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 SESSION II EXAMINATION OF ALTERNATIVE TREATMENT GOALS

 Introduction
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 Branch, National
 Institute on Drug
 Abuse, Addiction
 Research Center, PO
 Box 5180, Baltimore,
 Maryland 21224, USA
 J E Henningfield

 I shall be your next presenter on our current
 goal of smoking cessation, but I should first
 like to introduce my fellow presenters, Drs

 Reuter and Hughes, and my panelists, Drs
 Hurt, Rand, and Vocci.

 Peter Reuter is a professor of the School of
 Public Affairs at the University of Maryland,
 and head of the social policy specialisation
 programme there. Before coming to Maryland,
 Dr Reuter was the co-director of the Drug
 Policy Research Center of the RAND Cor
 poration, and there he led the multidisciplinary
 research programme that covered the entire
 range of drug policy issues from epidemiology
 to crop eradication. He is one of the harm
 reduction "warriors". He has been one of the
 people that have seen first hand why this is a
 controversial issue, and he will show that there
 are some controversies that may apply to
 tobacco and others that may not as readily
 apply.

 John R Hughes is a professor of Psychiatry,
 Psychology, and Family Practice at the Uni
 versity of Vermont in Burlington. He is the
 current president of the Society for Research
 on Nicotine and Tobacco and the chair of the
 nicotine dependence task force and nicotine
 dependence treatment guidelines committee
 for the American Psychiatric Association.

 Richard D Hurt is the director of the
 Nicotine Dependence Center and chair of the
 Division of Community Internal Medicine at
 the Mayo Clinic in Rochester, Minnesota.

 He has performed innovative research on
 effective smoking interventions and has de
 veloped a model for what comprehensive
 smoking cessation in a hospital could be,
 ranging from inpatient to community inter
 vention approaches.

 Cynthia S Rand is an associate professor of
 Medicine in the School of Medicine, Division
 of Pulmonary and Critical Care Medicine at
 the Johns Hopkins University. She has been
 heavily involved in smoking cessation research,
 including the lung health study, which gave
 her some special insights in what happens in
 large populations when you are trying to

 monitor them and when they have access to
 nicotine replacement over a long period of
 time.

 Frank J Vocci is the deputy director of the
 Medication Development Division of the
 National Institute on Drug Abuse. He was also
 at Food and Drug Administration when nico
 tine polacrilex, or gum, was approved, and he
 now sees these issues both through the
 perspectives of other drugs and from the
 perspective of nicotine.
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 Reducing the prevalence of tobacco use
 through prevention and treatment efforts is
 universally supported by health professionals
 because of the enormous potential for reducing
 the devastating public health effects of tobacco
 use. In contrast, efforts to reduce the adverse
 effects of tobacco in those who continue to
 smoke have generally been viewed as ineffec
 tive and counterproductive. Recent data and
 projections suggest that this latter assumption
 needs re-evaluation.

 Background
 In the United States, the prevalence of ciga
 rette smoking has been relatively stable at
 about 26-27% for nearly five years, and
 smoking by youth has been stable or possibly

 even increasing over the past decade.1"3 Thus,
 in the absence of a dramatic lowering of
 prevalence of tobacco use or of the conse
 quences of its use, more than one million
 people will continue to die prematurely every
 two to three years for many years to come, and

 many millions more will suffer unnecessarily
 and be disabled by tobacco.4

 The worldwide scenario is even bleaker.
 Annual morbidity is expected to increase from
 three million per year to 10 million per year
 over the next two decades, with half a billion of
 the world's current population dying of to
 bacco related disease.4 Some of these deaths
 will be among non-smokers who cannot escape
 environmental smoke because of the high
 prevalence of smoking.

