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Abstract

In this age of globalization, the outcome of tobacco control
in one country is connected to events on the global stage.
Tobacco control has become an increasingly consolidated
global movement, catalyzed by the global tobacco control
treaty, the World Health Organization’s Framework Conven-
tion on Tobacco Control (FCTC) as well as the Bloomberg
Initiative. This global collective effort is necessary in the
face of an increasingly aggressive tobacco industry that has
consolidated into a small number of very large multinational
corporations, operating globally to expand their markets.
Looming issues for tobacco control include the success with
which the FCTC is implemented within individual nations,
finding the proper role of harm reduction approaches, and
using “lessons learned” from experience in the United States
with tobacco product regulation.
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Resumen

Con el desarrollo de la globalizacion, el resultado del control
del tabaco en un pais esta conectado con eventos mundiales.
El control del tabaco se ha convertido en un movimiento
mundial cada vez mas consolidado, catalizado por el Convenio
Marco de la Organizacion Mundial de la Salud para el Control
del Tabaco asi como de la Iniciativa Bloomberg. Este esfuerzo
colectivo global es necesario, ya que la industria del tabaco
ha consolidado una serie de grandes corporaciones multi-
nacionales que trabajan globalmente para hacer crecer sus
mercados. Algunos problemas pendientes siguen limitando
el éxito del control del tabaco. Los problemas incluyen el
relativo éxito de cada pais al implementar el Convenio Mar-
co, encontrar el papel del enfoque de reduccion de dafios,
y utilizar experiencias y éxitos de los Estados Unidos en la
regulacion de productos de tabaco.

Palabras clave: control del tabaco; salud global; Convenio
Marco; regulacién de productos de tabaco

aking the long view, remarkable progress has been
made in global tobacco control. In the half century
since cigarette smoking was first identified as a major
cause of disease, the epidemic of smoking and smoking-
caused disease is declining in many countries; airplanes

are smokefree throughout the world as are workplaces
and public places in many cities, states, and nations; and,
a global tobacco control treaty, the World Health Orga-
nization’s Framework Convention on Tobacco Control
(FCTC) has been in place for more than five years.!
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Mexico is among the nations that have made great
progress. Fortunately, smoking rates have been
historically low and smokers in Mexico tend to smoke
relatively few cigarettes compared with smokers in other
countries; men who are daily smokers average around
10 cigarettes per day and women even less, around 8
per day.* Mexico has moved to implement a national
law to make workplaces and public places smokefree
and a law is already in place in the Distrito Federal.
However, Mexico, like other nations, faces the challenge
of an increasingly aggressive tobacco industry, contin-
ued experimentation and initiation by youths, and the
difficulty of achieving successful cessation among the
millions of middle-aged and older adults at high risk
for smoking-caused disease.

Here, I consider the implications for tobacco control
in individual countries, such as Mexico, of happenings
outside of their borders. In this time of globalization, the
outcome of tobacco control in one country is inexorably
tied to events at the global level. The tobacco industry
has been consolidated into a small number of behemoth
multinational corporations and, for example, Marlboro,
by far the most widely smoked cigarette brand in Mex-
ico, is also the world’s most popular brand.? Strategies
for maintaining and expanding markets that are tested
and found to be successful in one place can be quickly
transferred to others by these companies. Tobacco con-
trol is also a global phenomenon; a global tobacco con-
trol community, linked through GLOBALink, antedated
the FCTC, which had the consequence of creating even
stronger networks.* The World Conferences on Tobacco
and Health, which began in 1967, have long been a criti-
cal venue for exchange at the global level. The tobacco
control experts in Mexico have been part of this global
community.

For the future, I identify several issues that are rel-
evant for tobacco control in Mexico and other countries
in this era of globalization of the tobacco industry and
of tobacco control: the collective success of the ratify-
ing nations in implementing the FCTC and the World
Health Organization’s MPOWER package in the face of
industry tactics to limit success;” the increasing diversity
of products that deliver nicotine and their implications
for initiation and cessation; the use of harm reduction
strategies; and the regulation of tobacco products in the
United States by the Family Smoking Prevention and
Tobacco Control Act.®

The global epidemic of tobacco use
Casting the tobacco epidemic as a pandemic has become

critical to its control. The tobacco industry is increas-
ingly consolidated into a small number of multinational
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corporations, operating globally to expand their mar-
kets. While the China National Tobacco Corporation
remains the largest manufacturer in the world, most
tobacco manufacturing outside of China is carried out
by a few companies: Philip Morris International, British
American Tobacco, Japan Tobacco International, Impe-
rial Tobacco, and several others. These companies have
largely replaced prior national monopolies, and local,
regional and national companies. The size and economic
clout of these companies, along with aggressive market-
ing and promotion strategies, threatens public health
throughout the world.

