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ABSTRACT 

In increasing numbers, Americans will seek to satisfy nicotine addictions through the 

use of novel nicotine-delivery products devoid of the tar and carbon monoxide that make 

cigarettes so deadly. In the vanguard are tobacco industry devices that heat rather than bum 

tobacco and pharmaceutical industry nicotine-replacement products, with nicotine "gum" and 

the patch now available over the counter. Ostensibly, these two industries have diametrically 

opposed objectives, the tobacco industry striving to sustain nicotine addictions, the 

pharmaceutical industry to end them. However, a series of technological, economic, 

political, regulatory, and social developments augurs a strange-bedfellows competition in 

which these industries will vie for shares of a new multi.billion dollar long-term nicotine 

maintenance market. Regulatory options range from encouraging competition to banning all 

nicotine-delivery devices. A more realistic approach discourages use of the most dangerous 

products, while making relatively nonhazardous products readily available to adults. 
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Accounting for a fifth of all deaths in America, 1 the toll of tobacco is all too familiar. 

So, too, is the ultimate source of tobacco's toxicity: the extraordinary grip that nicotine 

places on its users. 2 

As with other addictions, 3•
4 becoming abstinent from nicotine is definitely possible; 

half of currently alive Americans who have ever smoked have quit, usually without clinical 

assistance. However, for many of the millions who remain smokers, most of whom say that 

they want to stop, efforts to quit have failed, often despite frequent attempts.5 

Recognition of the tenacity of their smoking and its eventual deleterious consequences 

has led some health professionals to question continued, complete reliance on the traditional 

treatment paradigm, which has regarded abstinence as the only therapeutic goal. Instead, 

they are cautiously considering a harm reduction strategy that envisions a role for long-term 

nicotine maintenance using products that deliver nicotine without the other toxic substances in 

tobacco products. 6-lo 

At the heart of the nicotine maintenance concept lies the belief that, although it is not 

risk-free, 11
-
14 nicotine per se does not directly cause most of the enormous burden of tobacco­

related disease. Rather, it is the tobacco products themselves (and their combustion 

products), the vehicles that deliver nicotine, that are "dirty" and dangerous. 

The avoidance of tobacco use is thus considered far more important than kicking an 

addiction to nicotine. For those who cannot or will not stop using nicotine, might it not be 

prudent to offer an alternative to tobacco products, one that satisfies their addiction while 

dramatically reducing their risk of disease? 

This question is actually quite complicated, requiring resolution of a myriad of issues. 
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Can consumer-acceptable products be developed that will satisfy nicotine needs without 

subjecting consumers to substantial health risks? (What constitutes "substantial"?) Would 

such products induce children who do not now use tobacco products to initiate nicotine 

addictions? Would they cause former smokers to relapse? To what effect? (What is the 

abuse potential of such products?) Would users of such products also use conventional 

tobacco products? Would the availability of alternative nicotine delivery devices substantially 

reduce the numbers of people who successfully become abstinent in the future? Again, to 

what effect? (Again, what is "substantial"?) How would the nation's drug regulatory 

apparatus respond? Under what circumstances would the sale of such products be permitted? 

These are not merely abstract questions. A series of technological, economic, 

political, regulatory, and social developments has brought us to the brink of a new market 

for long-term nicotine maintenance. Whether or not the health community finds this 

desirable, these developments mean that tobacco users -- and possibly nonusers -- are likely 

to have growing numbers of nicotine-maintenance options available to them soon. Some will 

involve no tobacco; others will use tobacco in ways not previously imagined. There are 

scores of patents for such devices, including an electrically-fired pseudo-cigarette. 15 

The options that will eventually be brought to market and the conditions of their 

availability remain to be defined. It is here that the health community can work with the 

larger society and its formal policy-making apparatus to shape the future of long-term 

nicotine maintenance. To broaden the debate, we describe developments that are forcing the 

issue and consider alternative approaches to defining and regulating a future market for 

nicotine-maintenance products, including those that use tobacco derivatives as the vehicle for 



delivering nicotine and those that do not. We derive salient lessons for the emerging 

environment of nicotine delivery from the history of innovation in the cigarette industry. 

RECENT AND ANTICIPATED DEVELOPMENTS 
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New technology for delivering nicotine is evolving rapidly and dramatically. Some of 

the technology already commercially available is very familiar, such as two nicotine 

replacement therapy {NRT) products: "gum" (nicotine polacrilex) and the patch.16
•
17 Some 

new technology has been introduced but is less familiar, including two cigarette-like devices 

from the R. J. Reynolds Tobacco Company, Premier and Eclipse. 18
-
20 Finally, some of the 

new nicotine-delivery technology is quite unfamiliar. For example, nicotine nasal spray 

became available as a prescription drug in 1996 and Food and Drug Administration approval 

of a nicotine inhaler has recently been recommended by a federal scientific advisory 

panel. 21,22 

All such products emerge in response to market conditions and the social, regulatory, 

and political considerations that define them. As discussed below, the cigarette 

manufacturers' introduction of products like Eclipse represents a marketing response to a 

social environment increasingly hostile towards environmental tobacco smoke and to a 

marketplace of health-concerned tobacco consumers. Unlike NRT products, which also 

represent a response to consumer health concerns, Eclipse is not intended as a bridge to 

abstinence. Also unlike NRT products, the manufacturer has not submitted Eclipse to the 

FDA for evaluation of safety and determination of marketing conditions. 

In terms of their purposes, new products from the cigarette companies and nicotine 



replacement pharmaceuticals appear to be worlds apart, the former dedicated to the 

perpetuation of nicotine dependence, the latter to its curtailment. However, plausible 

developments in both product categories and in the conditions of their availability could well 

make the cigarette and pharmaceutical companies the strangest of bedfellows, competing 

vigorously for a large market of long-term nicotine maintainers. The logic underlying this 

statement will emerge following consideration of each industry's innovations. 

New-generation cigarette-like devices, and old-generation effects on health 

Eclipse might appear to represent a radical and even revolutionary change in both 

industry product and approach. As we discuss below, however, Eclipse follows a tradition 

of industry response to threats to sales posed by consumer concerns about the conventional 

product. 
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Structurally, Eclipse is dramatically different from the conventional cigarette, 

especially since it bums very little tobacco-like material. A carbon fuel element, insulated 

with a fiberglass jacket, heats a glycerin-laden charge of reconstituted tobacco. This 

vaporizes material that cools to condense into an aerosol largely made up of water and 

glycerin droplets that, in tum, carry nicotine and other volatiles. The consumer inhales an 

aerosol consisting largely of water, glycerin, nicotine, and the oxides of carbon. Nicotine is 

delivered at about the same rate and amount as a cigarette having an FfC rated yield of 0.9 

mg. Carbon monoxide is moderately higher than that delivered by such a cigarette. 19
•
20

•
23

•
24 

Eclipse is being test-marketed in Chattanooga, Germany (under the name HI-Q), 

Sweden (Inside), and Japan (AIRS). The only similar device was its immediate predecessor, 



Premier, a more radical innovation that produced an aerosol from glycerin and a tobacco 

extract adsorbed onto alumina beads just proximal to the carbon fuel element. Introduced in 

1988, Premier failed market tests and was taken off the market amid mounting pressure on 

the FDA to regulate it under the Food, Drug and Cosmetic Act.25 
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Both Premier and Eclipse seem designed to address two industry problems: smokers' 

concerns about the health effects of smoking, specifically its carcinogenic potential (aerosols 

from both products contain low levels of carcinogens compared to conventional cigarettes), 

and nonsmokers' concerns about environmental tobacco smoke (ETS) (neither product 

produces much visible smoke). The latter has implications for the social acceptability of 

such products and quite possibility their legal acceptability. Would workplace policies and 

public regulations be modified to permit consumers to use such reduced-smoke devices in 

places where smoking is banned? 

Both of these industry problems have been addressed, largely without success, by 

earlier generations of product innovation. The ETS issue is of more recent vintage, and 

relevant innovations are fewer in number. Two were cigarettes with a built-in perfume and 

low-smoke cigarettes, designed with special papers resulting in less visible sidestream 

particulate matter. 26·n 

Health concerns drove the two major previous paradigm shifts in cigarette 

architecture: filter-tipped cigarettes in the 1950s and low tar and nicotine cigarettes at the 

end of the following decade, both presented to the public as radical design changes, much 

like the emerging generation of devices. 

Filters were the industry's response to the then newly emerging public concern about 
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smoking's relation to lung cancer.28 The cigarette companies marketed filters as trapping the 

dangerous components of cigarette smoke but letting the "flavor" through, although filters 

never received independent reviews confirming the claims. 26 Affording smokers an apparent 

alternative to quitting smoking, filters quickly became the dominant product on the market. 

Their introduction and effective marketing reversed a two-year decline in per capita cigarette 

consumption in 1953 and 1954 that had resulted from new evidence linking lung cancer to 

smoking, which then meant unfiltered cigarettes. 25 Ironically, the most successful early 

filter, touted quite explicitly for its health protection properties, the Kent Micronite filter, 

used crocidolite asbestos as the filtering agent. 29
•
30 That filters were introduced primarily as 

a public relations gambit, rather than as a truly less dangerous product, is suggested by the 

fact that some early filtered cigarettes used harsher tobaccos, so that the filtered smoke 

would taste like the unfiltered smoke of old.28 

The 1964 Surgeon General's report31 began a process that led to the industry's next 

technological "fix": low tar and nicotine (tin) cigarettes, marketed, often explicitly, with the 

theme that health-conscious smokers had the choice of either quitting smoking or switching to 

low tin brands. 32 By 1981, low tin cigarettes had captured a majority of the market. 

Medical textbooks frequently recommended their use by patients unable or unwilling to stop 

smoking. 33
•
34 

Since then, scientists have learned that smokers who switch from regular cigarettes to 

low tin brands engage in "nicotine regulation," compensatory behaviorial changes that greatly 

narrow the supposed gap between high and low yielding cigarettes. Low tin smokers may 

consume more cigarettes, take larger and more frequent puffs, inhale more deeply, smoke to 



a shorter butt length, and subvert the technologies that lower machine-measured tin yields 

(by blocking ventilation holes in filters that, unoccluded, dilute smoke by mixing it with 

air). 2,35,36 
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The net effect is that, consistent with smoking being a drug dependence process, the 

variance in smokers' blood cotinine levels is significantly smaller than the variance of 

nicotine deliveries indicated in cigarette ads. 37 The public is unaware that tin ratings are 

derived from standardized machine smoking of cigarettes, in which cigarettes are puffed at a 

constant volume (35 ml) and at a constant interval (60 seconds). As the data on nicotine 

regulation demonstrate, people do not usually smoke like the machines.38 

Low tin cigarettes would likely reduce health risks if smokers did not engage in 

nicotine regulation to a significant degree and if they would have continued to smoke even if 

low tin cigarettes were not on the market. However, most smokers who "switch down" to 

low tin cigarettes do engage in nicotine regulation.35
•
36

•
39 Further, logic, available survey and 

marketing data, and internal tobacco company documents suggest that the availability of low 

tin cigarettes substantially impeded smoking cessation.25
•
4043 On balance, therefore, low tin 

cigarettes may well have increased the aggregate societal burden of smoking, primarily by 

reducing the number of people who would have quit in the absence of their availability, and 

secondarily by switchers smoking more cigarettes. 25 

A similar phenomenon undoubtedly characterized the success of filtered cigarettes in 

reversing the decline in cigarette consumption in 1953-54. In both instances, a major 

technological innovation, marketed as promising reduced harm from smoking, may well have 

had the opposite effect in the population as a whole. Cigarette use likely would be much 



lower today if the only products for sale were 70 mm unfiltered smokes. The introduction 

and diffusion of these new types of cigarettes thus clearly benefitted the industry by 

maintaining or increasing sales. Industry documents show that industry scientists regarded 

low-tar cigarettes as "health-image" products, public relations gimmicks, rather than truly 

"health-oriented" products. 41 
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The introduction of Eclipse thus follows a decades-old tradition of industry product 

innovation in response to public concern, with the industry's intent being to reduce concern 

and thereby maintain or expand sales. More similarly motivated new-generation products 

will likely soon appear, especially if Eclipse is successfully introduced. 15
•
19 Whether past 

history is relevant to the new generation products remains to be seen. The promise of 

reduced risk for confirmed smokers may be genuine this time, especially with regard to 

cancer. If history repeats itself, however, this ostensibly less-hazardous product might 

sustain high levels of nicotine addiction and, on balance, increase the aggregate disease toll. 

One great risk specific to low-smoke devices is that they may be deemed acceptable 

for use in settings in which smoking is prohibited, such as workplaces. A plausible 

consequence would be regular cigarette smokers' consuming these devices during work 

hours, when at present they do not smoke, and then continuing to smoke their regular brands 

outside of work. The net effect would be increased exposure to nicotine and carbon 

monoxide, since workplace smoking bans decrease daily cigarette consumption.44 For people 

who would have quit smoking in the absence of the day-time nicotine alternative, all of the 

risks associated with smoking would be greatly increased. 



Nicotine-containing pharmaceuticals 

The advent of NRT pharmaceuticals revolutionized the treatment of nicotine 

dependence, in part by medicalizing it. Prior to their availability, the clinical 
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armamentarium was limited primarily to behavioral counseling, which, for a variety of 

reasons, held little appeal for either physicians or patients. 45 Although a few smoking­

cessation products were available in the commercial market, none had demonstrated efficacy 

in controlled trials. 25•
46 Tests of both nicotine polacrilex ("gum") and patches as adjuncts to 

behavioral counseling demonstrated efficacy, on average doubling quit rates. 16 NRT products 

thus afforded physicians the opportunity to prescribe something potentially efficacious for 

patients who wanted to quit smoking, thereby making the physician-patient interaction more 

conventional and comfortable for both parties. 

Nicotine gum introduced the era of NRT pharmaceuticals in the United States in 

1984, followed by patches in 1991 and nicotine nasal spray last year, with the nicotine 

inhaler on the horizon. A nicotine-containing lozenge on a stick (like a lollypop)is also being 

developed. 47 Each of these newer products has its own set of attractive features and 

limitations, the latter including abuse potential and other adverse side effects. Each product 

holds the promise of helping an as-yet undefined subset of smokers. Researchers are 

investigating combination therapies as well, attempting to exploit the specific virtues of the 

different products. 48 

As important as the development of NRT products may be a major change in product 

distribution: over-the-counter (OTC) sale, of gum and patch thus far. Although the quit rate 

will be lower than that associated with using NRT under the guidance of experienced 
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clinicians, greater NRT accessibility could more than compensate, leading to more quitting in 

the aggregate. 49 

OTC availability will also likely increase the use of nicotine-bearing products as 

partial or complete ongoing substitutes for cigarette smoking (an~d other tobacco-product use). 

It will likely routinize the use of NRT products by smokers not trying to quit, to supply 

nicotine when they are not smoking, either because they want to reduce their cigarette 

consumption or because law or custom precludes their smoking in certain locations (e.g., 

workplaces or airplanes). 10·so For this use, NRT products should logically be called nicotine 

maintenance products. 

Strange bedfellows 

Through product innovation by tobacco companies, pharmaceutical companies, and 

other consumer products companies, and through OTC distribution of NRT products, the 

lines distinguishing different types of new-generation nicotine delivery devices could 

eventually become blurred. More or less intentionally, each company could find itself 

maintaining nicotine dependence among consumers whose choices would otherwise be limited 

to conventional tobacco products or abstinence. Ironically, tobacco companies and 

pharmaceutical companies, which approach nicotine addiction from diametrically opposite 

positions, could find themselves in direct competition for sales of nicotine maintenance 

products among the same group of consumers. 

In this regard, the history of tobacco company innovation, described above, is not 

encouraging: previous generations of ostensibly "less hazardous" products may well have 
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increased the harm caused by cigarettes, by encouraging the maintenance of smoking rather 

than quitting. Still, some future tobacco industry product may overcome enough of 

smoking's dangers that the cost of substitution of this product for cigarettes -- continued 

dependence on nicotine -- will fall short of the benefit of reduced aggregate exposure to the 

other poisons in cigarette smoke. 

There is insufficient history of pharmaceutical industry activity in this arena to draw 

direct historical lessons. However, with a potential market in the tens of millions of 

consumers in the U.S. alone, the pharmaceutical industry would have to seriously consider 

aggressive involvement in a reconceptualized nicotine maintenance market. Drug companies · 

are competing with advertising campaigns for OTC gum and patch exceeding $100 million, 

which would certainly pay off more handsomely if consumers used these products over a 

long period of time. 51
•
52 The relative ease of the transition from focusing exclusively on 

nicotine replacement to contemplating a much larger market for nicotine maintenance has 

been hinted at in ads promoting a non-nicotine smoking cessation aid, CigArrest, "for those 

times when you want to stop smoking, for a moment or forever" (emphasis added). 

ALTERNATIVE SCENARIOS FOR THE FUTURE AVAILABILITY OF NICOTINE 

For many health professionals, contemplating competition between the tobacco and 

pharmaceutical industries for long-term nicotine users will generate a sense of moral 

repugnance. Like it or not, however, this competition is developing and will continue to 

develop, barring extraordinary regulatory measures (e.g., the FDA's returning gum and 

patch to a prescription-only distribution and prohibiting the marketing of any new tobacco 
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industry products not demonstrated to be safe). 

