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EXECUTIVE SUMMARY

Compelling scientific evidence shows that tobacco consumption causes many severe
diseases and death. The increased risk of lung cancer, other cancers and cardiovascular
diseases is well documented. Pregnant women who smoke have a significantly higher
risk of miscarriage and child disease. Exposure of non-smokers to other persons’
environmental tobacco smoke (ETS) also results in an increased risk of diseases.
Regarding ETS, although compelling epidemiological data has been gathered for lung
cancer only, animal tests show that exposure increases the risk of other diseases as well.
In Europe, tobacco causes over 1.5 million deaths annually.
All Member States of the European Union (EU) are aware of this devastating problem
and willing to reduce the harm, although the level of political commitment and ability to
implement necessary reforms varies across Member States.
The EU has already adopted a number of legally-binding and non-legally binding
measures for tobacco control, and individual Member States have undertaken measures
beyond EU requirements. Ireland, Italy and Spain have banned smoking in all public
places.
EU Member States have committed to implementing the WHO Framework Convention
on Tobacco Control (FCTC) and its comprehensive approach to tobacco control. They
now need to adopt further legally binding-measures to adhere to their commitment.
Measures aim a reduction of tobacco product supply and of demand. These include:

- Control production, testing, sales, taxation and pricing of tobacco products

- Control of illicit tobacco trade

- Restriction on tobacco publicity and sponsoring

- Public information policies about the health risks of tobacco

- Programmes to facilitate tobacco consumption cessation, including medical care

- Cooperation between countries with communication of critical information and

technology transfer to facilitate the implement all above measures globally.

The implementation of these measures by EU Member States involves political, legal
and practical difficulties, but the human and financial benefit for European Nations is

anticipated to be greater than the effort and cost.

IP/A/ENVI/NT/2006-16 Page i of 30 PE 373.575



CONTENTS

1. BACKGIOUNG ..ottt 1
1.1.  Consequences of tobacco consumption on public health...............cccceeveennnnne. 1
1.2.  Current tobacco conSUMPION SUMMATY ...c..eeeveeuerierieenieerenieenieereneenreeeenseenne 9

2. Milestones in WHO European tobacco control ...........cccocceevevieveiicieece e, 10

3. Challenges for the EUropean UniON..........ccocooiiiiieieiienene e 12
3.1.  EU coordination challenges.............ccccueeriieriieriiiniieiiecie et 12
3.2.  Challenges related to FCTC 0bJECtIVES .....cuevuviruiiniiriiniiiiecicrecreceeeceene 14

4. CONCIUSION ...ttt 21

APPENDICES. ... .ottt ettt st et e st aeaneenreeneennes 22

REFERENGCES ...t bbb 26

IP/A/ENVI/NT/2006-16 Page ii of 30 PE 373.575



1. Background

1.1. Consequences of tobacco consumption on public health
Tobacco and tobacco smoke contain thousands of chemicals, including nicotine, tar,

carbon monoxide, acetaldehyde, hydrogen cyanides, arsenic, chromium, DDT,
formaldehyde, benzene, N-nitrosamines, cadmium, nickel, beryllium and vinyl chloride.
Many of these chemicals are well known to be toxic, carcinogenic, atherogenic,
teratogenic and addictive; many have no known safe level of exposure. Nicotine is a
highly toxic alkaloid that is both a ganglionic stimulant and depressant and Carbon
monoxide is known to interfere with oxygen transport and utilization (*). Nicotine is the
drug in tobacco that causes addiction; and it is also a psychoactive (mood altering) drug
).

1.1.1. Consequences of direct tobacco consumption

Compelling scientific evidence has demonstrated that direct tobacco consumption is a
high risk factor for the development of various diseases (morbidity), which in some
cases, can lead to premature death (mortality, reduced life expectancy). It increases the
risk of disorders in normal functions such as fertility, childbearing and lactation.

Direct transmission of tobacco by-products by mothers who smoke to foetus through

umbilical circulation and to neonates through breast milk has been demonstrated.

The Facts 1 table provides a non-exhaustive list of the health effects of tobacco

smoking, most of which can be reduced by tobacco consumption cessation.
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Facts 1 : Effects of tobacco consumption and cessation

Disease — Function

Effect

Lung cancer

Increased risk (20 to 30 fold) with smoking. 80 to 90% of
cases are smokers. The risk of lung cancer declines
steadily in people who stop smoking, until, after 10
years, the risk becomes 30%—50% of that in continuing
smokers.

Cancers of the oral cavity, larynx,
pharynx, urinary bladder,
pancreas, oesophagus, stomach,
kidney, skin (squamous cell
carcinoma), nasal sinuses, blood,
uterine cervix, ovaries

Increased risk with smoking. Smoking cessation reduces
the risk of many tobacco-related malignancies, including
cancers of the larynx, oesophagus, pancreas and urinary
bladder.

Breast cancer

Increased risk with smoking. Increased risk of lung
metastasis.

Respiratory diseases (chronic
bronchitis, emphysema, reduced
lung capacity, asthma)

Increased risk with smoking. 80% of emphysema.

High blood pressure

Increased risk with smoking.

Coronary heart disease, heart
attacks

Increased risk with smoking (3-fold in men, 6-fold in
women).

Smoking cessation cuts the risk of recurrence of heart
attack by almost 2.

Congestive heart failure

Increased risk with smoking.

Abdominal aortic artery aneurysm

Increased risk with smoking. 80 to 90% of cases are
smokers.

Carotid disease and stroke

Increased risk with smoking.

Lower limb artery disease,
disability, gangrene, amputation.

Increased risk with smoking.

Osteoporosis, vertebral injury and
fractures

Increased risk with smoking. First line preventive
measure against further bone loss and progression.

Peptic ulcer & gastro-oesophageal
reflux disease

Increased risk with smoking.