The epidemiological triangle, a construct long used
for formulating approaches to infectious disease control,
has proved equally applicable to the tobacco epidemic
(figure 1). It offers a framework for considering how
the tobacco industry advances its sales and how it can
be controlled. The tobacco industry becomes the vector
for spreading the epidemic-causing agent, the cigarette
or other forms of tobacco products. The environment is
multidimensional and includes the social environment
(i.e., the social acceptability of smoking and its role in
society), the policy and regulatory environment (e.g.,
smoking bans and the level of enforcement and restric-
tions on advertising), the financial environment (i.e.,
the costs of tobacco products, particularly in relation
to household income), and the medical environment
(e.g., emphasis on offering cessation and availability of
cessation services). The product itself is also relevant to
the tobacco pandemic, as we have learned that many
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FIGURE |. THE EPIDEMIOLOGIC TRIANGLE AND THE TOBACCO
EPIDEMIC
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aspects of the product may affect addiction liability and
health risks. Mentholation of cigarettes, for example, has
been found to increase likelihood of initiation by youths
and to decrease successful cessation by established
smokers.” We have also learned that many individual
characteristics, including genetic factors, may figure into
risk for individuals to become smokers and to their risk
for diseases caused by smoking.

However, the agent would not exist, absent the
tobacco industry, and the industry is now globalized.
As a global problem, a global solution is needed.

The Framework Convention on Tobacco
Control

The FCTC provides a global response to the complex,
international challenge of the tobacco epidemic. Its el-
ements call for national and international actions that
reflect the transboundary nature of the epidemic. In
1994, at the 9th World Conference on Tobacco or Health
in Paris, Ruth Roemer, an academic and a tobacco con-
trol advocate from California, and Allyn Taylor, then a
doctoral student from Columbia, drafted a resolution

encouraging the development of a framework conven-
tion for tobacco control to respond to the increasingly
trans-border nature of tobacco use. Only two years later
in 1996, the World Health Assembly endorsed the idea of
the FCTC and in 1998 the WHO Member States adopted,
by consensus, a resolution leading toward accelerated
multilateral negotiations on a framework convention
on tobacco control and possible related protocols. The
initiation of the FCTC process marked the first time that
the Member States of WHO used the Organization’s
power under Article 19 of its constitution to negotiate
and sign a binding treaty aimed at protecting and pro-
moting public health.

The FCTC was developed as an evidence-based
treaty through a working group process that was fol-
lowed by formal negotiations. The WHO Member States
unanimously adopted the final text of the FCTC in May,
2003. Many universal elements of national tobacco control
policy became core provisions of the FCTC's final text
(table I). The key provisions include a comprehensive
ban on tobacco advertising, promotion and sponsorship
(with an exception for countries, such as the United States,
which deem it unconstitutional); a ban on misleading

Table |

KEY DEMAND REDUCTION PROVISIONS OF THE FRAMEWORK CONVENTION ON ToBacco CoNTROL

Article 6: Price and tax measures to
reduce the demand for tobacco

Recognizes that price and tax measures are an effective and important means of reducing tobacco consumption,
especially among young people

Article 8: Protection from exposure
to tobacco smoke

Requires parties to adopt and implement effective measures “providing for protection from exposure to tobacco
smoke in indoor workplaces, public transport, indoor public places and, as appropriate, other public places.”

Article 9: Regulation of the contents
of tobacco products

Obligates countries to require that manufactures and importers of tobacco products disclose to governmental autho-
rities information about product contents and emissions. Measures for public disclosure must be adopted.

Article 10: Regulation of tobacco
product disclosures

Conference of the Parties is to develop guidelines that can be used by countries for the testing, measuring and regulating
contents and emissions. Parties must adopt pertinent measures at the national level.

Article | I: Packaging and labeling of
tobacco products

Requires Parties to adopt and implement effective measures requiring large, clear health warnings, using rotating
messages approved by a designated national authority. Provides that these warnings should cover 50% of more of the
principle display areas and must occupy at least 30%

Requires the Parties adopt and implement effective measures to ensure tobacco product packaging and labeling do
not promote a tobacco product by any means that are false, misleading, deceptive or likely to create an erroneous
impression about its characteristics, health effects, hazards or emissions.

Avrticle 12: Education, communication,
training and public awareness

Requires the adoption of legislative, executive, administrative or other measures that promote public awareness and
access to information on the addictiveness of tobacco, the health risks of tobacco use and exposure to smoke, the
benefits of cessation and the actions of the tobacco industry.

Article |3: Tobacco advertising, pro-
motion and sponsorship

Requires, in accordance with constitutional limitations, a comprehensive ban on all tobacco advertising, promotion
and sponsorship.

