention in every clinic in
America. The third audience is smoking cess
ation experts, for whom we shall provide a
synopsis of effective cessation treatments. It
should be noted that the guideline will focus
on cessation and not on primary prevention
and is limited to clinical, not policy, inter
ventions.

systematically reviewing all of the data on

producing a clinical practice guideline on

Wisconsin, USA for the smoking cessation guideline, therefore,

MC Fiore

ment panel. We have been charged with
smoking cessation - more than 3000 articles.

What, then, are some of the implications of

smoking cessation? The first one is that we
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