Male fertility

Decreased sperm count, increased frequency of abnormal
sperm morphology, and an inferior quality of sperm.
Delayed conception and reduced fertility rates.
Impotence: Smokers are one and a half times more likely
to suffer erectile dysfunction than non-smokers.

Female fertility & pregnancy
disorders

With smoking:

Decreased fertility (*) and shortened time to menopause
by 1 to 2 years.

Increased spontaneous abortion rate of chromosomally
normal foetuses, increases the incidence of placental
abruption, placenta praevia, bleeding during pregnancy,
premature rupture of the membranes and stillbirths. All
these risks to fertility and the outcome of pregnancy are
minimized or absent in former smokers.

Smoking and oral contraception in
women

Significant increase in risk of cardiovascular diseases
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Disease — Function Effect

Impact of smoking or exposure to | Increased risk of :

Environmental Tobacco Smoke Spontaneous abortion, prematurity, placental abruption

during: intrauterine growth retardation (*), premature delivery

- pregnancy and low birth weights (35,°) and growth (,").

- breast feeding Perinatal mortality (up to 1.5 times the average), sudden
- childhood infant death syndrome (*,”).

Reduced quality and frequency of breast feeding.

Increased risk of congenital malformation (cleft
lip/palate, clubfoot, limb defects, bronchial tree and
pulmonary vasculature).

Increased risk of eczema, asthma, respiratory disorders &
infections, asthma (10,“,12,13 Jans ,16), ears-nose-throat

(ENT) infections (','®).

Cancer & leukaemia*.

Poor growth (**,*°,?").

Neurodevelopmental handicaps (*2).

* On the issue of childhood neoplasms, the pooled estimate of the relative risk of any childhood
neoplasm from exposure to maternal smoking is 1.11 (95% confidence interval = 1.00-1.23,
based on 11 studies), and that for leukaemia is 1.14 (95% confidence interval = 0.97-1.33, based
on 8 studies) (). There is suggestive evidence that parental smoking may increase the risk of
some childhood cancers. However, the potential roles of preconceptional, in utero, and postnatal
exposures are unknown.

1.1.2. Consequences of Environmental Tobacco Smoke exposure
Environmental Tobacco Smoke exposure (ETS) is generated by the combustion of
tobacco products. It is composed of over 4000 compounds, including more than 40
known or suspected human carcinogens, such as 4-aminobiphenyl, 2-naphthylamine,
benzene, nickel, and a variety of polycyclic aromatic hydrocarbons (PAHs) and N-
nitrosamines. A number of irritants, such as ammonia, nitrogen oxides, sulfur dioxide
and various aldehydes, and cardiovascular toxicants, such as carbon monoxide, nicotine
and some PAHs, are also present. In vitro and animal in vivo ETS exposure tests have
demonstrated:
e carcinogenic effect (52,**%)
e mutagenic effect (26,24,27,28,29)
e cardiovascular effects and include promotion of atherosclerosis (in response to
smoke exposure and individual PAH exposure), activation of platelets and
leukocytes, exacerbation of ischaemia/reperfusion injury, and reduction of

respiration by myocardial mitochondria (30,31,32,33 ,34,35 ,36,3 7,3 8,3 9,40,41).
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The risk in humans for some diseases in relation to exposure ETS has also been
documented through epidemiological studies.

Lung cancer: Compelling epidemiological evidence shows that exposure to ETS is a
risk factor for the development of lung cancer in individuals who live with smokers and

who do not live with smokers (excess risk: 13 to 38%) (*?).

Other malignancies: A review of epidemiological studies concerning ETS exposure-

related risk for cancer in adults, concluded that there was suggestive evidence of an

association with sinonasal cancer, no evidence of an association with bladder cancer,

and equivocal evidence of associations with breast and cervical cancer (43 ,44,45,46,47,48,49).

Non-cancer respiratory diseases in children: At least 150 epidemiological studies on

ETS and non-cancer respiratory health effects in children have been published in the

last 25 years. Several reviews have already assessed the database, and there is strong

consensus that ETS affects the developing respiratory system and causes an increased

risk of the following health effects (5 051525 3):

e lower respiratory tract infections (e.g. bronchitis, bronchiolitis and pneumonia)
in infants and young children;

e chronic middle-ear effusion in young children;

e increased frequency and severity of asthma attacks in asthmatic children;

e irritation of the upper respiratory tract; and

e reduced lung function.

Cardiovascular diseases: Many epidemiological studies on ETS and cardiovascular
risks in adults have been published suggesting increased risk, but the level of evidence
of most individual studies has been criticized, due to the possibility of confounding
factors, exposure misclassification, publication bias, insufficient data or other
methodological issues (**). However, a meta-analysis of 19 epidemiological studies of
lifelong non-smokers living with a smoker reported a relative risk of ischaemic heart
disease associated with exposure to ETS of 1.30 (95% confidence interval: 1.22—-1.38)
at 65 years of age. Detailed analyses indicated that dietary confounding could account

for an excess risk of 6%, revising the excess risk due to ETS from 30% to 23% (*).
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Quantification of exposure to ETS: The quantification of exposure to ETS is an
important step in the quantification of risks for populations. The extent exposure to ETS
in non-smokers can be estimated through nicotine and cotinine levels in the body.
Cotinine is the major metabolite of nicotine, it is specific to tobacco and is a widely
used short-term marker of exposure because of its relatively long half-life (about 20
hours), narrower fluctuations during exposure to tobacco smoke and convenient
measurement in blood, urine and saliva (°°,”’). Many population-based studies have
demonstrated the association of cotinine levels in saliva, serum and urine with reported
exposure to ETS (**,%). Cotinine measurements can provide an assessment of recent
exposure to ETS, but they do not indicate the duration of exposure or the intake of other
components of tobacco.