Article [4: Demand reduction measu-
res concerning tobacco dependence
and cessation

Adapted from reference 9

Requires creation of cessation programs in a range of settings, include diagnosis and treatment of nicotine dependence
in national health programs, establish programs for diagnosis, and counseling and treatment in health care facilities
and rehabilitation centers.
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descriptors intended to convince smokers that certain
products are safer than “standard” cigarettes; and a man-
date to place rotating warnings that cover at least 30% of
tobacco packaging, with encouragement for even larger,
graphic warnings. The FCTC also calls for countries to
implement smoke-free workplace laws, address tobacco
smuggling, increase tobacco taxes, and handle issues
related to the supply side and the environment.

The FCTC entered into force in February 2005 after
40 countries had ratified the treaty. By the first Confer-
ence of Parties held in February 2006, 115 nations had
ratified the treaty, including many of the treaty’s stron-
gest critics such as Japan, China, and Germany. To date,
174 nations are parties to the FCTC, although Indonesia,
the United States, and Argentina have not ratified.
The Conference of Parties has adopted guidelines for
seven of the treaty Articles, including Article 8 which
addresses secondhand smoke (SHS). Negotiations are
also ongoing in regards to the treaty’s first protocol - the
Protocol on Illicit Trade of Tobacco Products.

The success of FCTC implementation is critical
for global tobacco control; with the treaty in place for
more than five years, the ratifying nations should be
well into the process of implementing its provisions.
Progress is variable across the parties, and opposed
in various ways by the tobacco industry. Support for
implementation comes from the well-timed Bloomberg
Initiative to Reduce Tobacco Use, which is building
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capacity, offering grants, and supporting media, policy,
and legal activities, the Bill and Melinda Gates Foun-
dation, and several other funders. The World Health
Organization (WHO) has developed and disseminated
its MPOWER (M=monitoring, P=protect, O=offer,
W=warn, E=enforce, and R=raise taxes) package of
tobacco control measures, which is complementary to
the FCTC. The World Health Organization’s Report on
the Global Tobacco Epidemic shows that much remains
to be achieved with each of these provisions globally
(figure 2).8

Restating the obvious, the extent to which the
parties implement the FCTC is critical to the success of
global tobacco control. Absent effective control at the
global level, the predictions are dire: a total of one bil-
lion premature deaths this century. The effectiveness of
the FCTC has broader implications as it is considered a
potential model for addressing the global rise of obesity,
which is driven in part by the multinational food and
beverage industries.

The diversifying market for nicotine-
delivering products

In many high-income countries, the prevalence of
smoking has dropped substantially. Factors driving
the decline include broad understanding of the risks of
smoking cigarettes, rising prices, the availability of ef-
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Source: Reprinted from reference 8

FIGURE 2. SHARE OF THE GLOBAL POPULATION COVERED BY THE WORLD HEALTH ORGANIZATION'Ss MPOWER PACKAGE OF

TOBACCO CONTROL MEASURES
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fective cessation therapies, smoking bans, and changing
societal views of smoking. Smoking bans and declining
acceptability of smoking have made smoking more
difficult for smokers, as the locations where they can
smoke freely are now limited. In the United States, for
example, most workplaces are covered by some form of
ordinance and workplace SHS exposure is uncommon;
additionally, the majority of homes with smokers have
a policy about smoking within the home.!

In recent years, there is a widening array of non-
combustible products that provide nicotine and that
may be used in locations where smoking cigarettes is
either not allowed or not acceptable. Snus, for example,
is a moist snuff that has been widely used in Sweden,
but with little distribution elsewhere until recently. Now,
each of the major companies is marketing snus in the
United States with marketing slogans indicating that
the product can be used anywhere and at all times. Elec-
tronic cigarettes (e-cigarettes) have entered the global
market in the last few years. These devices, first made
in China, produce a nicotine-containing vapor through
a heating element. Dissolvable products (e.g., Camel
Sticks, Orbs, and Strips) have been developed and are
currently being test-marketed.

To date, there is limited experience with most of
these products, except snus which has long been used
in Sweden. Whether they will reduce quit attempts and
the rate of successful cessation is uncertain. If they prove
successful from the industry perspective, their use may
be promoted by the industry and made global, poten-
tially hindering tobacco control at the global level.

Harm reduction strategies

Tobacco control strategies for reducing the enormous
burden of avoidable disease from smoking have long
given emphasis to prevention of initiation and enhance-
ment of quitting. Development of less hazardous prod-
ucts, whether smoked or not smoked, represents another
strategy, so-called “harm reduction,” for limiting the
burden of smoking-caused morbidity and premature
mortality. The topic of harm reduction in regard to
tobacco use has been contentious, although harm reduc-
tion strategies are in use for other addictions, e.g., needle
exchange programs for addicted users of intravenous
drugs.!! Views on using harm reduction strategies for
smoking have been colored by the industry’s decades-
long strategy of marketing some products as lower risk,
beginning with the addition of filters to most cigarettes
and then the use of misleading descriptors, such as
“light” or “mild”, for products with lower yields of tar
and nicotine, as measured by a machine. Such claims
were found to be fraudulent in Judge Kessler’s decision
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in the litigation against the tobacco industry brought by
the United States Department of Justice.?