An optimal set of market and regulatory circumstances could conceivably create 

incentives that encourage the development of truly much less hazardous methods of 

consuming nicotine. Note that we have had a market for long-term nicotine maintenance for 

decades: the tobacco market. Through strict regulation of nicotine in nontobacco products, 

and virtually no regulation of tobacco products, we have, essentially, granted the tobacco 

industry a monopoly in the nicotine maintenance market. This market has been accompanied 

by an unprecedented burden of disease and death. Reconceptualizing that market, opening it 

to innovative, less hazardous products introduced through competition between the tobacco 

and pharmaceutical industries, could conceivably satisfy the public's desire for nicotine 

without exacting the current enormous cost in ruined lives. 

The creation and marketing of novel nicotine delivery devices raise a myriad of 

possible scenarios concerning the future availability and use of both tobacco and non-tobacco 

nicotine-bearing products. Here we summarize scenarios defined by the regulatory approach 

adopted. Product availability and use will also be defined by consumer demand. Without 

discussing this explicitly hereafter, we assume that many consumers will want to use nicotine 

devices characterized by convenience, reasonable price, social acceptability, and provision of 

a high degree of nicotine satisfaction. 

Either consistently or idiosyncratically, each of the product categories -- current 

tobacco products, new tobacco industry nicotine delivery systems, and nicotine devices 

produced by the pharmaceutical or other industries -- could be regulated according to the 

following options: (1) no regulation; (2) legal availability on a nonprescription basis; (3) 



availability by prescription only; (4) not legally available. In addition, regulation could 

include limits on advertising, disclosure of information to consumers, and so on. 

15 

Conventional tobacco products are currently subject to no health and safety regulation. 

In contrast, all pharmaceutical company innovations have been submitted to and regulated by 

the FDA, with efficacious nicotine replacement products first permitted for prescription sale 

and then OTC, if their abuse liability is deemed low. The FDA has also asserted its 

authority over other nicotine delivery devices not submitted to the agency for approval. 

Favor, a precursor to the new inhaler, was prohibited as an untested drug delivery system. 

Similarly, the FDA determined that Masterpiece Tobacs, a chewing gum containing shredded 

tobacco leaf intended for use "Anytime, when you can't smoke," was a food product 

adulterated with an unapproved additive, tobacco. 25 

The regulatory status quo is thus well defined, with one critical exception: innovative 

tobacco industry products. To date, no tobacco company has submitted an innovation for 

FDA approval, and the agency has not asserted its regulatory authority when confronted with 

a product from a major producer. However, the FDA has been petitioned to regulate 

Eclipse. 53 The agency was considering claiming regulatory jurisdiction over Premier before 

R. I. Reynolds removed it from the market. 25 

A future regulatory structure for nicotine delivery devices could continue current 

policy, with new tobacco industry products either treated like conventional tobacco products 

or like conventional pharmaceutical products. Alternatively, it could treat all nicotine­

yielding products identically, regulating them as either prescription or nonprescription drug 

delivery devices. In theory, a decision could be reached to keep government out of the 



16 

nicotine market altogether, allowing a free enterprise shoot-out between the tobacco and 

pharmaceutical giants. As unlikely as that seems, another possibility -- banning all nicotine­

yielding products -- is even less conceivable. 

A more rational regulatory approach might be to advantage less toxic products, 

instead of honoring accidents of history, as at present. All currently available nicotine 

delivery devices would continue to be sold, but the least toxic would be the most easily 

available and attractively presented, as discussed below. Such an approach could also 

provide incentives, or requirements, for incremental improvements in conventional products, 

for instance by requiring that cigarettes be fire safe. 25 

A more radical differential regulatory strategy would require reduction of the nicotine 

content of conventional tobacco products over se/veral years to levels unlikely to cause or 

sustain addiction. 54 This would afford current users ample opportunity to wean themselves 

off of tobacco products, while simultaneously reducing the ability of tobacco products to 

addict future generations of children. 

All other nicotine-yielding products, regardless of industry of origin, would be 

evaluated as drug delivery devices by the FDA, permitting on the market only those that met 

a relative harm standard. The harm theshold might (for example) tolerate nicotine addiction, 

at levels deemed unlikely to be harmful to human health, but prohibit any other substances 

known or believed dangerous to health. 

Under this policy, de-nicotined tobacco products could be freely sold, despite their 

delivery of toxic compounds (possibly subject to age restrictions, as at present). If people 

really smoke for "flavor" or "taste" -- the predominant tobacco industry claim -- sales of 
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tobacco products should not be impacted. If, in fact, people smoke primarily to satisfy 

nicotine addictions, few if any consumers likely would choose to use de-nicotined products 

on a regular or even frequent basis. This appears to have been the experience with Next, a 

de-nicotined brand introduced by Philip Morris in the late 1980s that failed its market tests. ss 

In addition to determining legal availability, regulatory agencies frequently regulate 

circumstances of manufacture, marketing, time and location of sale, and age of purchase. 

FDA regulation of cigarettes and smokeless tobacco, to protect children, focuses exclusively 

on just such conditions of marketing and sale. 56 

Future nicotine delivery device regulation could rely heavily on differential marketing 

and sale conditions to reduce the attractiveness of the most hazardous products and increase 

that of the less hazardous. For example, firms might be permitted to advertise, without 

restrictions, products that FDA found minimally dangerous. In contrast, if permitted at all, 

cigarette ads might be limited to black-and-white block-letter factual text. Similar 

distinctions could be made with regard to packaging, with plain packaging required for the 

most dangerous products, such as cigarettes, with warning labels consuming a third to a half 

of the front panel of the package. 57
•
58 Differential rates of excise taxation might be employed 

to encourage consumer use of the less hazardous products. 

Developing a comprehensive, rational, politically feasible nicotine policy is a 

challenge of the first order. It ought to begin with a few basic principles. First, 

conventional tobacco products should be grandfathered in the early-going. For political and 

social reasons, a phase-in period of years should be established for mandated major changes 

in conventional products, such as lowering nicotine to nonaddicting levels,54 with the 
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assurance that reasonable alternative nicotine delivery devices will be available. There is no 

reason, however, to delay marketing, packaging, and sales restrictions to reduce the 

glamorous imagery associated with tobacco use, or incremental product design changes 

helpful to the public's health (e.g., fire safety). 

The second principle should be consistency, to the extent pragmatically possible. If 

any new nicotine delivery device is subject to FDA approval, all should be treated likewise. 

Thus, since the new nicotine inhaler requires FDA approval, so should Eclipse. If the FDA 

deems that the risks associated with the inhaler warrant prescription-only distribution, a 

similar conclusion about Eclipse should lead to a similar requirement. 

The call for consistency reflects the ironic reality that new pharmaceutical products 

currently face a long and expensive marketing approval process, while the most dangerous 

nicotine delivery device ever invented, the cigarette, is introduced and sold without 

regulatory impediments. In essence, the deck of competition has been stacked heavily in 

favor of conventional tobacco products. An entrepreneur with a tobacco- (but not nicotine-) 

free product that is unarguably less dangerous than cigarettes, as was Favor, cannot simply 

take that product to market in an attempt to compete with cigarettes. 25 

The final principle is that the primary goal of a new nicotine policy should remain to 

help everyone who wishes to be free from nicotine and tobacco to achieve abstinence. For 

those unable or unwilling to be nicotine-free, the policy should offer alternative means of 

achieving homeostasis that minimize abuse potential and risks to health. 

TOWARD DEVELOPMENT OF A NICOTINE POLICY 
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The intent of a rational nicotine policy must be to deal realistically and constructively 

with the public health disaster wrought by the widespread use of tobacco products. An 

underlying premise, supported by a wealth of evidence, is that, because of addiction, tobacco 

products exact their toll predominantly involuntarily on the part of consumers. With rare 

exceptions, nicotine addiction begins during childhood and adolescence; despite sincere 

desires to quit, many simply find the chore too taxing. 

With tens of millions of Americans currently addicted, continued dependence on 

nicotine for large numbers is a virtual certainty for the foreseeable future. "Large numbers" 

does not imply that all or even most of today's addicted population will always remain 

addicted; even a relatively small proportion represents a substantial number of people. 

Furthermore, a variety of social forces leading new generations of children to become 

nicotine-dependent will persist during much of that future. 

People who are nicotine-dependent are victims of addiction and not social miscreants. 

They deserve a policy that recognizes their individual dignity, the difficulty many would have 

in being forced to forgo nicotine, and the opportunity to continue consuming nicotine should 

they so desire. At the same time, children deserve the opportunity to grow up free of 

inducements to become addicted to nicotine. As such, the option of having minimally 

harmful nicotine products available to adults, in a social and policy environment that 

deglamorizes nicotine consumption, seems worthy of open-minded consideration. To achieve 

such an environment requires serious restriction of children's access to nicotine products and 

of the marketing of such products. Assuring adults continued availability of nicotine 

products acknowledges that significant numbers of Americans will be unable or unwilling to 



stop using nicotine. 

The notion of nicotine maintenance in less harmful forms, rather than complete 

abstinence, is not new. Following the introduction of filtered and then low tin cigarettes, 

numerous health professionals supported switching from the conventional product to the 

innovation. 41
•
59 More recently, an oral pathologist has advocated the use of smokeless 

tobacco products as a less-dangerous alternative for addicted cigarette smokers. 60 

With hindsight, support of filtered and then low tin cigarettes appears to have been 

misguided, quite possibly the cause of more rather than less tobacco-produced disease. 

Similarly, encouraging addicted smokers to switch to smokeless tobacco products appears 

short-sighted,61 especially given the availability of the new NRT devices, the spray and the 

inhaler. These are far "cleaner" than smokeless tobacco and may satisfy nicotine needs at 

least as effectively. 

20 

The approach considered here, nicotine maintenance for some addicted consumers 

through the provision of less toxic nicotine delivery devices, has been advocated for quite a 

while by a handful of prominent scientists. 6•
62

•
63 Nevertheless, nicotine maintenance is certain 

to be unpopular with many seasoned veterans of the tobacco wars. Acknowledgment of the 

possibility of a world in which nicotine addiction might be tolerated, and even encouraged, 

would be a bitter pill to swallow for many health professionals. 

Stopping short of supporting a ban on cigarettes, universally recognized as 

implausible (and we believe undesirable), a prevalent "zero tolerance" philosophy derives in 

part from the accurate perception that, to date, ostensibly risk-reducing product innovations 

have typically had quite the opposite effect. For at least some members of the tobacco-
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control community, it also likely derives in part from a puritanical streak and a cynicism fed 

by decades of consistently dishonest and dangerous tobacco industry behavior.28
•
41

•
64 Such 

people may find completely unacceptable the tobacco industry's continuing to profit from the 

sale of any kind of product, especially one that perpetuates nicotine dependence. 

Adoption of a nicotine maintenance policy is fraught with dangers, as well as 

opportunities; the two may occur together. For example, to compete successfully with 

cigarettes and other tobacco products, nicotine-only pharmaceuticals may need to be made 

more attractive to consumers. The current unappealing flavor of nicotine gum may have to 

be improved. Similarly, more efficient (rapid) means of getting nicotine into the brain may 

be required (e.g., the new spray or inhaler). Therein lies the promise of consumer-driven 

shifts away from tobacco products; but the very process of making nicotine products 

competitive with tobacco products, from a consumer's perspective, will increase the abuse 

potential associated with the new products. This amplifies the need to ensure that any 

involved regulatory authority develops explicit objectives and criteria with both foresight and 

flexibility. Flexibility may prove essential to deal with failures in the domain of foresight: 

any regulatory system will need to make adjustments in light of actual experience. 

The presence of alternatives to conventional tobacco products will influence the 

degree to which people seek abstinence, and there may be shifting back and forth among 

delivery devices. The risks faced by novices, the young, under various scenarios will have 

to be carefully considered as well. What may be good policy for dealing with the current 

generation of tobacco users may not be so good for future generations. It would be prudent 

for a national nicotine policy to be subject to periodic review and revision. 
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A nicotine maintenance market will emerge from the present ferment in device 

innovation. However, its precise characteristics remain to be established. We urge the 

health community, and the broader public as well, to engage in thoughtful research and 

discussion on the nature of this market and on the characteristics it ought to have. In so 

doing we should draw on the experiences of numerous countries around the world, in which 

governments are developing a variety of approaches to manage this market. The stakes are 

extraordinarily high. 
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Re: The Final Report of the Advisory Conunittee on Tobac.eo Policy and Public Health (the 
"Koop-Kessler repore'), John Slade's July 7 analysis of the Proposed Tobacco Settlement, and 
July 27 comments from the Society for Research on Nicotine and Tobacco (SR.~T). 

Dear Jerry: 

It is inspiring to see how much work you and others on the 'Mlite House staff have devoted to 
ensuring an expedited yet thorough review of tobacco control options, and to see how committed 
you all are to public health interests. We are now starting to witness growing consensus among 
many in the public health comm.unity regarding the Proposed Tobacco Senlement. Yet a number 
of us still have different priorities; this is evident in the somewhat differing emphases of the 
Koop-Kessler report and the comments of SRNT and Dr. Slade. Most importantly. however, 
these three analyses all stress the importance of keeping the public health at the forefront and 
solid science as our foundation. All these views deserve careful consideration as we progress in 
this process of reaching a settlement. 

A congressionally and presidentially endorsed Tobacco Settlement would indeed offer basis for 
rapid and substantial policy changes that could contribute to improved public health. As I've said 
before, we need to stay focused on public health consequence that lie five or ten, or 50 and even 
100 years in the future. While it is certainly important to take accelerated action to reduce the 
immediate toll of tobacco-related death and disease (through, for instance, improved access to 
smoking cessation treatment), we need to be mindful of the importance of such long-tenn 
investments as a well-supported research infrastructure and youth prevention and treatment 
efforts. The Proposed Tobacco Settlement provides a fine starting point for negotiating a 
settlement with a stronger health focus, but certain issues belong at the forefront of our 
deliberations. Five of them are particularly important: 

(1) The FDA Tobacco Rule provides a well-documented and scientifically-based blueprint for 
our efforts. Its focus lies on the reduction of tobacco-related death and disease--not on the 
total punitive damages sought from the tobacco industry. We should be more concerned with 
how funds resulting from this Settlement could be spent to improve the health of Americans 

4800 Montgomery lane • Suite 1000 • Bethesda. MD 2:)814-3433 
(301) 718-8440 • (301) 716-0034 fax 
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than with debating whether payments from the industry are sizable enough. Those of us who 
have helped document the magnitude of unnecessary death and disease caused by the tobacco 
industry may find that difficult to accept, but trying to secure future public health and at the 
same time settle on just retribution for past wrongs seems a mighty task. We also need to 
remember the plight of current tobacco users. Whatever sums are agreed upon, the settlement 
must ultimately reduce smoking prevalence nationv:ide, as well as produce drastic changes in 
the product tobacco companies offer the public, circumscribe tobacco marketing approaches, 
and improve the likelihood of industry-wide shrinkage. These aims are consistent with those 
stated in the FDA Tobacco Rule. Although they may not be priorities for those who evaluate 
the settlement by the degree to which it rapidly and substantially hits industry pocketbooks, it 
seems quite possible to bankrupt existing tobacco companies (by triggering a myriad of 
complicating and ext.ended legal action, for example) without improving public health_ 

(2) Qgals for reduced smoking prevalence in the total population are worthy of exploration. For 
example, a decline of I% per year over one or two decades seems a reasonable goal. Our 
experience with other highly toxic and addictive drugs suggests that if we achieve single­
digit prevalence, we will face increased difficulty in making further reductions and may need 
to consider additional tobacco control measures at that time. 

(3) Research on tobacco and nicotine must be complementary, supportive and expanded. We 
have the elements of a research infrastructure, but la.ck the framework necessary for building 
an infrastructure that will last into the next century. There is compelling need for research in 
at least four different areas, if we are to maximize the immediate benefits of scientific 
findings, minimize the undesirable consequences of ongoing tobacco use and initiation, and 
embark on a course that produces an increased capacity to reduce tobacco.related death and 
disease. Four federal agencies-the Agency for Health Care Policy and Research (AHCPR), 
the Centers for Disease Control and Prevention-Office of Smoking and Health (CDC-OSH), 
the National Institutes of Health (NIH), and the Food and Drug Administration (FDA)-that 
already play key roles in coordinating and overseeing such research could be encouraged (and 
of course, :funded) to expand their current work. 

a. Surveillance Research (CDC-OSH): Rapid, responsive and much more 
comprehensive monitoring of the use of all forms of nicotine is needed to provide 
mid-cowse policy corrections, to guide regulation, and to enable more rapid 
dissemination of new treatment approaches. 

b. Basic Research (NIH): Research on the pathophysiology and development of nicotine 
dependence is critical; it provides the basis for improved prevention and treatment 
efforts. 

c. Prevention and treatment research (AHCPR and NIH): We are fortunate that many 
tobacco-addicted people can be effectively treated along the guideline issued by 
AHCPR. However, further research in this area must be expanded if we are to act on 
a course that will take us to continuing reduction of tobacco-caused death and disease. 
Initial research leading to the development of nicotine patches came out of the 
NationaJ Institute on Drug Abuse (NIDA). NIDA and other national institutes have 
been helping support the research that has already led to improved efficacy of use 
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with both the nicotine patch and gum. Such research complements valuable work 
being done by the pharmaceutical industry. 

d. Regulatory Research (FDA): The regulation of tobacco and nicotine is well within the 
purview of the FDA. Yet the agency will be hamstrung in many areas vital to 
progressive regulation if it cannot ensure that research on topics ranging from 
cigarette dose evaluation, labeling and the thresholds of various consequences of 
tobacco uses (e.g., addictive levels of nicotine) is systematic. Such systematic study 
would complement work done at NIH and be no less vital to public health. 