e Adults: a 10-country study conducted by the International Agency for Research
on Cancer (IARC) collected data for non-smoking women from 13 cities,
including 5 in Europe, showed mean urinary cotinine/creatine levels of 6.2
ng/mg for ETS exposure from husband’s smoking, 2.4 ng/mg from workplace
exposure, 9.0 ng/mg from husband and workplace, and 3.1 ng/mg from public
places and other sources (*',%%).

e Children: Salivary cotinine concentrations measured in over 4 000 children
aged 5 to 7 in the UK, have been found to correlate strongly with the smoking
habits of their parents: 0.29 ng/mL in children with no reported exposure, 4.05
ng/mL in households where both parents smoked, and 9.03 ng/mL if both
parents smoked over 20 cigarettes per day (*’). It has been estimated from
cotinine measurements that the total nicotine dose received by children whose
parents are smokers is equivalent to their actively smoking between 60 and 150
cigarettes per year (**). Significant levels of cotinine in children from non-
smoking households have been found (*). This indicates that children are
exposed to tobacco smoke from sources other than their parents and that simply
inquiring about parental smoking will underestimate a child’s exposure. So-
called ‘unexposed’ persons have been found to have on average 8.5 ng of
cotinine per mL of urine (*°). Since the only source of cotinine or nicotine in

body fluids is tobacco products, primarily through exposure to smoke, it follows

that “‘unexposed’ persons are also exposed to environmental tobacco smoke.
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e ETS has been found to be carcinogenic in humans and to produce a substantial
amount of morbidity and mortality from other serious health effects at levels of
1-10 pg/m’ nicotine (taken as an indicator of ETS). Acute and chronic
respiratory health effects on children have been demonstrated in homes with
smokers (nicotine 1-10 pg/m’) and even in homes with occasional smoking (0.1-
1 ug/m’). There is no evidence for a safe exposure level. The unit risk of cancer
associated with lifetime ETS exposure in a home where one person smokes is

approximately 1X10°.

Overall conclusion about risks:

Based on the combined evidence from several studies, WHO has estimated that some 9-
13% of all cancer cases can be attributed to ETS in a non-smoking population of which
50% are exposed to ETS. The proportion of lower respiratory illness in infants
attributed to ETS exposure can be estimated at 15-26%, assuming that 35% of the
mothers smoke at home. Those estimates, when applied to the European population,
will result in approximately 3000-4500 cases of cancer in adults per year, and between
300 000 and 550 000 episodes of lower respiratory illness in infants per year, which are
expected to be related to ETS exposure (*').

Quantitative population estimates for cardiovascular disease mortality are less certain
than those for lung cancer because (a) fewer epidemiological data are available, and (b)
more risk factors for cardiovascular disease need to be included in adjustments in order
to obtain a reliable risk estimate. In general, the relative risk estimates for
cardiovascular disease from ETS exposure are similar to those for lung cancer;
however, the baseline risk of death from cardiovascular disease in non-smokers is at
least 10 times higher than the risk of lung cancer. Therefore, the population risks could
be roughly 10 times higher as well. Thus, while there is more confidence in the
presented estimates for lung cancer, the public health impact of ETS is expected to be

substantially greater for cardiovascular disease.

1.1.3. Smoking-attributable annual deaths in Europe
The Facts 2 table summarizes the estimated annual number (and percentage) of deaths

attributable to smoking in the 25 countries of the EU (°*). These estimates make the
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conservative assumption that no death is attributable to smoking in the 0-34 year age

group, which leads to an underestimation of total smoking-attributable deaths. This

table also provides an estimate of the average number of years of life lost per patient.

Facts 2: Smoking-attributed annual deaths - EU 25 - year 2000 estimates

Mortality cause: number of cases (% of cases) Age 35-69 years Any Age

All causes 290 000 (25%) 655 000 (15%)
Men 244 000 (31%) 507 000 (23%)
Women 46 000 (11%) 148 000 ( 7%)
Cancer 144 000 (32%) 285 000 (25%)
Men 124 000 (45%) 239 000 (38%)
Women 20 000 (11%) 46 000 ( 9%)
Respiratory diseases 25 000 (50%) 112 000 (30%)
Men 19 000 (52%) 78 000 (40%)
Women 6 000 (34%) 34000 (19%)
Vascular diseases 81 000 (23%) 183 000 (10%)
Men 68 000 (28%) 135 000 (16%)
Women 13 000 (12%) 48 000 ( 5%)

Average number of years of life lost per patient 22 years

14 years

The Facts 3 table shows the changes in the estimated percentage of deaths attributable to

smoking in the 25 countries of the EU in women (68). It shows the increase in deaths

attributable to smoking, particularly in women between 35 and 69 years of age.
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Facts 3: Smoking-attributed annual deaths - EU 25 — Changes in Women

Mortality cause: number of cases (% of cases and | Age 35-69 years Any Age
variation)

All causes +1.2% +0.5%
Year 1995 45 000 (10.3%) 137 800 (6.1%)
Year 2000 45 600 (11.5%) 147 800 (6.6%)
Cancer +1.7% +1.2%
Year 1995 17 600 ( 9.3%) 39 800 (8.2%)
Year 2000 20 000 (11.1%) 46 000 (9.3%)
Respiratory diseases -0.4% +0.1%
Year 1995 6 400 (34.5%) 31900 (19.1%)
Year 2000 6 100 (34.1%) 34 000 (19.2%)
Vascular diseases +1.0% +0.2%
Year 1995 14 600 (11.4%) 49 500 (4.5%)
Year 2000 12 500 (12.4%) 47 800 (4.7%)

It is estimated that approximately 30% of the adult population in the European Region
of the World Health Organization (WHO) were regular smokers in 2001 (*%). This
results in a considerable “burden of illness” as defined in terms of number of life-years
and healthy life-years lost for society (quantified in epidemiological studies “Disability-
Adjusted Life Year” “DALY”). Owing to its longest exposure to tobacco smoking, the
European Region of the WHO, with only 15% of the world’s population, is facing
nearly one third of the worldwide burden of tobacco-related diseases ('°).