 These grim projections do not detract from
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 the considerable success of public health
 efforts, nor do they suggest that we should
 diminish efforts that have proved effective at
 reducing the prevalence of smoking in the
 United States from its all time high levels in
 the 1960s. However, the evidence that progress
 has slowed in the USA and that tobacco
 addiction and its associated diseases continue
 to increase worldwide supports the need for a
 re-examination of strategies to reduce the
 death and disease caused by tobacco use. The
 present paper and those that follow will
 provide an overview of some of the issues and
 unanswered questions.

 The means versus the ends
 The two primary means of reducing tobacco
 caused death and disease are prevention of use
 and treatment of dependent persons. These
 efforts produced the first documented down
 turn in tobacco-caused mortality in the USA
 in 1990 and they are important to sustain.5
 However, as has been discussed elsewhere,6
 reducing tobacco-caused death and disease is
 the long range goal; strategies such as cessation
 treatment are a means and not necessarily the
 only means. Other means might include sub
 stantially expanded approaches to prevention
 and a broadening of the range of options for
 nicotine dependent tobacco users. Reducing
 the risk of harm in people who continue to
 smoke is an approach to be considered in this
 paper.

 Individual versus population effects of
 harm reduction
 It is important to recognise that harm re
 duction at the individual level does not necess
 arily go hand in hand with reduction at a
 population level. For example, individuals who
 sustain their nicotine addiction by smoking
 cigarettes might lessen their risk of tobacco
 caused death and disability by switching to a
 smokeless tobacco product. Unfortunately, the
 expanded marketing and broad perception of
 relative safety of smokeless tobacco products
 contributed to the explosive rise in smokeless
 tobacco use among young people in the United
 States from the 1970s to 1980s, and this
 appeared to have had little or no effect on
 reducing cigarette smoking among the
 young.2,7,8 Thus, although some individuals
 might have somewhat reduced their tobacco
 toxin intake by switching from cigarettes to
 smokeless tobacco, the health of the nation
 suffered. Similarly, the promotion of the
 theoretically less toxic filtered cigarette has
 been attributed to helping to sustain the high
 prevalence of smoking-and thus morbidity
 and mortality - at the population level.9 It is
 therefore questionable whether smokeless to
 bacco or new cigarette types could be con
 sidered viable as harm reduction approaches.

 In contrast to the use of tobacco products in
 harm reduction approaches, an expanded use
 of nicotine-delivering preparations might be
 effective at reducing harm by individual tobac
 co users as well as in the population. The

 nicotine replacement preparations studied to
 date do not contain the highly toxic substances
 provided by tobacco products, do not provide
 the explosive bursts of highly concentrated
 nicotine doses to the arterial blood stream that
 cigarettes do, and appear to be substantially
 less capable of causing new addiction problems
 or sustaining addiction compared to tobacco
 products.10"12 Data reported in hearings before
 the US Food and Drug Administration (FDA),
 in July 1992 indicated that despite the fact that

 many people who were prescribed nicotine
 transdermal systems continued to smoke, most
 appeared to do so at reduced levels and the
 incidence of heart attacks among transdermal
 users was several orders of magnitude lower
 than expected in the general population.

 Assessment of harm reduction
 Traditionally, smoking cessation efforts are
 assessed by dichotomous measures: any evi
 dence of smoking results in categorisation of
 the patient as a treatment failure. Harm
 reduction approaches require attention to a
 broader range of outcome variables. For ex
 ample, at the individual level, proxy or sur
 rogate measures such as amount of tobacco
 consumed and systemic levels of tobacco
 related toxins, as well as direct measures of
 toxicity such as lung and cardiovascular func
 tion, can be assessed. At the population level,
 assessing the impact of harm reduction ap
 proaches may require closer attention to out
 come measures such as per capita cigarette
 consumption, per smoker cigarette consump
 tion, per tobacco user consumption of all forms
 of tobacco, and the percentage of smokers who
 are "drippers" (people who smoke less than
 five cigarettes per day). For example, for many
 years in the United States, drippers have
 comprised about 10-15 % of the tobacco using
 population.10 One potentially beneficial out
 come of a harm reduction strategy would be to
 increase the proportion of tobacco users who
 smoke at such low levels. These are just a few
 of the measurement and study design issues
 that need to be addressed as harm reduction
 strategies are considered.