( 4) Regulation of all nicotine delivery products must be consistent. There has been much talk of 
the need for a ••tevel playing field" for nicotine products, be they medications from 
phannaceutical companies or cigarettes and snuff from tobacco companies. Our goal should 
be to undo and reverse the present regulatory paradox, whereby the most addictive and toxic 
forms of nicotine delivery are marketed more liberally than life-saving nicotine replacement 
medications. We should be taking every p0.5sible step to decrease demand for the most toxic 
products, provide incentives for developing nicotine dependence medications, and stay 
headed in the direction of reduced tobacco-related tolls. Cigarettes should be as safe as 
current technology allows them to be, without claintlng for themselves any objective safety 
benefits, since all fonns of smoking incur marked risks. Safer. non-tobacco forms of nicotine 
delivery s,hould be touted, especially when they are paired with smoking cessation and 
weaning programs. Improvements in the nature and use of nicotine medication should be 
stimulated, not stifled. 

(5) J'reatment approaches must become more flexible and readily available. However, as my 
colleague John Pinney has observed, we need to avoid overstimulating an underdeveloped 
treatment infrastructure. We al.so need continued and regular (i.e., annual) reviews of both 
new and existing treatment processes, work along the lines of an AHCPR review process. 
Such reviews would undoubtedly be useful to FDA. In addition. we need to improve the 
acceptability of treatments by devising methods to reach refractory and understudied 
populatioru; and by allowing for expanded treatment goals. Focusing exclusively on absolute 
and immediate smoking cessation seems too narrow an approach. Please note that while this 
suggestion is sometimes misinterpreted as abandoning absolute cessation as the optimal 
outcome for current smokers, it is not meant to depreciate the value of cessation in any way. 
Absolute cessation should remain the cornerstone of tobacco control strategies for addicted 
tobacco users, but it often excludes or alienates tobacco users who are unable or unwilling to 

presently achieve absolute cessation. No one should be left to unmitigated tobacco use. 
Experience in other areas of addiction medicine has taught us that there is considerable 
benefit to broadening treatment strategies and tactics and to include exposure-reduction 
models. 

Clearly, much remains to be done. The Proposed Settlement provides an opportunity to set a 
nationwide course towards reduced tobacco-caused disease, to the levels of disease caused by che 
polio-virus, perhaps, or lower. That should be our long-range goal. But substantial progress in 
achieving that goal will require a comprehensive, iterative process that combines a long-term 
commitment to progressive research, fair regulation, and generous resources. Several 
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opportunities lie 'Within our reach in the near future. We should take note of promising initiatives, 
such as those in California and Massachusetts. What makes them all the more remarkable is that 
they make inroads in the absence the sort of national supports that now appear possible. These 
initiatives would benefit considerably from measures that can be most effectively implemented at 
the federal level, including accurate tobacco labeling, the accelerated development and approval 
of nicotine-delivering medications, and much more substantial restrictions on tobacco product 
development, advertising and marketing. Undertaking actions aligned with those described in the 
FDA Tobacco Rule, the Proposed Tobacco Settlement, and the Koop-Kessler Report holds 
immediate and long-range promise for health of all Americans. 

Sincerely yours, 

Jack E. Henningfi.eld, Ph.D. 
Vice President, Research and Health Policy 

Pinney Associates 
Associate Professor, Behavioral Biology 

Johns Hopkins University Schoo) of Medicine 
President Elect, 

Society for Research on Nicotine and Tobacco 

cc: David Kessler, M.D., J.D. 
C. Everett Koop, M.D. 
John Seffrin, Ph.D. 
The Honorable Donna Shalala 
Harold Varmus, M.D. 
The Honorable Henry Waxman 

enc: Slade comments 
SRNT comments (forthcoming) 
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For Pmientation at a White House Briefing on tbe Reduction of Tobacco Caused Disease 

July 23. 1997 

Jack E. Hcnningtield, Ph.D. 
Vree President, Research and Health Policy 

Pinney Asll0ciate1 
Associate Profeaor, Bebavioral Biology 

Johns He1pkina University School of Medicine 
President Elect, 

Society for Research Oil Nicotine and Tobacco 

Tobacco use causes one fifth of all deaths in our nation and produc~ llllparalleled suffering, disability and lost 
produ.ctivity. We have a historic opportunity to change the course of our nation's health. Among the many issues 
and considerations, two define our challenges: 
( 1) 011. our current course, between IO and 20 million current cigarette smokers will prcmatwely develop 

debilitating disease, suffer and die, because of their urunirigated tobacco use. We have effective treaunems 
that could help many of these individuals. but we need W?w treatments and strategies to help those refractory to 
cunent approaches. 

(2) Implementation ofpro!PClsed strategies to reduce access and appeal aftilbacco produc~ could reverse the 
cunent trend of increased Youth tobacco use; however, even under the most optimistic projections. more than 
500,000 le.id$ will ~ontif:ue to develop nicotine addiction every year. Further research is needed on the etiology 

• of the addictive proccs~ if we are to make lasting progress. 

If we arc to set our nation o a course of reduced tobacco caused death and disease, the following strategies are 
fundamental to consider. . 
( 1) Our nati n ba co d nicotine research a enda must be su tiall e anded to complement and Sl!P.P!lrt 

anv settlement rocessc.s: Supportive, integrated and complementary research is essential acioss a variety of 
disciplines. There is c mpelling need to expand our research in least four areas, lf we are to maximize the 
immediate benefits af ~icntifi.c findings, minimize the undesirable consequences of ongoing tobacco use and 
its initiation, and embalrk on a course chat produces an increased capacity to reduce tobacco-reJared death and 
disease. Three federa.l.'8encies-thc ~nters for Di5ease Control and Preventio.n, Office OD Smoking and 
Health (CDC, OSH), tit~ Naticfual Institutes of Health (N!H). and the Food and Drug Administration (FDA)­

that already play key tes in coordinating and overseeing such research could be encouraged (and of course, 
funded) to expand the' current work. 

a. Surveillance earch <CDC,OSID: Rapid, ~oru;ive and much more comprehensive monitoring of 
the use of all ~rms of nicotine is necessary to provide mid-<:outsc policy corrections, to guide 
n:gulation. an~ to enable more rapid dissemination af new treatment approaches .. 

b. Basic R.cscarc : Research on the pathopbysiology and development af nicotine dependence is 
critical to p ·de the basis for continuing improvement in prevention and treatment efforts. 

c. Prevention an treatment research CDC OSH and ; We are fonunate that many toba~co· 
addicted pcop e can be cfrcctively treated along the guideline is.rued by the Agency for Health Ca.re 
Policy and Re~earch. However, both CDC and NlH research in this area must be expanded if ':"e are 
to embark on a courx that will take us to continuing reduction of tobacc~ death and disease . 
.lnitial research leading to the development of nicotine patches came from the National lnstitu~ on 
D1ug AbU$C (NIDA). NIDA and other national institutes have been helping support the re5earch that 
has already led to improved c::fficacy of use with both the nicotine patch md gum. Su.ch research 
complemcntS valuable work. being done by the pbarmaceuticaJ industry. 

d. R~ulaioey Research (FDA): The regulation of tobacco and nicotine is well within the purview of the 
FDA. Yet the lgency will bt h.amsttung in many areas vital to progressive regulation ff it cannot 
ensure that ~rch on wpics ranging from cigarette dose evaluation. labeling and the thresholds of 
various consequences oftobacro uses (e.g,, addii;.tive levels ofnicoti~) i.$ systematic. Such systematic 
study would complement work done at NIH and be DO less vital to the public health. 
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(2) Reduction of tobacco c~n exposure could be an important component of our national effurt.5 to reduce the 
death and disease caused ·ti led tobacco use; Then again. it might not, this depends on how an exposme 
reduction scheme is imp le ted and on the rules of its implementation. Ameliorating smaking·related death and 
disease by reducing smo~' exposure to tobacco toxins is consistent wilh the :finding of many major stwlies, 
Sw-geon General's Repo , and a 199"7 NCI monogiaph. Da'Vid. Burns (the editor of several Surgeon Gem;ral's 
Reports) developed a m l predicting that depending on his or her age. baseline cigarette smoking, and 
magnitude of smoking red ction, a smoker mighc enjoy an increase in life expectancy ranging from approximately 
one month to 5 years. On e other hand, the agpessive marketing of theoretically low-tar cigarette brands by 
tobacco companies led to an apparently increased risk of lung cancer and ~duccd motivation of lhe users of these 

I 

cigarettes to quit smoking.I 

We should discourage to~cco companies from selliTig cigarettes made more toxic than necessary, and we ~hould 
encourage pharmaceuticallcompanies to develop produces and indications tbar serve the many smokers who are 
currently unv.illing or le to complcrely abstain from tobacco use. Attached is a set principles for expoS\ll'C 

reduction approaches that uld be applied to all forms of nicotine delivery. 

In developing a. research a nda, [ would encowage you lO Lake advantage of research organizations such as the 
Society for Research on N cotioe and Tobacco (SRN'I), the College on Problems of Drug Dependence (CPDD). 
and the AmericaJI Psychorgical Association (AP A). 

(3) _E-e at.ion of all nieo ne live roduclS m11St be consistent with · addictive rofile and overall toxicirv. 
There bas been much talk of the need for a ';level playing field" for nicotine products.. be they drugs from 
pharmaceutical compallies or c:igarettes and snuff from tobacco comp-.uties. Our goal should be to undo and H;vcrse 

the present regulatory parf ~X.. whereby the most addictive and coxic forms of nicotine delivery are marketed more 
liberally tban life-saving.~cotine replacement medications. We should be taking every pOSsible step to decrease 
demand for the most to~ products, provide incentives for developing nicoti~ dependence medications, and stay 
headed in the direction oflreduccd tobacco-related tells. Cigarettes abwld be as safe as current technology allows 
them to be, without claiming for themselves any objective safely, since all forms of smoking incur marked risks. 
Safer forms of nicotine ct+very should be touted. especially when they arc paired with smoking ce55ation and 
weaning programs. Imp1f "Cments in the nature and use of nicotine medication should be stimulated. not stifled. 

I 
I 
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Priorities 

Gtowlng out o! an ongoinq review 
of 

1 

he 20 J11ne •proposed lte&olution" 

John Slade, M. o. J 7 3uly 1997 

Here are not~u; related. to the "Proposec;i Resolution" 
organized in a fitst ~pprgxi~ation of priority. 1 some of the 
elem•nts would, ii' =Y view, a~tually be h~rnaful to public health 
and are liated as being ccunterproductiYe. 

An import.ant element tbat is not reflected in the Proposed 
Resolution at all is how to best manage the larqer context of all 
nicotine dalivery1 devices, including those made by conventional 
phat'llaeeutical c~panies. Xen Warner, David Sweanor and I have 
arqucad that ther\would be advantage to a ayatem that deals with 
all nicotine del ery devices on a more or less equal regulatory 
tooting as a way to most rapidly transfor~ the nicotine m«rket to 
meet publi~ heel~h 9oal•. A suJlllllary of this thinkin9, extended 
tg reflect recen~ discussion$ emer9)n9 from a workshop I helped 
or~ani1e in Toronto last March, forms the last aection of these 
notes. I 

I 
'l'he Propose~ Resolution is not cast in legislative l•n9~•9e 

and contai~• a number of amhiquitias. It is ~ncle•r, for 
instance, what a thority FDA would have over advertiain9. At on• 
point, the docum t uses the term "etc." What does this aean in 
a legal aqreemen ? At anothor, tho agreement hol~s sacred "the 
eale to adults o traditional tobacco products" even a& it 
describes qivin~ FDA authority to mandate changes in t.obaoco 
product•. Why l this not a contra.diction? On• must assume that 
these ambiquitie are deliberato since the ~ocunent was developed 
with composition 1 help from well staffed law firms which are 
intimately fa•il ar with the ins and outs of the tobacco iseues. 

In im.portan~ ways, the Proposed Re~olution ia more backward 
looking ~~.!~:~ looking from a public healtl> perspective. 
It deals with yesterday's problein• while positioning 
the t~ co in~ stry favorebly for tomorrow'• battlaa. 

>? 
PRIMARY ~ I 

The only a~ceptable 9oaJ i.s to i:-ed\lce illnes• and death 
caused by tobacco products to the 9~eatest extent possible. 
The publiclhealth purpose of any laglslation should be 
franed in th• broadest possible manner: The qoal is not 
aer9J.y to rake tobacco product& less toxic for thCMle vhO 

1 Theae n~tea u~e ~ companion to m~ preliminary notes dated 
;14 June. , 

P.08 
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will not sto or to have fewer kids get 5tarted. The qoal 
is tQ atop t e killinq. 

To •top the illing, the lying should also stop. TObacoo 
product& are ac:li;tict.ive poisona. Lies, deception• and half­
t.ruths .Wou tob•cco, whether in word, imaqe, brand name, 
official pr ouncement, or other~iae, should stop. If the 
lying and d o•ption continue, not only will the pUk)lic 
continue to e contused, the requlatory job will be that 
much more d f fieult because of the doublet~lk and cro•• 
purpo&es. 

The federal j9overnment should have the responsibility to 
requlate al~ aspects of to~acco products fro~ •••d to slllOke. 
This means hat there should be a sGamless ability on the 
pe~t of th8 9overnDent to set performance atandard• and 
otherwise '"'9u1ate the product an~ its raw JDAterials trom 
the farm t~Jthe retail shelf.z (This ~i9ht ~•quire • 
shared auth;ri~y between USDA and FDA and would likely 
include sta e aQthorities in $O~e instances.) Th• 
government' ability to set these &tandards •hould be no 
~ore burden~ome on the government than it 1• for settinq 
standarda or codeine, aspirin, eye ~ash or hand lotion. 

Legal prote~tion frc;rm suits in which plaintiffs have similar 
resources ah~ •t~yin9 power (Qlaa• actions, AG actiona) 
sbould only/ ~• provided if the ad~inistrative etructure for 
long term centrol is solid and will really ganefit public 
health. Wh~la there needs to be enou9h money flowing to the 
FDA an<I oth•r r@gulators to ~ake sure thla happens, the 
prote~ion br public health i& is otherwise mor. i~portant 
than the money. That is, the public health is the toremoat 
concern. ~ncessions should be made on liJaitin9 199al 
avenues if land only if the publjc health is otherwise 
actually, ithout a doubt, protected by the resultin9 
le;i•latio • 

Similarly, ~on-defendant comp~nics sucn as J•pan Tobaoco and 
Pinkerton ould be subject to powerful anti-cQ~petitive 
haalaera un er the Pxoposed ~esolution. This extraordinary 
pressur• (~scrow account and diatribution problema) can only 
be j\\•t1ri'd if the public heal.th is qenuinely protected by 
thi& aqrea~ent. If the public health protections are weak, 
or wor••, lhen ~here is no justification for Un.posing wbat 
otherwise Tiqht ju&tif iably be reqarded as illa9al tariffs 

1 An e~•n~le of the possible nQed for a product quality 
rule at the ret,11 level is the Swedish requireaent that moiGt 
snuff be kept u~der rafriqcration throughout the distribution 
chain to keep n~troseunine levels low. 

I 

I 
I 
I 

I 
I 
I 
I 
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on internat.f onal trade. 1 

THE ~OL! OF CONGIU!SS 

• a has lon~ been the prima~y requlator or the 
industry. This has mainly 1erved the interests 

indu•try itself. The Congress •hould atep aside 
the ?DA assume this role. 

FDA AUTHORxjrY 

This authoJity should be broad. Well developed processes 
availal1le 1

0 all sanufacturers presently 1'99Ulated by FDA 
alre•dY pr vide protections to tobacco product makers 
against po enti•l agency abuses. The tobacco indu•try has a 
heaVf burd n to &how that it deserves special protections, 
spec~al pr e~ures .and unusually demandi119 evidence 
&tand•rdS nav•ilable to the makers cf codeine, aspirin, eye 
wash or ho'd lotion when it.r. ci.garette brands are xnown to 
kill halt if its be~t cu~torners. 4 

The qoal of FDA regulotion in th]s Araa should be ~roadly 
defined ast'proteetinq the pUblic health. There &bo~ld be no 
la1\9uaqe w ich liftits YDA'e interest to any single 9roup 
such as c~ rent 81'1\okers. A rule for a fire safe ciqarette 
may actual y benefit more non-sll\Oker• than smokers. A rule 
to make am~keless tobacco products taste leaa like Qandy 
would be d~rected at reducinq new use. It is not possible 

1 Japan T'baoco, one of the world'e larqest ~i9arette 
companies, ha& established a boachhead in the United States. It 
sell~ the ~rem!m brand Mild seven and the diacount br•nd ~ave. 
Active in the u market for several yaars now, JTI haa 
•St.abliahad wi spread distribution. J'rI is• wealthy, 
a99resaive co= titor. rt would be in a position ~o chAllen9e 
a~y limits pla ed on non-defend~nt companie~ if there were 
in&Ufficient b nefit to public health in the legislation. 