Harm reduction strategies involve the use of
tobacco or nicotine-delivering products that have the
potential to reduce exposure to injurious components
of tobacco smoke; such products have been labeled as
PREPs, potential reduced-exposure products.'® A variety
of products have been proposed as PREPs, including
smokeless tobacco products and e-cigarettes. For such
products, there is a potential for risks to individuals to
be reduced but for the overall public health impact to
be adverse. A product might reduce risk for smoking-
caused disease by reducing the number of cigarettes
smoked but have an overall adverse impact on public
health by reducing the rate of successful cessation and
increasing the rate of initiation. In the United States, the
new Family Smoking Prevention and Tobacco Control
Act requires that a modified risk product be marketed
only if: “...the Secretary determines that the applicant
has demonstrated that such product, as it is actually
used by consumers, will—"“(A) significantly reduce
harm and the risk of tobacco related disease to indi-
vidual tobacco users; and “(B) benefit the health of the
population as a whole taking into account both users
of tobacco products and persons who do not currently
use tobacco products.”

There will likely be anumber of products marketed
as useful for harm reduction. The increasing numbers
of products being manufactured is indicative. The two-
pronged test required in the US legislation needs to be
considered at the global level as harm reduction strate-
gies are introduced. Undoubtedly, the debate about the
role of harm reduction in tobacco control will be ongoing
and remain contentious.

Regulation of tobacco products

In 2009, the United States passed the Family Smoking
Prevention and Tobacco Control Act (“the Act”), giving
the Food and Drug Administration (FDA) authority to
regulate certain tobacco products with the goal of pro-
tecting public health. The Act’s broad provisions provide
FDA asset of regulatory tools for reducing harm to health
from products that cause nicotine addiction and disease
(table II). To date, the FDA has developed the structure
and staff needed to fulfill its mandate, creating the Cen-
ter for Tobacco Products. Its Tobacco Products Scientific
Advisory Committee has completed a report on the pub-
lic health impact of menthol in cigarettes, finding that
the inclusion of menthol as a cigarette additive harms
the public health. The FDA has also identified a list of
hazardous components of tobacco smoke, a listing also
carried out by the WHO.!*
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Table Il
Purposes oF THE FAMILY SMOKING PREVENTION AND ToBacco CoNTRoL AcT

(1) to provide authority to the Food and Drug Administration to regulate tobacco products under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), by recognizing it as the primary Federal regulatory authority with respect to the manufacture, marketing, and distribution of tobacco products
as provided for in this division;

(2) to ensure that the Food and Drug Administration has the authority to address issues of particular concern to public health officials, especially the use
of tobacco by young people and dependence on tobacco; H. R. 1256—7

(3) to authorize the Food and Drug Administration to set national standards controlling the manufacture of tobacco products and the identity, public dis-
closure, and amount of ingredients used in such products;

(4) to provide new and flexible enforcement authority to ensure that there is effective oversight of the tobacco industry’s efforts to develop, introduce, and
promote less harmful tobacco products;

(5) to vest the Food and Drug Administration with the authority to regulate the levels of tar, nicotine, and other harmful components of tobacco pro-
ducts;

(6) in order to ensure that consumers are better informed, to require tobacco product manufacturers to disclose research which has not previously been
made available, as well as research generated in the future, relating to the health and dependency effects or safety of tobacco products;

(7) to continue to permit the sale of tobacco products to adults in conjunction with measures to ensure that they are not sold or accessible to underage

purchasers;
(8) to impose appropriate regulatory controls on the tobacco industry;

(9) to promote cessation to reduce disease risk and the social costs associated with tobacco-related diseases; and

(10) to strengthen legislation against illicit trade in tobacco products.

Adapted from reference 6

The Act is the first effort to regulate tobacco prod-
ucts. Determinations made under the Act may have
consequences that extend outside the United States,
particularly if precedent setting. Additionally, the new
FDA center will likely elaborate product testing proto-
cols with broad applicability.

Conclusions

Over the last decade, tobacco control has become an
increasingly consolidated global movement, catalyzed
by the FCTC and the Bloomberg Initiative. This global
movement represents a needed response to the con-
solidation of the tobacco industry into a small group
of multinational companies. Success of tobacco control
in particular countries depends, in part, on the success
of the global collective. Looming issues for tobacco
control include the success with which the FCTC is
implemented, finding the proper role of harm reduction
approaches, and using “lessons learned” from experi-
ence in the United States with product regulation.
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