 Complementary prevention approaches
 Expanded prevention approaches could also
 contribute to reduced prevalence of addictive
 smoking. It appears that earlier onset of
 tobacco use is associated with more severe
 subsequent dependence than delayed onset of
 tobacco use.13 This observation is similar to
 that regarding other addictive drugs,1415 and
 suggests the expansion of prevention ap
 proaches aimed specifically at delaying the age
 of onset of any use, as well as imposing barriers
 to delay the transition from occasional use to
 regular use. These goals are especially im
 portant in light of the fact that approximately
 two thirds of ail adolescents in the USA
 continue to sample cigarettes and one third to
 one half of these children develop depen
 dence.2'31617

 Another approach would be to prevent the
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 Examination of alternative treatment goals S27

 transition to high levels of addiction in those
 young people who have begun to smoke
 regularly. This would require the development
 of treatment interventions targeted towards
 the needs of young tobacco users. 18The fact
 that nearly 40 % of adolescent smokers report
 some level of interest in youth-targeted smok
 ing cessation programmes supports the de
 velopment of such programmes.19
 Tobacco product and regulatory changes

 might also contribute to prevention efforts.
 For example, more accurate labelling of the
 delivery of nicotine and tar on cigarettes might
 enable consumers to control and reduce their
 intake of such chemicals more effectively.20In
 addition, if the nicotine content of cigarettes
 was reduced to levels that were not sufficient to
 cause or sustain addiction, then, even among
 young people who take up cigarette smoking,
 later efforts to quit smoking upon reaching
 adulthood would not be complicated by the
 presence of nicotine addiction.21 These and
 other new prevention approaches might be
 considered along with new treatment ap
 proaches, since a fundamental public health
 aim is to coordinate prevention and treatment
 strategies to maximise the impact of each.

 Complementary treatment approaches:
 harm reduction
 Effective cessation interventions, such as nic
 otine replacement, may be considered major
 medical treatment advances because they in
 crease the likelihood of successful long term
 cigarette abstinence by three- to fourfold over
 the ~ 7 % rates of success achieved by people
 who quit on their own. On the other hand,
 most people given any form of smoking
 cessation treatment relapse to heavy addictive
 cigarette smoking; their needs do not appear
 to be adequately addressed by current
 approaches, and treatment may be terminated
 if they resume smoking. One solution is to
 "recycle" such patients into new treatment
 programmes.22

 A complementary approach to the foregoing
 is to expand the range of treatment options and
 goals. An example of this is the potential for
 different indications for medications for treat
 ing nicotine dependence which have been
 proposed to the FDA.23 Those proposed
 indications are:

 (1) Relieve withdrawal
 (2) Decrease use/achieve abstinence
 (3) Prevent relapse
 (4) Reverse toxic effects

 These indications are similar to those proposed
 for treatments targeted at other disorders of
 psychoactive substance use, such as cocaine,
 opioid, and alcohol dependence. The first three
 indications appear to be viable targets for
 existing treatments; however, important ques
 tions need to be resolved by data collection.
 For example, would enabling people to achieve
 intermittent tobacco abstinence to meet oc
 cupational demands by treating withdrawal
 symptoms increase or decrease the likelihood
 that they will ultimately stop smoking? Simi

 larly, the protracted use of replacement medi
 cations to produce what might be termed
 "partial tobacco abstinence" or "major smok
 ing reduction" has not been studied as an
 endpoint in its own right, even though sub
 stantial smoking reduction has often been
 reported as a byproduct of cessation efforts (for
 example, see 24). Finally, the protracted use of
 medicines to sustain remission and prevent
 relapse is widely practised in other areas of
 medicine but has not been systematically
 studied as a potential approach to treating
 tobacco dependence. Perhaps it should be.