4 The ias e is who is tQ be truated? If tOb&eco companies 
receive any ~o e fa~orable treatment under this syatam than the 
makera of code ne, aspirin, eye wash or hand lotion, the 1Dels&a9e 
is that tobacc companies are tc be trus~ed ~ore than these other 
OODpa.nie•. Th record shows that this is not 9ood jud~ement. 

The Propoaed R~solution sets the pennltia& pot.ntially faced by 
the tobacco industry tor violations hi~her than those tace~ by 
othe~ induatri••· D~amatic penalties o~e ~indoWdressing unlesa 
there 1• a rea~ietig chance to jmpose theM for ~hings that really 
aatt.er. 1 

! 
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to for&ee al the tar9e~ groups that may benefit from the 
requlation o apecif ic a~pect~ of theae products, so a broad 
authority to protect tho public health is the only 
appropriate uidance the leqislation should offer the 
aqency. 

• FDA sbo ld have jurisdiction oveT all tobacco products, 
not me ly cigarette& and smokeless toQacco products. 
lf thi is not done diractly in the legislation, there 
should be a clearly defined pathw~y tor FDA to ascert 
jurisd ction over other products (olgar~, pipe tobacco) 
wban i feels it is appropriate and then to have these 
p~oduc s come under the eame eet of rules a& 

• 

ci9are tes and smokelc~s tobacco. 

There 
unlimi 
aspect 
unufa 
into 
done a 
the p 
inclu 
proce 
by ma 
th• 

hould be unQmbiquous provisions for FDA to have 
ed and continuing opportunity to learn about all 
of to~acco product design, engine•ring and 

ture, from seed to smoke. Thi& should incl\lde 
tion about why tnings are done the way thay •r• 
well as whAt h~~ been thou9bt about or tried in 

t and discnrdod or not implemented. This 
•• conBiderations of all ingredients and 
se•, not mer9ly those that happen to be regarded 
ufacturers as baving to do with nicotine and with 
ison~usness of tobacco products. 

• ould be able to regulate all clai~s made about 
o p~oducts, not meroly those whi~b may be ~ade 
oducts that manufacturc~s selt-de&ignate as risk 
ion products.s This includes clai•s eabedded in 

brand names such ~~ "Marlboro Liqhts" ane! "Virqinia 
Sl i111a '. 

• ould be able to require appropriate premarketi~ 
9 and postmarketinq testin9 and surveillance of 
p~oducts which have the potential to reduce ricks 
ac:eo uae. 

• FDA hould be able to set performanca standards !or 
this industry in a manner whi~h is analoqouG to ~he way 
it s t& •tandards for othBr indust~ies. Any oriterion 
or p oced~re whi~h imposes addition«l requirements on 
the ;ency beyon~ its normal practice cannot be 
just tied for such a toxic pro~uct. Makers of 
ciga ettes shoulu not got procedural benefits that 

5 The te 
can deliver. 
here since the 
after produc:ts 

"risk reduction product'' promises more than it 
Reduced poison" better captures the actual QOncept 
a.ctual riskH of interest can only be assegsed 
in this catogor.y aro on the market. 
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i makers of codeine, aspirin, eye wash or hand lotion do 
not hrve.• 
Perfotmance ~tandards Mhould include issues conoernin~ 
not. o~ly the direct to>ticlty or addictiveness ot 
produ tB for continuing consuNers of these product~ but 
also ssues relating to the flavor, ease of use, appeal 
and g mtuner •ccept;abl l i ty of thes• producta. Thia 
latte authority should not be restricted to limiting 
the a peal of the&e products to those who are underage. 
Parfo nee standards should include tha authority to 
e~cl certain inqredients, to eet ceilinqs tor other 
inqr ients, and to set coilinqs fo~ chelDical levels in 
f inia)'led products and yields in smoke tested unaer 
cond~~ions defined by the aqency. This ~uthority 
ahou~~ not be restricted to non-tobacco inqredients and 
it s~ould tte possible for FDA gr a aister aqency or a 
etate to requlate raw materials such ac tobacco itself 
and ~inished products until they leave the retail 
ahel1· 

Prov~sions in the Proposad Resolution about oross­
lice~sinq and provid;ng for governmental introduction 
of i p~ovements not marketad by private industry are 
usef l features. 

FDA ~hould be encouraged to move toward& a system Which 
woul permit it to apply similar atand•rda for the 
prot ction of public health to all nicotine delivery 
devilea, whether they arise from tobacco gompanies or 
from pharmaceutical oompanjes, See the last section of 
this paper for a brief discussion of this. 

Ther~1 
needs to be a definition of what an existinq 

prod ct is and wh~t ~ new pro~uet is. FOil ahould be 
able to examine chan~es in process or inq~edients to 
j~d<J• whether tho~c may have ftn aaverse •f fect on 
pul>l o health. This judgement ehould include 
~Qna derations of whothor a proposed change ~ight 
incr ase the appeal of the product to certain 9roups 
such a• kids. The agency should be •Pl• to take 
appr priate •Ction if it finds proposed ~nanqe• will 
have an adverse errect on publie health. 

• Tbere ~s no public health juatification for requirinq the 
agency to unde aka a separate consideration of the effects its 
rul•• might ha • on contraband or on the use Qf unrequl•ted 
tobacco produc s. The aqency has already shown a sensitivity to 
th••• toctor• n its discussion of tho oxlctin9 rule. There is 
no reason to b lieve that FIJA will not ~ontinue tg ta>te these 
issue~ into co aideration as it r~gulatGs thess products. 

I 
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• There/should ~e a process whereby qrowin9 and curing of 
tobac~o can be requlated, perhaps throuqh USDA in 
coopetatian with FOA. This procees 8hould not depend 
on th! price support program since thi• progra• ••Y not 
cont! ue to exist. Provisions under this process 
shoul apply to importa of tobacco as well as to 

• 

• 

• 

• 

dOl'esf ic production. 

It i~unclear whether the proposed agrea.ent permits 
FDA t regulate advertisin9 for tob~cco products. FDA 
sboul have full, clear and broad authority to regulate 
adve isin~ of tobacco product&. The Federal Trade 
Commi eion bas consistently shown over a period Of 
sixtyj Y••~a that it cannot do an effective job ot thi~. 

FDA s~ould have the clear authority to regulate the 
content, aize, placement, and design of warnings and 
otherJ Qon1Jum•r information on tobacco product p•ckaqas 
and prckage inserts. The Proposed Reeolution only 
qives it authoTity to change the wordin9 of a 
conqr ssionally mandatsd dezign. Thia is an exa~ple of 
the g rt of conqrGssional regulation of this industry 
that as been so damaqinq to public health over the 
years. 

FDA & ould have the clear authority to regulate tbe 
flow of inforination about tobacco products fro• 
••n~!cturers to the public. This authoritf &hculd 
incl • tha ability to require d1scloaures about .ny 
lngr ient, iaoludin9 any in9re4teat derived in any way 
froa any apeeies of Wiooti.4AA wben, in the view of the 
a9en y, such djscJ.osure will advance a public health 
pu~se. This authority should also include the 
obil~ty to require disclosures about specif io cne•ieal 
cont~nt and yields, including tar, nicotine, carbon 
aono~ide, as well as any other material or aet of 
aate~iala when the agency believes that •~ch disclosure 
will.(•dvance a public health purpQse. The waya in 
whic~ information should be disolosed can v•~~ from 
bein~ available on requeat from manufac~urers or fro~ 
the overnment all the way to beincJ required on 
pack qes, package inserts and advertiseaants. Part of 
this authority should be the ability to develop and 
atan ard!ze tests tor specific ohemicGlG and sets of 
chem!gal• (i.e. fPA can devolop a •ucce&sor to the FTC 
taat . 

FDA hguld have clear authority to requlate th8 
avai _,,ility of tobftcco products. The national 
lioe ing aystem seema a 9ood 5tartin9 point. There 
shou d be flexibility in the syste• Go that there might 
be e ability later on to limit •ales to certain kindc 
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OSHA 

• 

or 

Bnvir 
work.p 
inclu 
ahoul 
buein 
provi 
worke 

ers of outlets. 7 

have adequate funding fo~ these activities. 

nmental tobacco smoke should be re•oved from the 
ace. Exceptions ahould be few and should not 
a restaurant~, b~re and caainos. Consideration 

be 9iven to providing vorkera in exempt 
ssee with protections which, for example, could 
e tor work-related disability payments should a 
d•velop an ETS-as~ociated illness. 

1t1110ING 

• 

In ad ition to funding of FDh's activities, there 
shoul be funding for public education about tobacco 
(not imitad to a kid£ campaign) and there should be 
monie ~rovided to state~ !or tobacco control 
activities. States should have broad di&g~~tion in how 
to use these monies. 

The alo~nt of money to ba paid under tbe Propgsad 
Resolbtion is relatively low. If public health 
meas e& are •uccessful, the payment• will lessen over 
time. The poymonts are str\.lctured more liX• a tax tnan 
a fi e. I would prefer that the payments be 
auba antially larger and that they be &tructured more 
like • fine. 

UNWANTED 

The 'loolt•back" provision£., which ostensibly make 
toba co manuracturers responsible for their 
cont ibution& to un~eraqe tobaQco use are so weak in 
the ropoDed Resolution as to be of no practical value 
to p lie health. A& written, they probably are 
coun erproduotive &ince they have the potential offer 
11\pO tant potential public relationa opportunit.ie& to 
toba co companies. 'l'his approach would have utility, 
howe er, it it had the following characteriutlcg:· 

7 In Ont rio, soae comnunjties have supp~e~sed. salea to 
minors to the t level but have stjll not ceen a~y reduction in 
tobacco uae ra es a1a0119 the younq. It ~ay be that there are 
simply too IWln ~•tail outlets for even a 95t Qffeetive program 
to be of benef t. 
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I~ should be c~lled something more descriptive 
tpan 11 look back11

• ''Unwanted pref its penal ties'' 
b~tter captuTes the fl~vor of ~hat this is about. 

T~bacco companies should forefit. all prof it on all 
t bacco sales to minors ri9ht away •nd for the 
:~~~re, perhaps even going back a re•sonable 
JND1Der of ye9rs for the first fayment, •dding 

*
terest to the back payments. 

eaaure tobaooo use in the past 30 days, not 
erely daily use. 

~eaeure brands u&ed by kidG $0 that actual market 
~hare of the youth market ean be aaaeaaed and 
~pportioned to e~cb ll\anuf acturer. 'l'he "brand most 
~~cently used", or the one in the kid's pocket at 
~· ti~e the survey i& done, or the last brand 
purchased, would likely be a better maasure to 
'rrive at market sharG than "usual brand" • 

• equire e~ch co~pany to report to its shareholders 

t
ts proportion of the undera9e market 1n tobacco 
~oducts over ti~~ and in comparison witb the rest 
f the industry with an explanation of tbe steps 
he coiupany is taking to i~prove its pertormance. 

Measure progress in te~ms of reduced •u.11•r• of 
~ids using tobacco prod~ct&, net in terns of 
reduced rates of kid& usin~. 
I 

~n addition to the unwanted p~ofits levy, provide 
~or penalties if targeted reductions in underage 
~obacco use Are not met which are a realistic 
deterrent and which are not easily avoided. 

/1r there ar.e forqivcnees provision9, 9ive non­
~rofit or9anizatjons involved in tobacco control 
/~tanding and incentives (such as attorney feea and 
an award if success!uJ) to challenge the 
torqivenaa5. 

' Several Y••~• aqo, I wa& on a TV in~erv!e~ pro9ram with 
Walker Merryma of the Tobacco rnstitut13. I asked hi:rn. if his 
clients wanted to sell ciqarctte$ to ~ids. He said, nof course 
not." I then 4sked if they wantad the money they 11tc1Cle selling 
cigarettes to ~ids. Ke said, "No." I suggested that his clients 
Ghoul~ than iire these unwanted prof its to p~blic health a9encies 
for prevention1 He ii&id, 11•1•nat's complicated." The present 
le9ialati~• op,ortunity can cut through Mr. Merryaan~s 
reservations. I 

I 

I 
I 

I 
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Eiperienced apids~iolo9ist~ such as John Pierce 
(~CSD) and Gary Giovino (OSH) can provide 
irtormation on the study design necessary to 
c~pture tne data needed to adroiniater this 
p~ovision effectively. 
! 

e of the potential strengths ot this app~oach is 
t it may he a fairly direct w•y to force 
n9es not only in ~dvort.ising but also in 

vrroc.suct desi9n. For in~tanoe, how suceeaeful 
~ould UST be in claiming it had done all it could 
to Gtop kids from u~inq its products if it still 

~
1ad Skoal Cherry Long Cut on the mar'ket? This 
ame approach could also possibly be useo to force 
hanqa& in minimum package size or in other 
lewentd of pack desiqn. The criterion should not 

~
• "doe• thi..s primarily appeal to kids?" but 
ath•r it should be "does this prac:tice or feature 
raw kids in or in an~ way make it more likely 

'hat kids ~il 1 use this product1'1 

I 

TREATKENT r 

Therel&hould be substanti~l fu~ding for treatinq 
nicot n• dependence. This funding should be ~ctively 
admin atered by DHHS or another suitable entity to 
asaur that it will have the greatest possibl• public 
heal benefit. There aTe issues of quality a5surance, 
•v•il bility, accessabili.ty, and range of services 
suita le to the ranqe of soverity of nicotine 
depen ence. Most treatment research in thi~ area has 
been one on primary, or at best, second5ry treatments. 
These metnods ar• frequently not s~itable for the most 
beavi y addicted and for those who hove oomplicatinq 
condi ions &~ch ae deprcr.sion or another m•ntal 
illne s. 

I 
RESBARCH JD EVALiUATION 

• There should k>e aubstantlal fundinq of research •nd 
evaljation efforts aimed at achieving the public health 
qoal ot reducin9 illne~s and death from tobacoo 
prod ct&. The Proposed R~solution has a provision for 
a "~blic Health Trui;t Fund". 'l'hi& must have a primary 
mi•a on of raducinq i.l.lneae and death from tobacco 
prod cts and ~ust not be li~ited to u~edical researchn. 
This reeearch need will be ongoing as long as there ia 
a t:o acco problem. Oddly, the "Public Health 'l'rust 
Fund' waems to be ti~e limit~d. Jt should not b•. 
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hieve~~nt of clear FDA authority in this area, 
vision of support for treatment, and other 

ea will increase the need for well-designed, 
d policy re~earcn in numerous areas of 
tory, ganeral pu~lic health and clinical concern. 

e past seven or eight years, the policy field 
nefltted enormously from research funded by 
e roundatlone, state governments and the federal 
ent. The next stage of work in this area will 

e a substantial increase in policy research 
if we are to be able ta take the best advantage 

opportunitiea that this legislation potentially 
ea. 

rly, with the prospect of an iterative proces& to 
te this industry and tho availabilit~ of 
cea tor treatment and other prevention efforts, 
needs to be a careful evaluation process to make 

sure hat the steps taken ar~ the onea which beat 
prote t the public health. 

•••ur 
under 
b••t. 
inat 
ach.ie 

Nothi 
count 
citii 
here 
tor 
ex cha. 
epld 

need& imply major e~pansion of the activites of 
fice on smokin9 and Health, the NCI, state and 
e reee~rch and qrant-~akinq organizations to 
• these end&. Diverse fundin9 &ourcea will best 
the necessarily diverse research. Soma 

akinqs, such as frequeht population surveya, aay 
a done by OSH, but the need for ita research 
ents to pass OMB 5c~utiny ~ay prevent the8e from 

inq their full potontial. 

make jt ~o~• difficult for othar 
ies to col"ltrol their tobacco problems or for 
ns of other countries to use the judicial systero 
r abroad for relief. 'l'here should 1'e prov ii.lone 
tensive and ongojng international public health 
ge~ Gbout eontrollinq to~cco the tobacoo 
ic. 

heard argumenta both ways about ~hether 
rmance standards for tobacco product6 should apply 
oducts which are made here for export. FOA has 
rity to re9ulata pharmaceutical products nade here 
xport. Why should ci9arttes be any different? I 
not found arguments that exports should be 
Ced persuasiv~. The double standard is too large. 
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CONTRABAND 

' 

SECONDARY 

The Prfpoaed Resolution provides several import•nt 
incent ves for the creation of a black market. Besides 
the ob iouR incentive of ~imply underminif\9 pertoriaance 
atanda d•, payrnenta under the Proposed Resolution ~re 
direct~y proportionate to do~estie production. 
ReispoFtation Of exports ror domestic con&umption would 
lower ~·y~ents the comp~nies owe. 

~hara ~bould be a review of relevant laws about 
111mugql ng and Q sUbstantial strengthening where 
approp iate. 