The standardized death rate for lung cancer among males had stabilized or was slightly
decreasing in the central and western parts of the Region. The death rate among women

was still increasing as they were, in general, exposed to tobacco later than men.

1.6 million deaths were estimated to be tobacco-related annually in 2000 ().
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1.2.

Current tobacco consumption summary

Smoking prevalence survey compilations published in 2002 by the WHO (69) based on

various national sources show:

- Alarming high levels and increase among teenagers over the 1993-1999 period.

- Alarming high levels and increase among adult women during the 1999-2001

period compared to the 1994-1998.

- Overall stagnation at the highest levels in adult men during the 1999-2001

period compared to the 1994-1998. Among them, prevalence decreased in 7

countries, increased in 3 countries and was stable in 15.

Facts 4: Tobacco-consumption - WHO European Region — 1997-2001 Period

Population

Prevalence and trends

Adults

Over the average adult smoking prevalence in countries of the WHO European
Region has stabilized at around 30% of the adult population. Smoking prevalence
shows signs of a decrease in the western part of the Region, both in males and in
females, while in the eastern part it is stable (69).

Men

Nearly 38% smoked. Increasing prevalence gap between east and west: above 50%
in at least 11 countries and below 30% in 4 countries.

Women

Nearly 23% smoked, with a slightly narrowing gap between east and west.

Youth

Among young people (15-18 years old): Around 30% for Europe as a whole, with a
slight upward trend. No country showed a decrease in smoking prevalence in young
people. According to data from the five countries, weekly smoking in 15-year-olds
increased from 18% in 1993/1994 to 24% in 1997/1998. Smoking prevalence has
increased among both boys by 5% and among girls by 6%. Smoking prevalence
among young people aged 16-18 years is approximately 20% higher than among

those aged 15-16 years ("2,7).

Vulnerable
socio-
economic
groups

Nearly 23% smoked, with a slightly narrowing gap between east and west. Surveys
show higher prevalence in lower income groups than in higher income groups, and in
unemployed compared to the employed. No indication that the socioeconomic

difference in tobacco use was being reduced (",).

Given the criticality of these data for international stakeholders to weigh the importance

of the problem, individual country prevalence rates of EU member States and the other

countries of the WHO European Region are reported Appendix 2 and Appendix 3.
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2. Milestones in WHO European tobacco control
Various medical expert groups and several organizations dealing with public health

acknowledged more than two decades ago the “devastating” consequences of tobacco
consumption. The WHO, national authorities, “regional economic integration
organizations” and other stakeholders have therefore developed policies and strategies
to tackle this major public health concern: “tobacco is a toxic and addictive substance
and that the tobacco epidemic is one of the greatest public health challenges facing
WHO’s European Region, which therefore needs a joint response” ().

In 1987, Europe was the first of WHO regions to take the initiative of launching a
regional action plan on tobacco. Since then, the WHO Regional Committee for Europe,
individual countries of the European Region and the European Union (EU), have

worked on several “Action Plans” and increasingly compelling policy protocols.

Facts 5: WHO Milestones

Period Action plans and policy protocols

First Action Plan For Tobacco Free Europe (")

Targets: National comprehensive and multisectoral approach. Monitoring and
1987-1991 | evaluation of their anti-tobacco activities.

Outcomes: Tobacco-control policies adopted/amended in 20 European countries.
Tobacco consumption reduction observed in 12 countries only.

First European Conference on Tobacco Policy (Madrid 1988): Charter for

1988 Tobacco-Free Life specifies 10 detailed strategies.

Second Action Plan For Tobacco Free Europe (™)

Targets: 37 actions proposals. National financial commitments and capacity for
tobacco control. Development of cooperation/alliances between European
countries to support tobacco control policies. Priorities on the promotion of a
smoke-free environment, non-smoking behaviour among young people and

1992-1996 . .
cessation activities.

Outcomes: Implementation in most EU member States. Poor implementation in
central and eastern Europe as Tobacco companies took advantage of economic
and social changes to acquire interests in local tobacco production and increasing
advertising.

Third Action Plan For Tobacco Free Europe (™)

Targets: Evaluation of outcome of the First and Second Action Plans activities.
Implement World Health Assembly resolutions for comprehensive tobacco
control policies.

1997-2001 | Specific national targets to be achieved in the areas of pricing, availability,
advertising, control of smuggling, product regulation, smoke-free environments,
support for smoking cessation, public education and information, establishment
of national action plans, coordinating committees and monitoring mechanisms.

Highlight on the role of integrational, intergovernmental and nongovernmental
organizations, as well as of the WHO Regional Office for Europe, in
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Period Action plans and policy protocols

strengthening and coordinating tobacco control policy in the Region.

Outcomes: At the end of 2001, uneven implementation throughout European
countries. About 80% of European countries had bans or restrictions on smoking
in public places and workplaces (significant differences in the degree of
implementation) and made available common nicotine replacement therapy
(NRT) products without prescription in pharmacies. NRT products were not made
widely affordable.

Three quarters of countries had established intersectoral coordinating committees
but less than half of them had drawn up national action plans and introduced
partial restrictions or bans on both direct and indirect forms of advertising of
tobacco products. One third of countries had sustainable and gender-based public
information campaigns. Less than one quarter had earmarked tobacco taxes and
restricted access to tobacco products for people under 18 years (also eliminating
all major impersonal modes of sale). Very few countries reimbursed the cost of
treatment of tobacco dependence, published comprehensive national reports on
tobacco control, or had introduced health warnings and requirements for tar &
nicotine at the levels recommended by the Third Action Plan.