 Concluding comments
 As harm reduction approaches to tobacco use
 are considered in the papers by Reuter and
 Hughes in this supplement and in the ac
 companying discussion, it should be apparent
 that such approaches can differ widely in form
 and effect for individuals and populations.
 Rather than simply accepting or dismissing
 harm reduction approaches, the risks and
 benefits of each approach should be compared
 and contrasted. Similarly, when looking at
 other addictive drugs for insights into the
 potential risks and benefits of such approaches
 with respect to tobacco addiction,25 it is
 important to consider the differences in the
 pharmacology and toxicology of the substances
 that may also limit the applicability of any
 conclusions reached (see discussion of such
 issues by Goldstein26).
 Finally, it is apparent that important un

 answered questions about the viability and
 impact of various harm reduction approaches
 limit the accuracy of predictions.27 Therefore,
 this paper and those that follow should be
 considered as early steps in a process that may
 lead to new approaches to lessening the death
 and disability toll of tobacco. Ideally, such
 approaches should strengthen the impact of
 the existing prevention and treatment ap
 proaches that have proven effective.

 Other issues are also relevant to these discus
 sions. For example, how would making a
 nicotine replacement treatment available over
 the-counter affect its value in cessation and
 harm reduction interventions ? What would be
 the advantages and disadvantages of non
 nicotine-delivering medications for harm re
 duction compared to nicotine-delivering medi
 cations? How would treatment goals such as
 " partial tobacco abstinence " affect the broader
 goal of reduced population prevalence of
 tobacco use? Should products developed and

 marketed by tobacco companies, which differ
 substantially from conventional tobacco pro
 ducts (for example, RJ Reynolds's Premier
 and Eclipse products) be exempted from the
 sort of regulatory oversight given to foods and
 drugs ?

 These and many other issues will be discus
 sed in the following papers and accompanying
 discussion. Few, if any of the issues are likely
 to be resolved at this time. However, it would
 appear that the time has come to re-evaluate
 our goals and strategies if we are to produce
 further reductions in smoking-caused disease
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 in the United States and to reverse the
 escalating growth of tobacco-caused disease
 occurring in most other nations of the world.

 The views expressed in this paper are those of the author and
 do not reflect an official position of the US federal government
 or its agencies.
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 Even among its supporters, the American drug
 control strategy provides few grounds for
 enthusiasm. Despite many indications that the
 prevalence of drug use has declined over the
 past decade, in many ways the severity of the
 drug problem has remained fairly constant.1
 Moreover, our current mix of policies is
 expensive, intrusive, and may actually con
 tribute to drug related harm.2 Thus there is
 considerable interest-as documented by a
 steady stream of popular books, television
 programmes, and analytic and newspaper es
 says - in looking at a much wider array of drug
 control strategies, including approaches that
 go well beyond simply tinkering at the edges of
 existing programmes.

 In this essay we shall provide a brief
 overview of one such alternative approach, the
 harm reduction paradigm.3"5 We shall discuss
 its influence in Western Europe and the
 barriers to its diffusion into American policy
 towards illicit drugs, and we shall offer a
 framework highlighting ways in which harm
 reduction might be integrated into the under

 lying logic of American drug control. Finally
 we tentatively suggest its relevance to smoking
 policy.

 Drug policy and drug related harms
 The American "drug problem" is in fact
 constituted by quite a variegated list of harms.6
 The table provides a partial listing intended to
 illustrate the diversity.

 Some harmful effects are undoubtedly a
 direct function of drug use itself, and par
 ticularly of dependence. But much of the harm
 is attributable to the criminal distribution of
 drugs. Certainly the violence in drug selling7
 and the development of a large criminal
 economy8 are functions of the conditions that
 we have created around drug selling, rather
 than any psychopharmacological characteris
 tics of the drugs per se. It is not implausible
 that a prohibition on chocolate might lead to

 markets with potential for violence; such an
 inference is even more plausible witff respect
 to cigarettes. Prohibition-related ill-effects are
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