Le9•1 prot~ctions to assure that lawsuits ean 5till be 
brouq t a9ainst tobacco companies for p•oduct liability 
are i portant but not a* central to this as assuring 
tt\e p otection of the public health. If p@lic health 
struc ures are not Adequate to reduce illness and 
death~ however, the public health need for laws~its 
will · ncrease. So thj.s Cl&pect is secondary if and only 
if th primary objectives are achieved. 

I 
STRONG ~NG NON-DEfENDANT MANUFACTUREP.S 

• Non~d•fendant manufacturers and i~porters should only 
be au~jected to the onerou& terms pcopoeed it the deal 
octua~ly has a primar.y public health purpose and the 
•trength to accomplish that. 

I 
ADVERTISlNG LIMITS IN 1.'llE: PROPOSEP RSSOLUTION 

I 

The s~ecif ic measure~ :ln the proposed ca9ree:inent t.o 
reduc• the appeal of tobacco pr-oduot advertisifl9 to 
kida ~r• appealing, but thoro are at leas~ two other 
ways to achieve the end. One 1& throuqh the direct 
recaul~tion of tobacco product advertising gy the FOA. 
Puttip; these measures in a~ settleJJent terms avoids 
le~all challen9es that an YUA rule would faee, however. 

Anot~r way to avoid legal challenges would be tg give 
the 11Jlook back" p~ovisions enough st~enqth that 
co~ni•• would have 9enuine incentives to clean up the 
way jhey do business. By simply ~akin9 them pay money 
t.he ·rr• thait" produc-Cs an~ used by kid&, they could 

I 
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have he incentive to do these things voluntarily 
witho~t ou~ having to accept it as part of a 
aettl~ment. This possibHity means that the public 
healt~ aide do~B not have. to compromise ~n the FDA 
autho,ity j'l.1st to qet the industry's cooperation on 
volun ary advertising limit~ through settlement to 
avoid court challenges .. 

We ahJuld be realistic dbout what •ctual imprcweJDents 
in p~lic: health are likely from the advertiain9 litait.s 
list in the Propo~ed Resolution. In canada, there 
was a uore complete ad ban for 8 years (enacted with 
none ~f the concessions tound in the Proposed 
Reaol tion). The ban wa$ evaded in various ways. I do 
pot b lleve that Canadian public haalt.h officials 
attri*ute much of the decline in tobacco use there to 
t.he ai ban. Price increa~9s ware tar •ore important. 
Ad li it• are helpful, put they a~e fer from the whole 
pictu e. The~e is, at the same time, littla 
credi ility in a tobacco cornpany trying to justify 
adVertisin9 that reaches and appeal• to kids. 

SE'r'rLEMENT PAYMENTS 

Payme~ts should not be a ~imple function of units cold. 
lt is~1 inappropriat9 to insulate sister operations from 
oblig t1ons to ma~e these payments since the sister 
ope•a ion• often came into eKistenco becmuse of 
retai~od profi~s from the domestic tobacco operation. 

I 
TERTIARY I 

I 
INDUSTRY DtSCLOSURES 

• Tha d~l'sclosures may be U$eful; they ce~tainly will be 
inter atinq. As proposed, thou9h, they ••e~ more 
limit d than they shoula bB. Of qreater inportance for 
publi~ health, however, will be the free and open 
;~::~i~g ct complete information about product• with the 

SALES 'l'O INORS 

• Rest ictions on saJ.e~ to mino~a are useful but und•r 
the~ropo~ed Resolution havs the unfortunate potential 
to come the major focus of tobacco control effoct•. 
Thie draws attention away from those aeaaures which 
have 9reater pot.entittl to reduce illness and death. 
Incr~ased awarcnor:~ about tobacco sales to minors has 
helpld hi9hliqht numerous facets of the toDacco · 

I 
i 

I 

I 
I 
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probl~, but this .ir>sue should not be the centerpiece 
ot purlie health efforts. 

It isteasy to i~agine the tail waqginq the dog here. 
one p ssibility is that local laws against poeescion 
and p rchase by minors will proliferate, further 
dllut n9 efforts to stop the epidemic. 

I 
COUNTERPaODUCTif B 

There are ~ertain elements of the Proposed Resolution that, 
in my view, wou~d leave tha public health wor5• o!f than it i• at 
present. Thesel include: 

! 
VOLUNTARY RPORATE RESPONSIBILIT~ MEASURES 

• dustry has used voluntary 
liah it.a pui:,U.e relations 
to atop killing its best 
inearhation. 

measure• tor decades to 
objective& without 
cueto•ers. This is t.he 

• Witho~t 9enuine confession, which the induatry'a 
lawyeF.s won't let happen unless there is absolute 
imaun~ty from suit, the&e measures will be 
windo§ressing. They will be e~pecially pernicious 
windo ressinq because they will further cover up the 
decoi •. The lan9ua9e w:Ul be about preventin~ kidis 
from tertin9, but the talk will never focus on tha 
t&Ot what the Only reaJ •eDSOn this is •OUnd policy in 
th• f~r•t place is that it will lead to fewer deaths. 

I 
• lt isl the appeanmce of reform ~inua the substance. 

DISSOLU'l'IOL OF THE TOBACCO INSTITUTE ANO THE COUNCIL FOR 
TOBACCO R'EARCH 

• This ~•ems to me to be smoke and ~ir.ors. No one at TI 
is ;~in; to lose a job. 

I 

I 

TAR CBILI~ OF 12 MG USING THE FTC TEST METHOD 

• We s~uld bury the FTC test, not enshrine it in a 
ceil~g. lf FDA ~as the proper authority, and if 
actu~lly a qood idea, it can do tbis on its own, 
withO\lt it being legislated by Congress. 

I 
I 

I 
I 
I 
I 
I 

I 

I 

I 

tar 
it i• 
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SO'rl'LBNBCKS/ANo BURDENS 

Page 14 

• The 1n~redient approval process outlined in the 
Propoa~d R••olution includes a potenti•l aajor 
bOttle~eck: TPA might well face hundreds of . 
aubmia ions at the end of the five year g~ace pcl~iod 
witb o lY 90 days to re~iew all of them. Thia &hould 
be avo ded. The agreement should be reviewed to see if 
othei- ruch bottlenec)(& are pre.sent. 

SOME INDUSTRY ~TS 
I 

contre.band. / 

Black/m&~kets are not ~agic. They can be manipul&ted 
up or down oy those with an interest in doint; so. They 
will ~e part of the issue• to be faced tn the setting 
of af~ective ragulat]on1 they cannot be avoided. They 
~ust ~ mana9ed so they do the least harm. 

The tijbacco industry has exploited bl•CK ~arkets to 
erode t.rade barriers (South America •nd Asia) and to 
Wlderljline 9overn~ont tax policy (Canada). Xt has 
succe,ded at these plays without havlnq bad leqislation 
in ha~ which required govornment to avoid Rleck 
marke~a at all costs in form~latin9 policy. Tl1• way 
the Ptoposed Resolu~ion treats contrab•n4 and other 
tobacco p~oducts ~akea it hi9hly unlikely that 
perfof'mance etandarde not advanta9eous to the indu~try 
could ever be implemented. 

Prohibitioh 
I . 

Blood~' ahirt. The industry says it doesn't trust the 
FDAr na it uses the specter of prohibition as its 
rally ng cry. However, perfonnancu atandarda are about 
much Fore than the regulation of nicotine levels.' 

I 

9 It is u~fortunate that the medja shorthand for 
pe~rormanee st~ndards ha~ b$eome control of nicotine content. 
What the diacu•sion shoul~ be about is how can manufacturers 
assure that th!ir products are the least harmful possible. While 
tobaooo proauc s will never be wholGso~e, they can be leaa 
poisonous and wsa likely to attract novices. In a future 
ma.rket, there ay well be ~lternative devieec available whose use 
would be far l'G• haaardous than current product& and whose 
availability n1;ht permie the FDA to require that the nicotine 
content or exi~tinq products De lowered. How~ver, thle i• 
speculative. ,Jmmediately at hand arc a number of opportunitiea 
to require pr'juct modifications that, while modest, are in the 

I 
I 
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Pu.nda ntelly, though, the industry &hold only reap 
what 1 has sown hare. The industry has shown that it 

be trusted. Jhe legislation need& to tilt 
trusting either. the industry or tr~stlnq the 
e FOA, at lea~t, operatas in tbe Qpen, and thia 

improve the con[idence the industry should have 
beinq able to tru~t the agency's taking a 

con&c entious and appropriately bolanc~d approach to 
these !problems. 

Job loss , 

Any c~anqes in employment f~om a smaller industry will 
be qr dU•l. The money that preeently buys tobacco 
produ ts will be used for other 9oods and services so 
th• e onomy as a whole ~ill not be harmed. Tbeaa are 
not u~u&ual conditions in a dyna~ic econoay. 

To thj extent that there are important dislocation&, 
these1can be dealt with by &ub&idlea to those affected. 
Thereti• a lonq tradition of these sorta of 
accoM dationa being made in other situations, such as 
th• c osinq of military bases. 

I 
I 

riqht d1rectio • Others will likely come from the FDA learninq 
•ore abovt how tobacco products arQ made and how they miqht be 
nade. 
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A& lonq aa:tobacco products are available, there will be 
some Wtlo cannotlstop ueing nicotine. Jloth ~onventional 
pharmaceutical qompanies and tobacco companies (which are, afte~ 
all, Merely unconventional pharmaceutical conpanies) are 
developinq and av• available a range of nicotine delivery 
device& that ho d pro11iae for public health. Both the present 
system for revu atinq these devi~e~ ~nd the Bysta• contained in 
Proposed Resolu ion are upside down: the m.oet toxic products 
have tn• lea.et ersiqht. 

Prevention and cessation will always remain the bedrock 
strate9iea for ontrollinq the tobacco epidemic, but it is clear 
that there •l•olneaa to be a r.anqe of alternatives fo-r those who 
are otherwise u*able to stop usinq conventional products. While 
the Propoeed Re,olution acknowledges thia by proposin9 procacaaa 
for FDA to reguiate less poisonous devices from tobacco 
companiee1 the ~ropoaed Resolution ove~looks the potentially 
important role conven~ional phannaceutic•l companies might play 
in ~bis. i 

Convention~! phanaacentical companies presently have FDA 
approval ror a ~anqe ot devices that delivery p~~• nicotine 
(patch, gum, na~al spray and inhaler). All or these approvals 
are baaed on a pessation indication and each of thase produetc is 
eMpensive and h~rd tc get compared with cigarettes and s•okale~& 
tobacco. 1 

I 
Several co~panies are exploring "exposure reduetionn as a 

new indication ~or these and related products. This app~oach, 
which anviaions! use of nicotine replacement along with tobacco 
producta as a kf'1dge to the grodua1 achQivement of abatinence and 
the more prolon;•a use of nicotine replacement compared to 
current labeling, raises important policy i$SQes Which should be 
examined in 119"'t o~ the Propo~ed Re~olution. 

It ia lik~ly that, in corning years, the continued uae for an 
indefinite per~od of time of a pure or nearly pure nicotine 
delivery d~vic~ will beco~e an oocsptable alternative to the use 
of Qcnvention.~ tobacco products. The FDA should have the tools 
and t:.he tlexib~lity to foata~ an optimal rnix of products from 
both conventio~al pharmaceutical companies and to~acoo companies 
to meet th1a a~rket it this is the di~ection th~t clinical 
practice t.altaa.I 

under the !Proposed Resolution, ho~ever, there would be a 
markedly dif fe~nt ••t of otandards tor a conventional 
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pharmaceutical ifanufacturer compared to a tobacco manufacturer. 
The former woul~ face a lenCJthy approval proee•s in order to 
offer, eay, a m~nt flavoring for nicotine gumr while the l«tter 
oould put wbate er flavo~in9 it choso into ita products with no 
need to show th FDA that its flavoring would not appeal to 
cbilden. / 

A 9oal of ~obacco p~oduct regulation should be that all 
~akere of nicollne delivery dcviQeS eventually Qe subject to 
siMilar standar s. They compete, after all, for the eaNe market. 
The standards y never be identical, but they can, o~er ti•e, 
converqe. Any le9islation in this arga should inaura that FDA 
has the flexibitity to make thi~ happen. 

The regul~ory atructuro for nicotine delivery devices is 
upside down. e most pcisonoua and addictive product& are tbe 
least expensive the Most widely avajlable and tb• most 
attractively pa ~aged. Through coordinated federal policies, 
in~lu~ing taxat on and product regulation, the least toxic 
products should eventuolly become the mos~ available, the least 
expensive and e most att•actively packaged. 

nt towards insurinq that this fUture ie possible 
is a structure or product regulation that applies si•ilar rules 
to products fr~ conventional phar111aceutical companies and to 
products from t~e unconventional companies. Moreover, the 
qeneral directipn of such a convergence should be upwards, 
towards the st~dards preuently applied to products from 
conventional p 

1

armaceutical companies, 

I 

I 

i 
I 

I 

I 

I 

TOTAL P.24 
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Regarding: Evolution of the Proposed Tobacco Settlement; Establishing a Sound Agenda 

Dear Jerry: 

As I mentioned iii. my June 24th letter to you on the Proposed Tobacco Settlement, I 
believe that we are faced with a historic opportunity to significantly tum back the current 
of tobacco-related death and disease as we enter the new millennium. But the short- and 
long-range outcomes of this Settlement Will depend on our establishing and following a 
sound agenda of tobacco control and our ensuring that no details of the final settlement will 
later undennine that agenda. My stance is neither stridently for or against the Proposed 
Settlement. lnBte~:d, I view it as a potentially useful vehicle for necessary change; it needs 
to be modified appropriately, but it also needs to be headed in the right direction. 

The major advantage of developing a Tobacco Settlement that the public health community 
and the legislative and executive branches can all support is that it spares tobacco control 
the judicial alternative-namely, litigation that could continue for many years without 
making any significant contributions to the public health. With the President and Congress 
involved, public policy is being made and made clear. It seems evident that any responsible 
policy should guarantee-if not expand~the authority of Food & Drug Administration 
(FDA) over the marketing of nicotine-delivering tobacco products. This authority was 
claimed in August 1996 with the FDA Final Rule, but was later substantially restricted by 
the Greensborough Court. However the White House responds, the settlement provides an 
invaluable opportunity for the executive branch to analyze and fonnulate key strategies on 
tobacco control. 

The agenda behind the Proposed Settlement seems significantly different from the agenda 
motivating earlier tobacco control efforts. Presently, the primary aim of the Proposed 
Settlement is to compensate States for the health costs of smoking; secondarily, it includes 
some measures that are expected to reduce the magnitude of public harm caused by tobacco 
use. This emphasis may have been an inevitable consequence of the negotiation process. 
After all, the Settlement resulted from Attorney General (AG) lawsuits and was negotiated 

4800 Montgomery Lane• Suite1000 • Be1hesda. MD 20814-3433 
(301) 719·8440 • (301) 719-0034 fax 



JUL-02-1997 15:59 

Jerold Mande, Page 2 
July 2, 1997 

PINNEY ASSOCIATES, INC. 3017180034 P.03 

largely by parties to the AO suits. Yet the emphasis on the financial aspects of 
compensation has contributed to wariness that the Proposed Settlement might amowit to a 
cynical licensing agreement, in which tobacco companies pay for the continued right to 
find even more creative ways to market their lethal products and well into the forseeable 
future. While the Attorneys General are attempting to settle once and for all the damages 
due to citizens of their States, they have overlooked several costs not home by the States, 
as well reparations due to other, equally deserving parties. 

The Centers for Disease Control and Prevention (CDC) estimated total direct medical costs 
attributable to tobacco use at $50 billion per year; CDC calculated that the indirect costs of 
tobacco (among them lost productivity) amounted to an additional $50 billion per year. 
Given these munbers, the Proposed Settlement covers only one· tenth to one-fifth of the 
total costs of tobacco to the US market. It precludes many parties who are directly and 
indirectly paying for the costs of smoking-insurance companies, for example, and 
employers-from recouping their expenses. 

The funds the tobacco companies have agreed to allocate to smoking cessation treatments 
provide probably one-tenth to one-fifth of an appropriately applied cost of reimbursement. 
If 20 mil hon smokers try to quit annually (a number slightly greater tl:IB.ll CDC estimates 
for annual quit attempts made over the last decade), providing even $500 to each of them 
for cessation treatment would cost tobacco companies $10 billion~onsiderably more than 
the $1.5 billion now proposed to help smokers end their addiction. Certainly, additional 
funding is likely to expand treatment access and utilization. Following are some questions 
that pertain to this expanded cessation treatment: 
• How can funds be used most efficiently to expand access to and utilization of cessation 

treatment? 
• Who should administer the funds? 
• What should be the standards for reimbursing cessation treatment se:ntices and 

medications? 
• How can smokers be given incentives to qwt and aided in their quit attempts? 
• What will be the standards for payment for treatments of special populations when 

clear guidelines do not exist for their treatment? For example, how should adolescents 
and addicts of other drugs of abuse be treated? 

• How much support should be provided to each smoker for a given treatment and for 
treatments over the course of that individual's life? 