Warsaw Declaration for a Tobacco-free Europe by the Ministers &
Representatives of the States participating in the WHO European Ministerial
Conference (76)

Commitment by country representatives:
To adopt a Fourth Action Plan For Tobacco-Free Europe (2002-2007) where:

- Tobacco control is at the top of public health priorities to protect the
health of individuals, with special emphasis on children, young people,
women, and persons from vulnerable socioeconomic and minority
groups.

- Tobacco-consumption is defined as addictive, lethal, and as an epidemic.

- Tobacco control involves a combat that takes into account the tactics of
tobacco industry, based on comprehensive policies that include:
information to individuals about the danger of tobacco, high taxes, bans
on tobacco advertising, sponsorship and promotion, protection against
involuntary exposure to environmental tobacco smoke in public places
and workplaces, access to cessation measures and strict controls on
smuggling.

February
2002

- The need to promote and subsidies viable alternative economic activities
for those who rely on growing tobacco.

To support the WHO Framework Convention on Tobacco Control (FCTC) (81):

- With WHO European Region & European Union countries are
stakeholders

To urge for the development of Member States and intergovernmental
organizations:

- To strengthen European partnership and solidarity for tobacco control
with appropriate instruments in all key fields: scientific/technical
information, legal, policy, mutual support.

To require continued WHO Regional Director for Europe for guidance,
coordination and facilitation in all relevant areas, including financial.

Fourth Action Plan : European Strategy for Tobacco Control (ESTC) (*°)
2002-now

Targets: 37 actions proposals. National financial commitments and capacity for
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Period Action plans and policy protocols

tobacco control. Development of cooperation/alliances between European
countries to support tobacco control policies. Priorities on the promotion of a
smoke-free environment, non-smoking behaviour among young people and
cessation activities.

Outcomes: Implementation in most EU Member States. Poor implementation in
central and eastern Europe as Tobacco companies took advantage of economic
and social changes to acquire interests in local tobacco production and increasing
advertising.

WHO Framework Convention on Tobacco Control (FCTC) (*')
2003-now | Entered into force on 27 February 2005. Ratified by EU and 20 of 25 Member
States (pending on 31 December 2005: CR, CZ, IT, GR, PL) Appendix 4.

3. Challenges for the European Union
The European Community has signed the FCTC (81) as a ““regional economic

integration organization™:

Article 35 “[...] an organization that is composed of several sovereign states, and to
which its Member States have transferred competence over a range of matters,
including the authority to make decisions binding on its Member States in respect of
those matters [...]. In the case of those organizations, one or more of whose Member
States is a Party to the Convention, the organization and its Member States shall decide
on their respective responsibilities for the performance of their obligations under the
Convention. In such cases, the organization and the Member States shall not be entitled

to exercise rights under the Convention concurrently.”

3.1 EU coordination challenges
The specific issues faced by the European Union fulfilling its commitment with respect

to the FCTC are to agree with Member States on the coordination of the implementation
of the various articles of the FCTC.

The legitimacy of this role is confirmed in FCTC Article 2: “[...] The provisions of the
Convention and its protocols shall in no way affect the right of Parties to enter into
bilateral or multilateral agreements, including regional or subregional agreements, on
issues relevant or additional to the Convention and its protocols, provided that such
agreements are compatible with their obligations under the Convention and its
protocols”

There are differences between EU Member States in current efforts applied to curb
tobacco consumption and in views on actions that should/can be conducted in order to

achieve Tobacco-Free Europe policy.
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European Institutions therefore faces strategic challenges related to coordinating the

Member States’ participation effectively and cost-effectively.

The European Institutions’ approach to coordinate Member States’ fulfilment of FCTC

goals, can be analyzed as six aspects with each a predominant type of difficulty (Table

1.

Table 1 : EU Coordination strategic challenges

Coordination feature

Potential difficulties

Feature 1: Agreement of 25 Member States on a common EU
interpretation and concrete objectives of the FCTC articles.

Political & legal (a review
of current status necessary)

Feature 2: Modifying legally-binding EU documents in order to
clear potential obstacles to implementing the FCTC.

Political, legal, financial,
practical

Feature 3: Commitment of 25 Member States to a common basic
package of national measures aiming at initiating the
implementation of all FCTC articles (demand reduction, supply
reduction, protection of environment, liability) within national
boundaries. The basic package should cover those aspects of one
Member State’s tobacco control that are likely to affect tobacco
consumption in other Member States (e.g. tobacco exports).
Aspects that do not affect other countries (e.g. smoking in bars)
may not have their place in such a basic package.

Practical & psychological
(i.e. citizen psychology),
political, legal

Feature 4: Agreement of the 25 Member States on a program and
financial mechanisms to assist each Member State, according to its
needs, in achieving the economic transition where tobacco-related
economic activities are abandoned, and replacing by viable long-
term economic activities.

Financial, practical,
political, legal

Feature 5: Definition of a program and budget for the 25 Member
States’ Scientific and technical cooperation and communication
for information (implementation of the cooperation concept of the
FCTC).

Few intrinsic challenges
expected. Difficulties
should arise as they affect
Features 3 & 4

Feature 6: Agreement and adherence of the 25 Member States to
a common code of conduct with non-EU States:

- For a single voice on the international scene as regards
FCTC implementation to build EU credit/leadership
within WHO strategy. Intended benefit: Self-confidence
of Europeans and support from/to non-EU States.

- To prevent EU-based tobacco businesses from transferring
their activities to non-EU States (especially
economically/socially vulnerable countries) for new
production sites, as well as local markets.

Political, financial and

practical
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3.2. Challenges related to FCTC objectives
The list of potential challenges related to achieving specific FCTC objectives is long.