While the issues \lf costs and payments due are obviously central to any settlement, it is 
imperative to remember that improved health for all Americans (including current 
smokers) is the ultimate goal. 

We must pay close attention to the agenda this Proposed Settlement might shape for 
generations to come. We need to focus on the public health outcome, whatever its cost. I 
would recommend that the Settlement be made in accord with goals of the FDA Final 
Tobacco Rule: Above all, the purpose of this Settlement should be lo reduce the death and 
disease caused hy tobacco use, and to 1hereby enable our citizens lo enjoy healthier, 
longer and more productive liws. With this kind of public health mandate. the emphasis 
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and tone of the Proposed Settlement would be radically altered. Instead of a subpart 
addressing public health consequences, the entire document would focus on public health 
approaches and implications. Financial issues would become subsidiary. If we are to stay 
committed to the public health, we must attempt to predict and evaluate both the short- and 
long~tenn health implications of any settlement. Several research approaches are needed to 
meet that end. 

Just as successful consumer product companies track conswner use and attitude so that 
strategies can be adjusted within months of a market trend emerging, so the Settlement too 
would need a methodology to track and respond to undesirable trends. Th.is would 
represent a drastic evolution in our present surveillance capabilities. Reporting data on 
adolescents just recently became available for the prior year; reporting data on adults 
becomes available only once every three years. We currently have no mechanism to adjust 
public health messages and consumer approaches mid-course. The public health 
implications of strategies such as the Joe Camel campaign take as many as five years 
before they are realized. During this time, there is Little means of response. There has to be 
a way to monitor the reaction to advertising and promotion by tobacco companies and 
pharmaceutical manufacturers alike. 

In order to guarantee chat new tobacco industry strategies do not produce lasting adverse 
effects (and that pharmaceutical companies can respond creatively to waxing and waning 
tobacco dependence), we need to create new surveillance systems to supplement existing 
ones. Among them should be a rapid reporting system that produces results at least 
quarterly, with reports given on smoking uptake; reports on a wider range oflevels of 
smoking (and not only by daily smokers); reports on the number of quits attempted in a 
given population; and repons on market activity with all fonns of nicotine consumption. 
including the nicotine gum and patch. This information is also vital to the design and 
interpretation of research into both smoldng uptake and cessation. 

Supportive, integrated and complementary research is essential across a variety of 
disciplines. The terms of the Proposed Settlement imply thac our understanding of smoking 
prevention and cessation treatment would enable us to achieve target goals, given sufficient 
resources. This is simply 11ntrue. There are considerable gaps in our understanding of 
tobacco dependence) especially of growing tobacco dependence in youths. Even lIDder the 
most optimistic scenario, with tobacco use by youth reduced 50% in the next 5-10 years, 
500,000 young people will become chronic smokers each year, with one-third to one-half 
of them later dying of tobacco-related disease. Fw1hermore, the extent to which the 
tobacco industry can effectively recruit adults to cigarette smoking remains unclear. lt is 
plausible that as barriers slow cigarette marketing to a younger and more impressionabl~ 
group, there will be increasingly sophisticated efforts to persuade adults to initiate 
smoking, or to encourage former smokers to resume that activity. 

There is a good deal of research yet to be done, but clearly, some research demands are 
more pressing than others. High research priorities include: 
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• Research on the etiology of nicotine dependence in youth and adult onset of tobacco 
use. 

• Treatment for tobacco-dependent youth interested in quitting. 
• Treatment for special populations, including people with current or past psychiatric 

disorders and histories of substance abuse, diverse ethnic and cultural populations) 
users of tobacco products other than cigarettes. 

• Research on the degree to which genetic constitution alters susceptibility to developing 
nicotine dependence and/or modulates the ability to quit. 

• Detennination of the functional significance of alterations of brain structure and 
fW'lction produced by nicotine exposure. 

• Thorough characterization of the dose-related behavioral effects of nicotine and other 
tobacco and tobacco smoke constituents which contribute to the dependence process. 

In developing a research agenda, I would encourage you to take advantage of research 
organizations such as the College on Problems of Drug Dependence (CPDD) and the 
Society for Research on Nicotine and Tobacco (SRND. Although it is quite young, S~'\JT 
is also the foremost international forum for nicotine and tobacco research; it involves a 
number of professionals committed to focusing and disseminating the latest scientific 
findings on the understanding, prevention and treatment of tobacco dependence. Its past 
presidents include Ors. Ovide Pomerleau, John Hughes, and Neal Benowitz. Its current 
president is Dr. Maxine Stitzer; I am its president-elect. All of these scientists have been at 
the forefront of tobacco dependence research. In addition, Dr. Kenneth Keller of 
Georgetown University is now taking the lead role at SRNT in the development of an 
agenda for research that could suppon the goals of the Tobacco Settlement. 

I have included a list of the names and telephone nwnbers of some of the pre-eminent 
authorities in this field~ in case you should want to contact them. I hope this infonnation is 
useful. Please let me know if I can be of further assistance to you. 

Sincerely yollts, 

~ 
Jack E. Henningfield, Ph.D. 
Vice President, Research and Health Policy 

Pinney Associates 
Associate Professor, Behavioral Biology 

Johns Hopkins University School of Medicine 
President Elect, 

Society for Research on Nicotine and Tobacco 

cc: Maxine Stitzer, Ph.D. 
Neal Benowitz, M.D. 
Kenneth Kellar, Ph.D. 
John Hughes, M.D. 
Richard Clayton, Ph.D. 
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AUTHORITIES ON TOBACCO AND NlCOTINE 

Research Contacts: 
Benowitz, Neal, M.D 
San Francisco General Hospital 

Bums, David, M.D 
Assistant Professor 
University of California at San Diego 

Clayton, Richard, Ph.D. 
Center for Prevention Research 
University of Kentucky 

Henningfield, Jack, Ph.D 
Pinney Associate~~, Inc 

Hughes. John, M.D. 
Department of Psychiatry 
University of Vermont 

Phone: 415-206-8324 
Fax: 415-206-8949 

Phone: 6L9-294-6453 
Fax: 619-220-0228 

Phone: 606-257-5588 
Fax: 606-257-5592 

Phone: 301-718-8440 
Fax: 301-718-0034 

Phone: 802-660-3065 
Fax: 802-660-3064 

Kellar) Kenneth, Ph.D Phone: 202-687-1032 
Department of pharmacology Fax: 202-687-5015 
Georgetovm University, School of Medicine 

Slade, John, M.D 
St Peters Medical Center 

Stitzer, Maxine, Ph.D 
Johns Hopkins Medical Center 

Treatment Contacts: 
Burns, David, M.D 
Assistant Professor 
University of California at San Diego 

Gritz, Ellen, Ph.D 
Department of Behavioral Science 
MD Anderson Cancer Center 

Fiore, Michael, M.D, MPH 
Center for Tobacco Research 
and Intervention 

Phone:908-745-8600 
Fax: 908-214-0566 

Phone: 410-550-0042 
Fax: 410-550-0030 

Phone:619-294-6453 
Fax: 619·220-0228 

Phone:713-792~0919 

Fax: 713-794-4730 

Phone: 608-262-8673 
Fax: 608-265-3102 
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Hatsukami, Dorothy, Ph.D 
Department of Psychiatry 
University of Minnesota 

Hurt, Richard, M.D 
Nicotine Dependence Center 
Mayo Clinic 

Orleans, Tracy, Ph.D. 
Robert Wood Johnson Foundation 

Pinney, John, BA 
Pinney Associates, Inc. 

Shiffman. Saul, Ph.D 
Smoking Research Group 
University of Pittsburgh 

Modification Experts 
Hoffman, Dietrich, Ph.D 
American Health Fowidation 

Rickert, William, Ph.D 
PresidenL, Labstat, Inc. 

Slade, John, M.D 
St Peters Medical Center 

Phone:612-626-5168 
Fax: 612-624-8935 

Phone: 507-266-1930 
Fax: 507-266-7236 

Phone: 609-243-5962 
Fax: 609-987-8746 

Phone: 301-718-8440 
Fax: 301-718-0034 

Phone:412-383-2051 
Fax: 412-383-2041 

Phone: 914-592-2600 
Fax: 914-592-6317 

Phone: 519-748-5409 
Fax: 519-748-1654 

Phone: 908-745-8600 
Fax: 908-214-0566 
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Date: 
Place: 
Title: 

14 July, 1997 
London 

Meeting Report: 
London Anti-Smoking Summit 

Anti-Smoking Summit (Subtitle: "Dying for a fag") 

3017180034 P.02/06 

Convenor: Department of Health, Tessa Jowell, MP, Minister For Public Health 

Pwpose: The purpose of the meeting was as follows: 
l. To signal the govermnent's strong intent to develop a course that will help dramatically 

reduce cigarette smoking among youths and adults alike though prevention~ cessation and 
possibly hann reduction approaches. 

2. Obtain advice and support from many of the world's leading tobacco experts and policy 
makers. 

Initiate the development of a White Paper which will serve as the foundation for developing a 
legislative and regulatory course which will then be presented by the Queen for consideration by 
the Parliament. The paper is contracted for completion by fall this year. 

Note: 1bis issue is part of the "platform" of the new Prime Minister, Tony Blair. and is 
considered as an important departure with the previous Conservative Govemmen~ which was 
viewed to be committed more to the tobacco industry than to the tobacco-caused disease 
reduction. This sense of shift seems to be felt in all levels of government and civil service staff. 
At the opening of Parliament on May 14, 1997, the Queen announced that a new legislation to 
curb tobacco and reduce disease would be drafted. This meeting is a continuation of that 
process. 

Senior British Govenunent Officials: Tessa Jowell, MP, Minister for Public Health; Frank 
Dobson, MP, Secretary Of State For Health; Padraig Flynn, Commissioner Responsible For 
Employment and Social Affairs; Sir Kenneth Calman. Chief Medical Officer ("Surgeon 
General") and at least 8 additional ministers of various departments, ~well as lead officials 
representing various government departments, e-ih the Director General of the Advertising 
Standards Authority, Ministiy of Agriculture and H.M. Treaswy. 

Participants: Leading researchers from the United Kingdom included Ann McNeill, Martin 
Jarvis, Michael Russell and Sir Richard Doll. Researchers and policy makers from other 
countries included Thomas Glynn (National Cancer Institute)t Gregory Connolly. John Slade, 
David Sweanor, Karl Fagerstrom, David Simpson and Garfield Mahood. Major health 
organj:z:ations from the United Kingdom and around the world included the Association for 
Smoking and Health (ASH), British Medical Association, National Health Services, and the 
World Health Organi7.ation (WHO). 

Format: A morning plenary session was held at the Museum of the Moving Image with official 
statements and directives, and a press conference which incorporated invited statements and 
endorsements from health and policy leaders around the world. A strong directive from the 
Prime Minister, Tony Blair, was provided. The French Minister of Health had sent in a strong 
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letter of support, but could not attend as it was Bastille Day in France. The afternoon session 
was convened at Regents College and consisted of a brief plenary session with directives by Sir 
Kenneth Calman to provide the initial material for a White Paper. We were then dispersed into 
two-and-a-half hour work-groups ( ... syndicates") divided into 6 topic areas. Each syndicate's 
main conclusions were presented and discussed in the final plenary session. 

Plenary Session Highlights: 

Frank Dobson. MP. Secretary of State for Health, provided a strong statement of commitment by 
the Prime Minister and the government to enact legislation leading to stronger tobacco control, 
prevention, cessation and tobacco-caused disease reduction. His Wlderstanding of the power of 
nicotine, the high toxicity of tobacco smoke and the economic, regulatory, social and legal 
complexities of tobacco and health issues was admirable and clear. 

Tessa Jowell. :MP. Minister for Public H~ reviewed. the various statistics and trends and 
noted that 70% of smokers in the United Kingdom were interested in quitting. In this context. 
she highlighted the importance of integrated approaches including education, increased taxation, 
marketing restrictions on tobacco products (e.g., banning tobacco sponsorship of sports and arts) 
and providing cessation treatment. She stated that the tobacco issue was her number one priority. 

Padraig FlyruL Commissioner Responsible for Employment and Social Affairs. described the 
adverse socially stratified effects of tobacco use and disease which particularly affects the already 
economically disadvantaged persons. He also emphasized the importance of protecting the 
young from addiction by reducing incentives to smoke ("appeal") and protecting people from 
passive smoke exposure. 

Alexander Macara, Chairman of Council. British Medical Association, discussed the 
addictiveness and toxicity of tobacco and the importance of treatment and prevention in disease 
reduction. He emphasized the importance of increasing the availability of nicotine replacement 
therapy (NRT) and decreasing the cost ofNRT relative to tobacco as might be achieved through 
increase.d tobacco taxes. 

Claire Ravner. Writer/Broad.caster and a tobacco control advocate, talked about the need to 
provide positive incentives to encourage smokers to try to quit smoking and also offer assist.ance 
to help them remain successful in quitting. 

Richard Branson. Founder and Chairman of the Virgin Group of Companies, offered an 
extraordinarily insightful analysis of the tobacco companies' marketing efforts, the social 
responsibility of such efforts for an addictive and toxic substance and the need for recruiting 
private industry to take up sponsorships of sports and arts which currently depend on tobacco 
funds. He suggested Virgin Air, Records, etc., as a sponsor of organizations through a tobacco 
"rival fund", He also challenged the govenunent to put back its 125 million "ill-gotten" tax 
revenue pounds into health promotion efforts like done in the states of California and 
Massachusetts. 
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The open discussion moderated by leading News Presenter ("Anchor"), Jon Snow, brought out 
an interesting range of opinions in support of the complexities of the issues related to tobacco 
from experts, leaders, Ministers and regulators from areas as diverse as sports, snooker gaming, 
the. cultural arts, outdoor advertisers (who requested phased implementation of ad bans but did 
not oppose them), Formula I team racing representatives and World Health authorities. 

Afternoon Session: White Paper development at Regents' College 

Six working groups (syndicates) were each charged with laying the foundation for a V..1tlte Paper 
which according to Sir Cal.man, should include the strategies, tactics an logistical needs to 
achieve reduction of tobacco use and associated disease. A briefing paper had been drafted and 
provided to each working group to assist them in making progress on issues and questions of 
particular concern to government in its formulation of policy. Some of the main agenda items 
and conclusions of the working groups were as follows: 

• The scope of the advertising ban 
Major Questions: Addressing issues such as how we should define tobacco advertising 
for these purposes. Where should we draw the line and what can we learn from the 
experience of other countries? How can we protect sporting or arts events from damage 
resulting from a loss of tobacco sponsorship? 

The group recommended an exceedingly broad ban on advertising, marketing and various 
tobacco product branding approaches including sports sponsorships. 

• Consumer protection issues 
Major Questions: Do variations in the age of legal purchase in different cowitries 
produce different outcomes for young people smoking? Are restrictions on vending 
machines or licensing agreements for retailers of any value? What warnings on packets 
and the information about the contents of cigarettes are provided in other countries. 

This group recommended an overhaul of tobacco product labeling and regulation, 
increased minimum age of tobacco purchase, and new tactics to reduce purchase of 
tobacco products by underage persons. 

• Price, tax and fiscal measures 
Major Qyestions: What can we learn from other countries about their policies? How 
have they dealt with the need to increase tobacco prices without increasing problems such 
as smuggling? 

This group recommended increased tobacco taxes with new funds to provide transitional 
replacement of tobacco company sports and arts sponsorships, education and treatment 
support for lower-income smokers. The importance of the European Community and 
Global issues were emphasized as was the importance of thoroughly and scientifically 
evaluating alternative nicotine delivery systems from tobacco companies (this re.cogniz.ed 

3 
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that such evaluation is already in place for pharmaceutical company's developed 
products). 

• Public Education 
Major Questions: What is the effectiveness of different types of mass media 
programmes? Can we develop community level interventions for the groups most at risk? 

This group recommended the importance of new and broadly disseminated educational 
approaches with sW"VeiJlance-based monitoring to evaluate progress and modify to 
maximize their benefit. 

• Smoking in public places 
Major Questions: What has been tried elsewhere in the world either by voluntary 
agreement or by statutory means? How effective have different stiategies been and what 
is realistic in terms of public opinion and practicability? 

The importance of increased measures to prevent public smoking complemented by 
systematic approaches to ••demoralize" public smoking (e.g., via media) was emphasized. 

• Helping people stop smoking 
Major Questions: What can health professionals do? Are particular techniques more 
helpful than others? What role can nicotine replacement therapy play? Can we take 
sensible steps to reduce harm by looking at the contents of cigarettes, particularly tar and 
nicotine'? 

This group broke its mission into cessation and harm reduction approaches-
Cessation: Development of smoking cessation infrastructure to put hot lines, clinics, and 
nicotine replacement medications within ready reach of those who could benefit. 
Hann Reduction: This group emphasized the importance of providing accurate data on 
existing and new tobacco company products with an emphasis on predicted comparative 
consumer exposure to toxins with consistency C'level playing field") provided across all 
forms of nicotine delivery (e.g., cigarette and gum), by regulating all forms of nicotine 
under a single agency (e.g., UK/EC equivalent to FDA). 

Conclusions: This Summit was extremely well organized, conducted and attended and should 
provide a strong base of science. health and political support, for new government regulations 
that should contribute to reduced appeal and youth access to tobacco products, improved access 
to cessation treatment and incentives for private-sector based hann/exposure reduction 
approaches. As a footnote to this latter point, the intent of the Health Authority Department Staff 
is to quickly finish and publish a paper based on the November, 1996 seminar on alternate 
nicotine delivery systems and harm reduction approaches. lb.e strategy appears well conceived 
to produce lasting regulatory changes as opposed to a new "Smoke and Mirrors" anti-smoking 
campaign. Individuals at all levels of the process are paying attention to global developments, 
e.g., FDA Regulation and the "Tobacco Settlement" negotiations in the United States and the 
new product Labeling and marketing restrictions in Canada and Australia. In turn, this process is 
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likely to have reciprocal impact on other nations, both progressive (e.g., United States and 
developing nations), as well as international organizations such as WHO. The process is forward 
looking, and anticipates continued change and evolution of nicotine delivery products, treatment 
approaches and tobacco marketing strategies and tactics. Participants were invited to continue 
giving their input to the process. Copies of the agenda. participant list, background paper and 
prepared statements are available. 

TOTAL P.06 
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Froms;resentations to NIDA 
Extramural Advisors and Counc 1994 

CHALLENGES TO NIDA NICOTINE RESEARCHERS 

• COGNITIVE EFFECTS & BRAIN MECHANISMS 

• CO-MORBIDITIES 

•DIAGNOSIS AND TREATMENT 

•MEDICATIONS DEVELOPMENT 

• PREVALENCE: SOCIETAL DETERMINANTS 

•YOUTH 

COGNITIVE EFFECTS OF 
ADMINISTRATION/WITHDRAWAL 

• Role in dependence process 

• Time course (onset and offset) 

• Types of cognitive effects 

• Individual differences 

• Brain mechanisms 



PREVALENCE: SOCIETAL DETERMINANTS 

• Factors that might be manipulated 
e.g., cost, alternative options, education 

treatment availability 

• A model for other drug abuse 

YOUTH 

• Evaluate risks and benefits of "adult treatments" 
- Pharmacologic 
- Behavioral 

• Developmental factors that alter vulnerability 
- hormonal interactions? 
- weight control? 
- cognitive? 
- mood control? 

A pediatric approach may be essential (i.e., build 
on adult knowlege base and extend to youth). 



CO-MORBIDITIES (SUBSTANCE AND AFFECTIVE) 

•Etiology 
- predictors of vulnerability 
- mechanism of interaction 

•Treatment 
- effect on prognosis 
- treatment strategy 

DIAGNOSIS AND TREATMENT 

• Primary care diagnostic instrument needed 
- DSM & FTQ provide complimentary non identical data 
- Other relevant factors (e.g., co-morbid conditions) 
- Individualized sources of reinforcement 

• Cost effectiveness 

MEDICATIONS DEVELOPMENT 

• Alternate nicotine replacement systems 
- adverse vs. beneficial effects 
- maintenance systems: risks and benefits 

• Selective nicotinic agonists and antagonists 

• Non nicotinic actmg agents 



For Presentation at a White Bouse Briefing on the Reduction of Tobacco Caused Disease 

July 23, 1997 

Jack E. Benningfield, Ph.D. 
Vice President, Research and Health Policy 

Pinney Associates 
Associate Professor, Behavioral Biology 

Johns Hopkins University School of Medicine 
President Elect, 

Society for Research on Nicotine and Tobacco 

Tobacco use causes one fifth of all deaths in our nation and produces unparalleled suffering, disability and lost 
productivity. We have a historic opportunity to change the course of our nation's health. Among the many issues 
and considerations, two define our challenges: 
( l) On our current course, between 10 and 20 million current cigarette smokers will prematurely develop 

debilitating disease, suffer and die, because of their unmitigated tobacco use. We have effective treatments 
that could help many of these individuals, but we need new treatments and strategies to help those refractory to 
current approaches. 

(2) Implementation of proposed strategies to reduce access and appeal of tobacco products could reverse the 
current trend of increased youth tobacco use; however, even under the most optimistic projections, more than 
500,000 kids will continue to develop nicotine addiction every year. Further research is needed on the etiology 
of the addictive process if we are to make lasting progress. 

If we are to set our nation on a course of reduced tobacco caused death and disease, the following strategies are 
fundamental to consider. 

(I) Our national tobacco and nicotine research agenda must be substantially expanded to complement and support 
anv settlement processes: Supportive, integrated and complementary research is essential across a variety of 
disciplines. There is compelling need to expand our research in least four areas, if we are to maximize the 
immediate benefits of scientific findings, minimize the undesirable consequences of ongoing tobacco use and 
its initiation, and embark on a course that produces an increased capacity to reduce tobacco-related death and 
disease. Three federal agencies-the Centers for Disease Control and Prevention, Office on Smoking and 
Health (CDC, OSI-I), the National Institutes of Health (NIH), and the Food and Drug Administration (FDA)­
that already play key roles in coordinating and overseeing such research could be encouraged (and of course, 
funded) to expand their current work. 

a. Surveillance Research (CDC,OSH): Rapid, responsive and much more comprehensive monitoring of 
the use of all forms of nicotine is necessary to provide mid-course policy corrections, to guide 
regulation, and to enable more rapid dissemination of new treatment approaches. 

b. Basic Research (NIH): Research on the pathophysiology and development of nicotine dependence is 
critical to provide the basis for continuing improvement in prevention and treatment efforts. 

c. Prevention and treatment research (CDC, OSH and NIH): We are fortunate that many tobacco­
addicted people can be effectively treated along the guideline issued by the Agency for Health Care 
Policy and Research. However, both CDC and NIH research in this area must be expanded if we are 
to embark on a course that will take us to continuing reduction of tobacco-caused death and disease. 
Initial research leading to the development of nicotine patches came from the National Institute on 
Drug Abuse (NIDA). NIDA and other national institutes have been helping support the research tl1at 
has already led to improved efficacy of use with both the nicotine patch and gum. Such research 
complements valuable work being done by the pharmace~tical industry. 

d. Regulatory Research (FDA): The regulation of tobacco and nicotine is well within the purview of the 
FD A. Yet the agency will be hamstrung in many areas vital to progressive regulation if it cannot 
ensure that research on topics ranging from cigarette dose evaluation, labeling and the thresholds of 
various consequences of tobacco uses (e.g., addictive levels of nicotine) is systematic. Such systematic 
study would complement work done at NIH and be no less vital to the public health. 



(2) Reduction of tobacco toxin exposure could be an important component of our national efforts to reduce the 
death and disease caused by unmitigated tobacco use: Then again, it might not; this depends on how an exposure 
reduction scheme is implemented and on the rules of its implementation. Ameliorating smoking-related death and 
disease by reducing smokers' exposure to tobacco toxins is consistent with the finding of many major studies. 
Surgeon General's Reports. and a 1997 NCI monograph. David Burns (the editor of several Surgeon General's 
Reports) developed a model predicting that depending on his or her age, baseline cigarette smoking, and 
magnitude of smoking reduction, a smoker might enjoy an increase in life expectancy ranging from approximately 
one month to 5 years. On the other hand. the aggressive marketing of theoretically low-tar cigarette brands by 
tobacco companies led to an apparently increased risk of lung cancer and reduced motivation of the users of these 
cigarettes to quit smoking. 

We should discourage tobacco companies from selling cigarettes made more toxic than necessary, and we should 
encourage pharmaceutical companies to develop products and indications that serve the many smokers who are 
currently unwilling or unable to completely abstain from tobacco use. Attached is a set principles for exposure 
reduction approaches that could be applied to all forn1s of nicotine delivery. 

In developing a research agenda, I would encourage you to take advantage of research organizations such as the 
Society for Research on Nicotine and Tobacco (SRNT), the College on Problems of Drug Dependence (CPDD), 
and the American Psychological Association (AP A). 

(3) Regulation of all nicotine delivery products must be consistent witll their addictive profile and overall toxicitv. 
There has been much talk of the need for a "level playing field" for nicotine products, be tlley drugs from 
pharmaceutical companies or cigarettes and snuff from tobacco companies. Our goal should be to undo and reverse 
lhe present regulatory paradox. whereby the most addictive and toxic forms of nicotine delivery are marketed more 
liberally than life-saving nicotine replacement medications. We should be taking every possible step to decrease 
demand for the most toxic products, provide incentives for developing nicotine dependence medications, and stay 
headed in tile direction of reduced tobacco-related tolls. Cigarettes should be as safe as current technology allows 
them to be. without claiming for themselves any objective safety, since all forms of smoking incur marked risks. 
Safer forms of nicotine delivery should be touted, especially when tlley are paired witll smoking cessation and 
weaning programs. Improvements in tile nature and use of nicotine medication should be stimulated, not stifled. 



Commentary 

A Proposal to Develop Meaningful 
Labeling for Cigarettes 
SINCE the 1980s, tobaeco researchers have understood that 
the ach·ertised nicotine-yield ratings of cigarettes do not ac­
emately predict nicotine intake by individual eigarette smok­
ers.'·'• Cigarette smokers obtain an ave1·age of 1 mg of nicotine 
from each cigarette they smoke, whether the nicotine yield 
is 0.1 mg or 2 mg.1.1; However, smokers with whom we have 
spoken believe that their "light'' or ''ultralight'' cigarettes are 
pro\·iding them with substantially lower doses of nicotine and 
other constituents of tobacco smoke. These smokers seem to 
assume that nicotine-yield ratings are equi\'alent to the con­
tent ratings provided on food p1wlucts, and they are often 
distressed to learn that nicotine-yield ratings are not indica­
tive of how much nicotine they can obtain. 

\Ve propose a new strntegy for testing and labeling ciga­
rettes that would provide t:onsumers \\·ith imprnved infor­
mation about how much nicotine they will absorb by smoking 
a particular brand of cigarette. Our proposal is roughly par­
allel to the approach of the Food and Drug Administration 
(FDAJ for labeling food products with respect to constituents 
such as sodium and fat. 7 

Problems With the Present Rating System 

A variety of terms are commonly misused in discussions of 
nicotine ratings. Most fundamentally, cigarette nicotine con­
tent is confused \\ith cigarette nicotine yield. The nicotine 
content i:< the total amount of nicotine present in the tobacco 
cigarette. Nicotine yields are de1·ived from tests using smok­
ing machines that were originally developed to prn\·ide stan­
dardized comparisons of the characteristics of tobacco smoke 
from different strains of tobacco." Unfortunately, neither con­
tent nor yield ratings accurately predict how much nicotine 
the individual is likely to absm·b from a cigarette."·' 

The present testing method entails inserting cigarettes 
into the ports of automated systems. whit:h then draw in 

From the Clinical Pharmacology Branch, Addiction Research Center. National In­
stitute on Drug Abuse. Baltimore, Md (Dr Henningfleld) the Program in Biobehav­
iorat Health, College of Health and Human Development Pennsylvania State 
University University Park (Dr Kozlowski): and the Division of Clinical Pharmacology 
and Experimental Therapeutics ancf the Departments of Medicine and Psychialry 
University of California-San Francisco (Dr Benowitz) 
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smoke according to a set of parameters generally referred to 
as the Federal Trade Commission method.''·'" According to 
this method of determining yields, one :35-mL puff of 2 sec­
onds' duration is taken e\'ery minute until a specified ciga­
rette butt length is reached: if the1·e is a filter overwrap, 
approximately 10% of the tobacco might be left unburned. 
However, people smoke more intensively than the smoking 
machines. For example, data accumulated from 18 studies 
indicate that on average. smokers take 4:3-mL puffs at :34-
second intervals.< Furthermore, when faced with a nominally 
low-yield cigarette or when faced with limited availability of 
cigarettes (owing, for example, to smoking restrictions. re­
stricted access to cigarettes, or economic constraints), people 
smoke cigarettes more intensively to consume an adequate 
level of nicotine."-.. 11

-
1

' For example. smokers may take more 
frequent or deeper puffs or block the ventilation holes with 
their fingers 01· lips. 1·0

•·
1·1 

The discrepancy between cigarette yield ratings and how 
much nicotine people obtain from cigarettes is explained by 
the differences between the testing-machine method and how 
people actually smoke cigarettes. Cigarettes have been de­
signed to reduce machine-testing yields by diluting the main­
stream smoke via the use of porous paper and filter venti­
lation.1"·1'; Additional design features include placing less to­
bacco in each cigarette by using expanded tobacco and/or 
smaller diameters of cigarettes, shortening the cigarette 
length, increasing the burn rate of the paper, and increasing 
the length of the filter overwrap so that the machine is able 
to take fewer puffs before the cigarette is burned to its 
specified length.''' However. regardless of their machine­
yield rating, all marketed tobacco cigarettes contain approxi­
mately 6 to 11 mg of nicotine and enable cigarette smokers 
to readily extract sufficient levels to produce and sustain 
dependence. u; '" 

Proposed New Rating and Labeling System 

We propose a new system of rating and labeling cigarettes. 
The food-labeling regulations implemented by the FDA in 
1994 7 could provide a model for this reformation. Our strategy 
is summarized in Table 1. An additional strategy that could 
be used to assist consumers in making informed decisions 
would be to fully disclose the tobacco smoke constituents of 
potential health significance, analogous to harmful constitu-

Commentary-Henn1ngf1eld et al 
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Table 1.-Strategies to Provide Meaningful Cigarette Labeling 

• Use biologically meaningful categories that have plausible significance with 
respect to total daily nicotine intake and level of addiction. 

• Develop machine-testing parameters based on oata relevant 10 how people 
smoke and base yield ratings on maximal yields. 

• Verity yield ratings with bioavailabilily testing of cigarette smokers to determine 
11 humans can readily extract more nicotine than predicted by the machine 
tests. 

• Limit the nicotine content of cigarettes in each category to limit maximal 
nicotine extraction and provide actual content values in the cigarette labeling 

• Link nicotine-rating categories to other factors of toxicological importance. eg a 
low nicotine rating would only be permitted if there was also low tar and carbon 
monoxide delivery. 

• Ban the use of terms such as ·'lighr and ··u1traligh1.·· 

ent clio;c:losure for foods.' 
Our proposal involve;; c:ategorizing cigarettes based on the 

amount of nic:otine delivered (Table 2). These rating:< \\·otild 
be inc:ludecl as part of a new label for cigarettes (Table :3). 
Developing meaningful c:ategories for c:igarettes is somewhat 
more c:omplic:ated than for foods becau;;e a c:igarette is a 
complex clrng-delive1·y system.-·'' but the principle is the 
:-;ame. We propo:<e l)l'oacl c:ategories that ;;hould both sen-e 
c:onsumer interesb 1

' and ha\·e plau;;;ible biologic:al signifi­
c:ance. The c:ategories are based on nicotine delivery for two 
reasons. First, nic:otine intake by smokers c:an be ac:curately 
measured. Second. nicotine delivery from cigarettes can be 
c:ontrollecl to a maximum limit by eontrolling the nic:otine 
c:ontent of the tobac:c:o. It ,;hould be noted. hcl\\·ever. that tar 
and other combustion products of cigarette smoke are be­
lie\·ecl to be the primary c:ause of human cli:-;ea;;e rather than 
nicotine per ,-e_ Unfortunately. it is more cliffieult to quan­
titate human tar exposure or to preclic:t tar delive1·y ba,;ed on 
the eomposition of the cigarette. 

Accurnte categorization of cigai·ettes ba;;ed on their nico­
tine delivery \\·oulcl also be useful if cigarette manufoc:tl!l'ers 
are ever requi1·ecl to gradually eliminate nieotine from their 
c:igarettes. Cigarettes meeting om· c1·iteria of \-ery low nico­
tine or no nicotine are unlikely to be generally adrlicting. 1< 

We suggest that cigarette de;;cl'ipto1·s such a;; ,;ultralight'' 
and "light" not be allowed. In terms of the food-labeling model 
introduced earlier, the FDA has limiter! u~e of these desig­
nations for foods where there is an adequate le\·el of con­
sensus as to the general meaning of the term;; and a consensm; 
that products :-o clesignated might actually represent gen­
erally healthier choices for consumers than the standard prod­
uc:ts.' A similar level of consen;;us would neecl to be developed 
\\·ith respect to cigarette;:. This may not be possible becau;;e 
terms such as "light" provide connotations that may be in­
terpreted as "beneficial,'' when. in fact, e\·en exposure to the 
smoke of a few cigarettes per clay has \\·ell-documented ad­
verse health effects.'" 

In the reform of food labeling b~' the FD.-\. one of the ba,;ic 
issues addressed \\·as to insist that estimates of intake be 
based on meaningful sen-ing sizes and the number of typical 
servings taken per clay.' To this end, machines used to prn­
Yicle estimates of nicotine yield should be p1·ogrammed \\·ith 
puffing parameters that ai·e representati\'e of the behaYior of 
cigarette smokers. We believe that the actual nicotine con­
tent of cigarettes should be included on the label, ju;;t as fat 
content is for food. but suc:h information ,;hould not eonstitute 
the basis of nicotine-yield categorization. Nicotine eontent, 
\\'hile providing information on the maximal po;;;sible yield. i,­
not reliably predictive of yield when cigarettes are smokecl." 