Table 2 is a non-exhaustive approach to those challenges. It compares and discusses:
e FCTC objectives that are likely to be critical for the EU’s tobacco-free strategy,
e Features of current EU legally binding documents that have an impact on EU’s
tobacco-free strategy,
e Difficulties that might be met and possible aspects of implementation.

Loopholes and individual-related issues are considered.
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Table 2 : Challenges related to specific FCTC objectives

FCTC

EU legally-binding texts

Potential difficulties & aspects of implementation

Tobacco products - tobacco content - Cooperation

Article 1: “[...] means products entirely or partly
made of the leaf tobacco as raw material which are
manufactured to be used for smoking, sucking,
chewing or snuffing”

Article 9: “[...] guidelines for testing and measuring
the contents and emissions of tobacco”

Article 22: “[...] Cooperation in the scientific,
technical, and legal fields and provision of related
expertise”

The definition in Directive
2003/33/EC (*), Article 2 (c)
covers all aspects of this FCTC
definition.

Directive 2001/37/EC (**) addresses
some aspects intended to be covered
by FCTC Article 9.

The European institutions will play a central role in achieving
these objectives as it involves a trans-European “investing in
people” programme.

Significantly technical knowledge and know-how will need to
be developed throughout Member States with the support of
appropriate regulations. This aspect of the FCTC will raise
mainly practical difficulties.

Particular scientific attention will be required to analyse
methods used to enhance addictive features of tobacco
products, and use this knowledge to develop tobaccological
know-how. This will require international scientific
cooperation and training of health care/social/educational
workers.

Cooperation with non-EU Member States will be necessary to
help curb imports but also to protect vulnerable countries from
dumping by European-owned tobacco industries seeking new
markets and production sites.

Tobacco control

Article 1: “[...] means a range of supply, demand
and harm reduction strategies that aim to improve
the health of a population by eliminating or reducing
their consumption of tobacco products and exposure
to tobacco smoke™

No legally-binding approach to this
definition in Council
Recommendation 2003/54/EC (*)
but legally binding definition.

Such a comprehensive definition involves two critical concepts
- Elimination of tobacco consumption or exposure
- Demand and harm reduction strategy

The development of such definition will raise mainly legal and
political issues.
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Tobacco advertising and promotion — Packaging
and Labelling

Article 1: “[...] means any form of commercial
communication, recommendation or action with the
aim, effect or likely effect of promoting a tobacco
product or tobacco use either directly or indirectly”

Proposed in measures in Article 10, Article 12
Article 13.

These FCTC objectives are
relatively well addressed by
Directive 2003/33/EC (82)

Among the various discrepancies
found: the definition in Directive
article 2 (b) does not include two
words “‘recommendation or action”

The main issues concern the practical implementation by all 25
Member States. Discrepancies such as those in the definition
are a source of loopholes:

- Publicity by smokers themselves (user-mediated
publicity, e.g. in schools, bars)

- Publicity though art (esp. movies, television series)
where smoking is associated to independence, glamour,
strength, glorious during.

European institutions’ main issues are to ensure compliance by
all 25 Member States with Directive 2003/33/EC on the long
run. Indeed, the risk of short-term-only implementation of the
directive is the greatest risk.

Sponsorship

Article 1: “[...] means any form of contribution to
any event, activity or individual with the aim, effect
or likely effect of promoting a tobacco product or
tobacco use either directly or indirectly”

Proposed in measures in Article 13.

FCTC objectives fairly well
addressed by Directive 2003/33/EC
(82)

Similar comments as those for advertising and promotion.

Sponsorship can be the most difficult to detect form of pressure
due to its potentially confidential aspect thus involving penal
responsibility with respect to illegal financial transactions.

Permanent repression and penalties against indirect or
concealed sponsorship requires the highest level of
commitment by individuals who hold government, elected and
private managerial responsibilities.
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Hlicit trade

Article 1: “[...] means any practice or conduct
prohibited by law and which relates to production,
shipment, receipt, possession, distribution, sale or
purchase including any practice or conduct intended
to facilitate such activity”

Article 15: “[...] elimination of all forms of illicit
trade in tobacco products, including smuggling [...]
manufacturing and counterfeiting

[...] implement legislative, executive, administrative
or other measures [...] (to) determining the point of
diversion [...] control the movement of tobacco

[...] require that [...] tobacco products for retail
and wholesale [...] carry the statement: “Sales only
allowed in (insert name of the country, subnational,
regional or federal unit)”” or carry any other
effective marking indicating the final destination

[...] developing a practical tracking and tracing
regime that would further secure the distribution
system and assist in the investigation of illicit

[...] collect data on cross-border trade in tobacco
products, including illicit trade, and exchange
information among customs, tax and other
authorities”™

A common definition of “illicit
trade” applicable to tobacco
throughout the EU has not been
identified in the preparation of this
review.

Reviewed EU legally-binding texts
do not enable the implementation of
many of FCTC requirements of
article 15

The adoption by EU Member States of:

Harmonized and matched definitions of illicit exports
and illicit imports,

Measures to implement the requirements of FCTC
article 15, including traceability of tobacco products
and communication of information for smuggling and
illegal trade repression is necessary to leverage current
efforts by individual Member States.

Political, legal and practical issues.

The implementation of FCTC requirements against illicit trade
involves the coordination and further development of existing
legally binding and non-binding EU texts including Directive
2001/37/EC (83) and Directive 2003/33/EC (82).

Political, diplomatic and financial efforts will need to be
deployed to promote the willingness of non-EU economically
vulnerable States to participate in this effort.
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Strong political commitment Obviously present at EU level. Initial and permanent commitment of a wide range of

Article 4 individuals at government/elected positions is essential. To
ensure complete independence of the individuals who hold
positions Vis-a-vis tobacco businesses would require a total
prohibition of any form of incentive, donation or sponsorship
proposed by tobacco businesses (or intermediaries), as it is the
case with narcotic dealers.

This involves intense and permanent political pressure.

Comprehensive multisectoral strategies Current range of texts: Further EU developments for tobacco control need to place
Article 5: “Each Party shall develop, implement, | -Directive 2001/37/EC (83) particular emphasis coordination mechanisms to:
periodically update and review comprehensive | nyioctive 2003/33/EC (82) - Leverage the various legally-binding and non-binding

multisectoral national tobacco control strategies, actions related undertaken until now.

plans and programmes -Decision 2003/641/EC (*°)

. %6 - But also to ensure that all aspects of FCTC strategy are
-Regulation No 546/2002 (™)

[...] measures and responses to reduce consumption addressed in an effectiveness and cost-effectiveness

of all tobacco products at the national, regional and | -Recommendation 2003/54/EC (86) manner.

international levels™ -Regulation No 1648/2000 (*")

Liability This aspect has not been a covered | This topic is delicate considering the penal consequences for
Atticle 19: “Parties shall [....] consider taking by EU legally-binding texts until many individuals and the considerable amount of claims.
legislative action or promoting their existing laws, now. Public perception and legal difficulties need to be surmounted
where necessary, to deal with criminal and civil for a fair liability recognition program to be established.
liability, including compensation where appropriate Among these, the need to clear fallacious perception of public
[...] cooperate [...] in exchanging information [...] benefit through tax revenue:

on the health effects of the consumption of tobacco - Information about national burden due to medical
products and exposure [...] and [...] on legislation costs, productive life-years lost, and to social damage
and regulations in force as well as pertinent caused by tobacco consumption, compared to tax
jurisprudence carnings.

- Legal definition of taxes on tobacco to fund the
consequences, prevent consumption and enable the
economic conversion of households with tobacco-
related revenues.

[...] afford one another assistance in legal
proceedings relating to civil and criminal liability
consistent with this Convention”
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Price and tax measures

Article 6: “The Parties recognize that price and tax
measures are an effective and important means of
reducing tobacco consumption by various segments
of the population, in particular young person

[...] implementing tax policies [...], price policies,
on tobacco products so as to contribute to the health
objectives aimed at reducing tobacco consumption;
and... prohibiting or restricting ... sales to and/or
importations by international travellers of tax- and
duty-free tobacco products.

[...] provide rates of taxation for tobacco products
and trends in tobacco consumption in their periodic
reports to the Conference of the Parties, in
accordance with Article 21.”

European institutions made several
attempts to use taxation as a means
of reducing tobacco consumption
and converting tobacco production
farms to other activities.

The failure of measures in the past
decade led to adoption of Council
Regulation No 546/2002 (86).

The development of a harmonized tax and pricing throughout
the EU is key for the sustainable achievement of FCTC
implementation.

Key difficulties are:

- For EU Member States that are net tobacco
producers/exporters to collaborate with net importers
on tobacco-free economic growth based on business
diversification.

- To curb legal tobacco imports from non-EU States.

- To coordinate price and tax measures with anti-
smuggling measures.

Such measures will have an impact on the long run maintaining
confidence and credit on the long run requires a reduction in
demand for tobacco products.

Protection from exposure to tobacco smoke

Article 8: “[...] adoption and implementation of
effective legislative, executive, administrative and/or
other measures, providing for protection from
exposure to tobacco smoke in indoor workplaces,
public transport, indoor public places and, as
appropriate, other public places.”

Although no EU legally-binding
document with these requirements
have been published until now,
several individual EU Member
States (e.g. Ireland, Italy, Spain)
have adopted such measures.

This measure is of significant value as it provides protection the
majority of the population, who is non-smoker. It also has a
direct restrictive impact on smokers.

The development of harmonized EU legally-binding texts for
that implement this FCTC requirement is unavoidable.

The social diversity of EU Member States that have adopted
these measures is an indicator of feasibility.
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Public awareness & Demand reduction

Article 12: “[...] educational and public awareness
programmes on the health risk”

Article 14: “[...] promoting the cessation of tobacco
use, in educational [...], health care [...],
workplaces [...] diagnosis [...] treatment of [...]
dependence [...] with [...] health [...] and social
workers [...] facilitate accessibility and affordability
for treatment of tobacco dependence including
pharmaceutical products.”

Although no EU legally-binding
document with these requirements
have been published until now,
several individual EU Member
States (e.g. Ireland, Italy, Spain)
have adopted such measures.

Relay actions in the population, that involve direct
consumer/potential consumer contact are essential for the
“shock” of press and broadcast communication campaigns to
have an effect on individual demand for tobacco products.

The key features that need to be dealt with by direct contact
actions are:

To greatly increase the level of tobaccological
knowledge and know-how, material resources,
motivation/incentive among Health care
professionals’/educators’/social workers’.

To develop the credibility among tobacco consumers
of tobaccological competence.

To offer solutions to the personal reasons for which
individuals smoke despite the knowledge of risks, such
as the need for relaxation, the image they wish to
project (self-assurance, independence, glamour, etc.),
or the fear to put on weight after cessation.

To maintain the highest level of mutual confidence
and respect between smokers, non-smokers,
tobaccology professionals and Authorities, to prevent
crisis around tobacco control and cessation.

These various actions will require mostly practical and
financial efforts. The guidance of European institutions is key
in this respect.
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4, Conclusion

Populations of the European Union are badly harmed by tobacco. All Member States of the EU
are aware of this devastating problem and are willing to reduce the harm, although there are
variations between Member States in their level of political commitment and ability to

implement the necessary reforms.

The EU has already adopted a number of legally-binding and non-legally binding measures for
tobacco control, and individual Member States have undertaken measures beyond EU

requirements.

EU Member States have committed to implementing the WHO Framework Convention on
Tobacco Control (FCTC) and its comprehensive approach to tobacco control. They now need to
adopt further legally binding-measures to adhere to their commitment. This involves political,
legal and practical difficulties, but the human and financial benefit for European Nations is

anticipated to be greater than the effort and cost.