Smoking-machine test;; should be modified to include the 
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Table 2.-Proposed New Nicotine-Delivery Categories for Cigarette Labeling. 
Based on Revised Machine-Testing Procedures and Validated by Bioavailabil-

1ty Testing 

Cigarette Label 

Nicotine free 
Very low nicotine 
Low nicotine 
Regular 

Maximum Nicotine 
Yield, mg 

0 01 
0 17 
1.0 

>1.0 

Table 3.-Content of lhe New Cigarette Label 

• Warning statement 
• Nicotine-yield category 
• Nicotine. tar. and carbon monoxide yields (average and maximal) 
• Nicotine content 
• Harmful additives 
• Information about factors aHecting nicotine delivery 

testing of each cigarette under an average smoking condition 
as well as a heavy smoking condition: in this \\·ay. consume1·;: 
could be informed of the usual and maximal yield,: of a par­
tic:ular cigarette. The average smoking condition would be a 
closer approximation to typical smoking than the model cur­
rently used. The machine,: \1-otdcl be programmed to continue 
puffing until all the con,:umable tobaec:o is smoker! in filtered 
cigarettes and until the smallest plausible smokable butt 
length is reached in nonfilterecl cigarettes (eg. 10 mm). 

For cigarettes in \\·hich ventilation holes are incorporated. 
if it i,; po:;sible for \·enb to be bloc:ked \\·ith the smoker's lips 
or fingers. then the \·enb 1\·ould be occ:lucled in the hea\)' 
smoking condition. Ventilai ion \\'Otdcl be incorporated in the 
test condition only if the ventilation hole,,: 1\·ere (1) clearly 
vi:-;ible. (2) far enough out (perhaps l.S mm) on the filter to 
discourage easy blocking by the smoker's lips. and UJ de­
;;c:ribed on the package label \\·ith a warning tn the :;moker 
that blocking the hole::; \\-otdd defeat the intent of the product 
and result in higher level;; of expo:-ure to nicotine and other 
tobacco smoke toxins. Labeling should similarly disclose the 
sources of nicotine yielcl variation (eg. puff size and number) 
and advise ho\\- inclivicluab might minimize their intake of 
nicotine per cigarette. 

Cigarettes are. in essence. :-;ophi:"ticated clrng-deli\·ery sys­
tem;;.'•""'·" and therefore nicotine bioavailability should be 
evaluated to \-e1·ify that human ab,;orption dne;; not exceed 
le\·els predicted by the ne\v deliver>- ratings. Bioarnilability 
testing of smoked drngs is mo1·e complex than with conven­
tional drug-delivery systems. The bioavailability of smoked 
drugs can be affected by parameters both \\·ithin and outside 
the cont1·ol of the user. u.c, Hcl\\·ever. when facto1·s are kno\\·n 
to affect the bimn-ailabilit~- of a drng in a meclic:ation, ,.;uch 
factors are often noted in labeling and similarly should be 
noted on cigarette package labels. Bioavailabilit,\· could be 
estimated by mea;;uring levels of nicotine, 01· its metabolite 
cotinine, in the blood. urine. or saliva of ciga1·ette smokers.< 
Suc:h testing \rnuld be important to determine whether al­
teration;; in cigarette design affect bioavailability in \mys 
that could affect the categorization of the cigm·ette. 

Although our propo;;al focuses on nicotine deliver>'· the 
model could be applied to other smoke con;;tituents such as 
ta!' and carbon monoxide. A precedent fo1· this exisb in the 
reformation of food labeling by the FDA. in which special 
eategories a1·e pem1ittecl based primarily on the le\·el of one 
c:onstituent \\-hen another constituent also remains within 
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certain boundaries. Thus. a prnduc:t high in fat cannot be 
labeled ,;cholesterol free." regardless of ib cholesterol le\·el.' 
Similarly. we recommend that a cig;arette be ac:corcled one of' 
the reduced-nicotine labels only if its tar and carbon mon­
oxide yields are belO\\- certain le\·eb. For example, the des­
ignation nf a tigarette as lO\\ nic:otine might 1·equire that the 
maximum bioavailability be less than 1 mg of nicotine, 5 mg 
of tar. and 5 mg of tarbun monoxide. Of cou1·,.:e, the tar content 
and carbon monoxide content of c:igarettes are not meaningful 
eoncepts. bec:ause these substances are products of tobacc:o 
eombustion. However. the ratio of tar or c:arhon monoxide 
yielcl to nicotine yield can be controlled b_v the design of 
cigarettes'"';"" and ma~' also be useful to include on the label 
as information to l'Onsumers \vho wish to minimize their ex­
posure to tar anrl carbon munuxide. 

An implication of the present proposal is that fe\\-. if any. 
currently marketed tobacco cigarettes would meet the cri­
teria for a designation other than ;,regular." To ac:hieve a 
rating such as "low nicotine." the cigarette \vould need to be 
lower in nicotine LUntent. and other design c:hanges involving 
the use of filters and ventilation hole:; might be necessitated. 
It is possible that the proposed rating sy;-;tem \\·ould enc:our­
age the de\'elopment of cigarettes u,;eful in helping smokers 
to lessen their intake of nicotine and othe1· constituents. 

Health Benefits 

The enhanced labeling system should inform ~mokers that 
smoking cigarettes \\·ith reduced nic:otine .vield ma~· facilitate 
their effort;; to quit smoking but may provide little if any 
general health benefit compai·ed \\·ith regular cigarette;;. Ul­
timately. and of greater public health impo1tance, the pro­
posed labeling ehanges could le:-sen the pre\·alence of tobacco 
~moking. This c:ould come about in several \vay;;. Many c:on­
sumers are alremly highly motirnted to rn10ke cigarettes 
\\lth lower nicotine yield for their prbumed health benefits"': 
eigarettes eurrentl~· labeled ,;lower ,\·ield" Oess than 16 mg of 
tar) ac:c:uunt for approximatel.v (i0% uf the market.'·; If sueh 
misleading labeling is prohibited and replaced \\-ith an acc:u­
rate depiction of nicotine yield. health-tonstious smokero; may 
be more motintterl to attempt to quit. In aclclition, if manu­
facturers \\·ere to develop and market cigarettes retlec:ting a 
broad range ofnic:otine yields. these produtts might facilitate 
the efforts of moti\·ated rn10ke1·;; to effect a gradual nicotine-
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1\·eaning prote;-;s. The major goal of imprO\·erJ labeling, hu\\·­
eve1·, would be tu provide the basic information that ean no\v 
be obtained \\·ith most other consu1rn1ble products. ineluding 
alcoholie bevernges. 

.Jack E. Henningiield. PhD 
L:inn T. Kozlo""ki. PhD 
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Reduction and Public Health" 
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Exposure Reduction by Partially or Fully Substituting 
Safer Forms of Nicotine Delivery for Cigarettes 

The observation that the toxicity and addictiveness of nicotine varies widely as a function of the 
dosing characteristics and other constituents of nicotine delivery system raises the possibility that 
alternate forms of nicotine delivery could be fully or partially substituted for cigarettes. In 
principle, both tobacco and pharmaceutical companies could market such products and/or 
applications of nicotine delivery products to achieve this end. However, the degree to which 
individuals and society as a whole benefit from such nicotine product use might depend as much on 
the actual patterns of product usage as on the products themselves. 

The following draft principles and questions to ask of tobacco exposure reduction efforts is an 
attempt to develop strategies that might lead to genuine tobacco exposure reduction and reduction 
of both individual and overall tobacco exposure. 

I. Basic Principles for Exposure Reduction Products and Strategies 

I . The purpose of the indication or product must be to reduce the death and disease caused by 
tobacco. 

2. The long range goal for the indication or product should be to leave smokers both tobacco- and 
nicotine-free. 

3. It should pose no added safety risk and safety data should be extensive, including data on 
extended use. 

4. The indication or product should not worsen the individual's level of nicotine dependence. 

5. It should not reduce the likelihood of eventual cessation of tobacco use. 



• 

6. The indication or product should not lead to increased population prevalence of nicotine 
dependence. 

7. It should not appeal to adolescents or increase the risk of adolescent misuse or abuse. 

8. Marketing for the indication or product should provide consistent smoking cessation messages 
and offer help in quitting as well as help in tenninating use. 

It is important to note that these principles do not embrace the premise that nicotine dependence 
itself is inherently benign and that the only goal is to lessen the risk incurred, regardless of whether 
the prevalence of dependence is increased. The ultimate goal is for individuals to be tobacco- and 
nicotine-free to the greatest possible extent. 

Questions to be Asked of All Indications or Products 

In addition to the principles above, there are questions which could be applied to any 
product/indication, whether developed by a pharmaceutical company or the tobacco industry, to 
help insure the principles are upheld. These might include: 

I. What is the intended or predicted patterns of consumer use? 

2. What are the short tenn and long tenn safety/toxicity data? 

3. What are the nicotine delivery characteristics? 

4. What are the abuse liability and dependence potential characteristics? 

5. What are the potential immediate and long tenn health effects for individuals? 

6. What are the potential immediate and long tenn health effects at the population level? 

7. What constituents other than nicotine are delivered to the user? 

8. What are the standards for evaluation of health effects? 

9. What are the regulatory issues posed by the product/indication? 

10. What level of post marketing surveillance is required? 

11. What is the likely effect of this indication/product on the prevalence of nicotine dependence? 

These principles and questions provide a framework for careful consideration of the intent, design, 
and impact of an indication or product. They should be validated by scientific and regulatory 
experts and consistently applied to all potential uses. 
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CEA Draft, July 23, 1997 

Incentives to Develop Reduced Risk Products 

I. Provisions of the Settlement 

Provisions relating to reduced risk products are in Title I, Section E, Part 4. Manufacturers 
will be required to notify FDA of any technology that they develop or acquire and that reduces the 
risk from tobacco products and, for a commercially reasonable fee, to cross license all such 
technology, but only to those companies also covered by the same obligations. Procedural 
protections will be built in to resolve license fee disputes. If the technology is in the early 
development stages, manufacturers will be provided confidentiality during the development process. 
The FDA shall have the authority to mandate the introduction of "less hazardous products that are 
technologically feasible by requiring the manufacturer who owns the technology (at the 
manufacturer's election) either to introduce the product or to license the technology to someone who 
does agree to bring it to market in a reasonable time frame. If no manufacturer or licensee brings 
such products to market in a reasonable time frame set by FDA, the U.S. Public Health Service may 
produce the product. either itself or through a licensing arrangement. 

The goal "is to guarantee that a mechanism exists to ensure that products which appear to 
hold out the hope of reducing risk are actually tested and made available in the marketplace and not 
held back." The economic concern is whether the provisions, especially the cross-licensing 
requirement, provides an incentive or a disincentive to develop new products. 

II. The central economic argument 

If innovation occurred spontaneously and irrespective of economic incentives, society's 
interest would be best served by requiring immediate full disclosure and allowing other firms to 
adopt new products and technologies without fee. But, as the patent system recognizes, innovation 
is an economic activity that requires incentives. The fundamental rationale for the patent system is 
that a) any innovation created by one firm provides usable information to other firms at little or no 
cost; and b) while all firms stand prepared to use such information, no one firm is willing to pay the 
sums of money (often huge) necessary to produce it without compensation. The dilemma of the 
patent system, of course, is that, in encouraging R&D, it discourages diffusion of innovation (see 
Tirole, The Theory of Industrial Organization). 

Compulsory licensing shifts the incentives away from encouraging innovation toward 
encouraging diffusion. It will probably result in less innovation, but it might result in faster 
dissemination of what does get invented. 

m. Analysis 

Past innovations aimed at producing safer products have been scant in the tobacco industry, 
in large measure because to develop and promote safer products would have been to acknowledge 



the hann done by existing products. But some innovations, like filters and reduced-tar cigarettes do 
appear to have followed the appearance of adverse health news about smoking. In the current 
environment, with companies admitting that their products are hannful and with heightened 
consumer awareness, individual companies are more likely to view the development of safer 
products as a profitable endeavor. The patent system, first-mover advantages (the company first on 
the market with a new product tends to experience enduring marketing advantages), and natural 
secrecy and imitation lags all increase the inventor's ability to appropriate the financial benefits of 
developing and introducing safer products and thus increase incentives to devote resources to the 
effort. Compulsory licensing, by contrast, would discourage this effort. The settlement's 
requirements for disclosure (that's what a patent does) and mandated introduction of new discoveries 
are different, however, and do not interfere unduly with incentives to innovate. Moreover, 
companies can choose to license if they wish, on privately negotiated terms. 

IV. Options 

1. Maintain compulsory licensing 1\.. a..\,\ -t- ~b Mv..o"c..-hVvi ~ 
C...\v-C:..~-i .s.r~h-~ ~ h..a. 5\,u:,l(,... 

The current provisions provide limited incentives for innovation but strong incentives for 
diffusion. This is an acceptable solution if it is thought that most innovation will take place 
spontaneously or that much knowledge about developing safer products already exists and there is 
more to be gained from disseminating what is known than from trying to develop new knowledge 
and new products and technology. 

2. Eliminate compulsory licensing but keep disclosure and adoption provisions 

This would allow companies to profit from innovation as they would in any other industry, 
but would greatly reduce incentives for strategic withholding of new innovations. Companies could 
make money by developing new products but they would not be able to keep them off the market 
for strategic reasons. Other companies would have incentives to "invent around" patents but rapid 
diffusion would not be guaranteed. On balance, however, the industry would probably be more 
technologically dynamic both in developing a stream of new "safe" products and in refining existing 
products. 

3. Provide public "prizes" or awards for the development of safe products (Kessler 
awards?) 

4. Create special patents of a more limited length if existing patent protection is judged 
to run too long 

5. Encourage joint R&D efforts to develop safe products (Sematech?) 

6. Publicly fund university research or joint industry-academic efforts to develop safe 
products 
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Pinney Associates 

July 8, 1997 

Jerold Mande 
Senior Advisor to the Director 
Office of Science and Technology Policy 
Old Executive ofiice Building, Room 346 
I ih Street and Pennsylvania A venue, NW 
Washington, D.C. 20502 

Dear Mr. Mande: 

Health Consulting 
Issues Management 
Market Research 

Jack Henningfield suggested I write you a brief note to provide additional information on the 
subject of treatment for tobacco dependence relative to the proposed settlement of the tobacco 
lawsuits. Jack may have mentioned that there is not very much information available on what 
treatments are being used, who is using them, and how much they cost. I have enclosed copies of 
several of our research efforts in this area (some performed under our prior company name 
Corporate Health Policies Group) and I want to offer to be of any assistance I can in helping you 
to understand the current state of tobacco dependence treatment in the U.S. 

The specific items enclosed are: 

• A copy of our I 995 study of smoking cessation in managed care - among the primary 
findings in this study were that managed care plans take a very low key approach to cessation 
often characterized by passively offering programs to their general membership, with 
restrictions and limitations that can discourage participation. Also, since few plans know 
which of their members smoke, these efforts are necessarily often token at best. 

• Our 1996 study of smoking cessation and health promotion in large companies - this study 
found that many large companies give smoking cessation a relatively low priority due to what 
they perceive is a lack of interest among smokers; however, most companies offer employees 
participation in group cessation programs, which are often not convenient or appealing to 
smokers. 

• A copy of an article from the journal Tobacco Control that looks broadly at the cessation 
market and barriers to quitting - among other findings, this article reflects the fact that in 
many communities, smokers who seek cessation assistance from local community resources 
often have to wait for long periods before they can access a program. 

• An excerpt from an analysis we conducted of the total sales of cessation programs and 
products, not including what were then prescription nicotine replacement products - this 
analysis shows that the total market in I 993 was about $85 million, most of which was paid 
for by individuals and employers. This is a fairly accurate depiction of the very small size of 
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the cessation market and suggests that there is enormous room for growth under the proper 
incentives and with the offer of programs that smokers can easily access and which they find 
more suitable to the needs. 

1 believe these and other facts about the rather poorly organized system of care for tobacco 
dependence need to figure prominently in the way the treatment provisions of the agreement 
ultimately are resolved. The basic objective to be considered with regard to cessation is to ensure that 
the settlement results in a coherent national cessation progran1 with appropriate procedures, 
mechanisms, and modalities so that the maximum number of smokers will receive efficacious 
treatment. Treatment works, and smokers will avail themselves of treatment that they can afford and 
that they find accessible and appropriate to their needs. The current success of OTC nicotine 
replacement products demonstrates this quite well. We as a field and the health care system in general 
have failed to make treatment a priority and to structure and deliver treatment in ways that smokers 
can and will access. 

One final point bears consideration. The settlement obviously poses a risk of overstimulating an 
underdeveloped treatment system. Careful thought, along with criteria and standards will be 
required to avoid this problem. However, this and other problems can be avoided, and the 
potential effects of a more visible national focus on cessation, combined with a wise strategy for 
investing whatever funds may flow to treatment, could be the saving of millions of lives that 
otherwise would end prematurely due to tobacco. 

This brief overview cannot serve all your needs for data on the treatment issues. Please feel free 
to call me at any time if you have questions about the enclosed materials or any other aspect of 
cessation. nce:L 
John M. Pinney 
President 

cc: Jack Henningfield 
Jolm Slade 
John Hughes 
John Seffrin 