IP/A/ENVI/NT/2006-16 Page 21 of 30 PE 373.575




Appendices

Appendix 1: Terminology

Term Definition
DALY Disability Adjusted Life Year.

EC European Communities

EU European Union

FCTC Framework Convention on Tobacco Control
WHO World Health Organisation
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Appendix 2: Smoking prevalence among young people — Country Estimates

Country ESPAD ESPAD HBSC HBSC
1995 1999 1993-1994 1997-1998
Austria 30% 33%
Bulgaria 36%
Croatia 23% 28%
Czech Republic 26% 36% 13% 20%
Denmark 23% 32% 19% 24%
Estonia 25% 27% 14% 18%
Finland** 35% 39% 28% 27%
France* 24% 29.5%
Germany* 25% 30.5%
Greece 27% 18.5%
Hungary 28% 28% 22% 32%
Iceland 27 25%
Ireland 37% 34% 25%
Israel 9% 19%
Italy 25% 25%
Latvia 30% 23.5% 28%
Lithuania 20% 35% 9.5% 17%
Malta 19% 20%
Norway 25% 33% 20.5% 25.3%
Poland 20% 18% 23.5%
Portugal 13% 17% 16.5%
Russian Federation* 42% 14% 23%
Slovakia 20% 30% 12% 23%
Slovenia 16% 26%
Spain 23.5%
Sweden 28% 25% 17% 21%
Switzerland 17.5% 25%
Ukraine 29% 29%
United Kingdom 27% 26%

* In the HBSC surveys, France, Germany & Russian Federation are represented by regions.

** Smoking prevalence among 14-18-year-olds in Finland was 25.5 in 1995 and 24.5 in 1999.
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Appendix 3: Smoking prevalence and trends amon

adults — Country Estimates

County men | men | women | Women | gi | i
1994-1998 | 1999-2001 | 1994-1998 | 1999-2001 1994-1998 | 1999-2001

Austria 29.6% 18.7% 23.9% 29%

Belgium 34% 36% 27% 26% 30% 31%

Croatia 34.1% 34.1% 31.6% 26.6% 32.6% 30.3%

Cyprus

Czech Republic 43% 36.2% 31% 22% 36% 29.1%

Denmark 39% 32% 35% 29% 37% 30%

Estonia 52% 44% 24% 20% 36% 29%

Finland 29% 27% 19% 20% 24% 23%

France 35% 33% 21% 21% 28% 27%

Germany 43.2% 38.9% 30% 30.6% 34.5%

Greece 46% 46.8% 28% 29% 37% 37.6%

Hungary 44% 53.1% 27% 30.4% 41.75%

Ireland 32% 31% 31%

Italy 38% 32.4% 26% 17.3% 32% 25%

Latvia 53% 49.1% 18.4% 13% 29.2%

Lithuania 43.3% 51% 6.3% 15.8% 32%

Luxembourg 39% 27% 32%

Malta 33.7% 14.9% 24.1%

Netherlands 36% 37% 29% 29% 33% 33%

Poland 44% 42% 24% 23%

Portugal 29.4% 6.4% 17.2%

Slovenia 34.7% 28% 22.7% 20.1% 28.7% 23.7%

Spain 42.1% 24.7% 33.1%

Sweden 17% 17% 22.3% 21% 19.1% 19%

United Kingdom 29% 29% 28% 25% 28% 27%

Andorra 52.3% 35.6%

Monaco

Albania 44.4% 60% 6.6% 18% 39%

Armenia 63.7% 29%

Azerbaijan 30.2% 26.5%

Belarus 54.8% 53.7% 3.6% 4.8% 27.5% 26.3%

Bosnia &

Herzegovina

Bulgaria 49.2% 23.8% 35.6%

Georgia 53.2% 54.4% 11.92% 15% 32.56%

Iceland 30.3% 25.3% 30.6% 22.9% 30.4% 24.1%

Israel 32% 25% 28%

Kazakhstan 60% 7%

Kyrgyzstan

Norway 36% 31% 36% 32% 36% 32%

Rep. of Moldova 43.9% 46% 18%

Romania 61.7% 25%

Russian Federation 63.2% 9.7% 36%

San Marino

Slovakia 44.1% 14.7% 29%

Switzerland 39% 28% 33%

Tajikistan

Former Yugoslav

Rep. of Macedonia

Turkey

Turkmenistan

Ukraine 48.5% 51.1% 20.5% 19.5%

Uzbekistan

Yugoslavia
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Appendix 4: EU-25 - FCTC Ratification status — on 31 December 2005

Country Signature date Ratification date
European Community 16/6/03 30/6/05
Austria 28/7/03 15/9/05
Belgium 22/1/04 1/11/05
Croatia 2/6/04 Pending/to confirm
Cyprus 24/5/04 26/10/05
Czech Republic 16/6/03 Pending/to confirm
Denmark 16/6/03 16/12/04
Finland 16/6/03 24/1/05
France 16/6/03 19/10/04
Germany 24/10/03 16/12/04
Greece 16/6/03 Pending/to confirm
Hungary 16/6/03 7/4/04
Ireland 16/6/03 7/11/05

Italy 16/6/03 Pending/to confirm
Latvia 10/5/04 10/2/05
Lithuania 22/9/03 16/12/04
Luxembourg 16/6/03 30/6/05
Malta 16/6/03 24/9/03
Netherlands 16/6/03 27/1/05
Poland 14/6/04 Pending/to confirm
Portugal 9/1/04 8/11/05
Slovakia 19/12/03 4/5/04
Slovenia 25/9/03 15/3/05
Spain 16/6/03 11/1/05
Sweden 16/6/03 7/7/05
United Kingdom 16/6/03 16/12/04
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