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Smoking: magnitude of the problem

Tobacco use, as a determinant of different pathesognd as the leading cause
of preventable mortality and morbidity is the maimblic health problem in developed
countries. The World Health Organization (WHO) ahéd World Bank, in its 2000
report, pointed out several measures of proverceffness as basic tobacco control
tools: increasing taxes on cigarettes, ensuring po@lic spaces and workplaces are
smoke-free, banning advertising and promotion bateo products; spreading the risks
from tobacco use through counter-advertising cagmsaiand health warnings on
tobacco packaging, providing access to effectieattnent of smoking, and control of

smuggling (1).

On May 21st, 2003, 171 WHO member countries sigtiezl Framework
Convention for Tobacco Control promoted by WHO (EJ,Tan international treaty
containing a minimum of necessary measures to @rdtee right to health of the
population through the development of policies ,(tltleast, include: the increase of
taxes, information to consumers on the risks oatgb use, the banning of advertising,
the promotion of smoke-free public spaces, and igpdior tobacco prevention and
cessation programs (2).

In 2004 the European Commission reviewed the stafuthhe EU countries
regarding the development of their policies on simgpk3) and in this evaluation the six
interventions considered to be most cost-effediiweobacco control were considered:
increasing the price of cigarettes and other tobawoducts, banning the advertising
and promotion of all tobacco products, logos anaddemarks, prohibitions and
restrictions on smoking in public and work placesnsumer and general information,
including general public information campaigns, mednd advertising use, health
warnings about the effects of smoking on cigarptiekages and treatment to help
people who have developed a dependency to quit isgokncluding access to

medications.

As it has been shown, there is now an absoluteetmus in pointing out that
only by combining all the above measures, will et foossible to achieve a significant
decrease in smoking prevalence. WHO further nates +ecent report— that in order to

achieve significant reductions in morbidity and tabty in the next 30 to 50 years
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caused by the use of tobacco, preventive and dangasures must be accompanied by

effective cessation policies (4).

In Spain, the adoption of the Law 28/2005 congtduan important step in the
direction set out by international agencies, aradifferent developments in this field
occurring in all Autonomous Communities constitatguarantee that the progress in
the field of smoking cessation is gaining momentlfor this reason and by the
requirements of the law, both the different goveents and scientific societies, believe
that our country is in the best position to revidgw progress achieved so far and to set
out the basis of technical nature that, accordintpé available evidence and resources,
would be helpful so as to orientate the actionsur@igg the treatment of smokers within
the framework of the National Health System.
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Aims and objectives of the consensus document

The purpose of this document, of a purely techracal scientific character, is to
agree a basic quality proposal for the provisiosrabking cessation services that

serves as guidance in the context of our country.

The practical application of these guidelines maygérried out through multiple
models in the provision of services, all valid,tthél depend on the organisational

structure of the different administrations invohiadts implementation.
The objectives of this process are:
* To analyze why is it necessary a strategy for sngpkessation.
* To review the effectiveness of the existing smoldagsation options.

* To synthesize the available evidence on the impiitte smoking cessation

policies in reducing the percentage of smokers.

* To achieve a consensus on minimum criteria thatwalb orientate the

provision of quality smoking cessation serviceSpain.
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Why isit necessary a smoking treatment strategy?

The main justifications for launching quality resges for smokers willing to quit are:
 Smokingisan addictive disorder and is considered a chronic disease

The publication in the U.S. of the report “U.S. &on General” entitled
"Nicotine Addiction”, sets the stage for considgrimbacco as a product that causes
dependence due to its content in nicotine thatywresl a series of physiological changes
and psychological dependence comparable to otlyad f@lcohol) and illegal drugs
(heroin and cocaine) (5). Nicotine meets all theeda of the definitions of addiction or
dependence: compulsive use despite the desireegre@dited attempts to quit smoking,
psychoactive effects due to the direct action c# gubstance on the brain and
behavioural alterations caused by the reinforcifigces of nicotine as a psychoactive
substance. The tobacco dependence is recognizednasital and behavioural disorder
in the WHO International Classification of Diseasafsthe (ICD-10) (6) and the
Diagnostic and Statistical Manual of Mental Disasdl¢DSM-1V) of the American
Psychiatric Association (7).

The recognition of smoking as a chronic diseassaxdiby an addictive disorder
is essential for the design of smoking preventiond eontrol policies, as it indicates to
the need to develop an effective treatment straseigyessed to people who smoke that
does not discriminate them in comparison to otle&pte who suffer addiction to other

drugs for which there is an adequate treatmenpair
» Smoking increases social inequalitiesin health

Several studies currently show that the rates afkémg cessation are higher in
more advantaged socioeconomic groups. Adolesceokismuptake has also a marked
social gradient, both in males and females, a$itfeest smoking prevalence is seen in
individuals with lower educational attainment armmvést in those with university
degrees (8), (9) (10) (11) (12). Available dataicatke, in this sense, that if the
probability smoking cessation without help is lawthe general population, quitting is
more difficult for those living in adverse condit®and / or face stressful life events. In
these populations, higher levels of nicotine depecd have also been observed. One
hypothesis to explain why individuals of low so@oaomic status are currently less

likely to quit smoking is based on the idea thaytlare less informed and concerned



National Committee for Tobacco Prevention Tobacco Prevention Observatory

about the adverse health effects and, therefoed, l#ads them to try quitting fewer
times. However, in our country some studies shat 1% of smokers of middle and
lower classes had tried to quit, while for the upgass, the figure was 56% (13). That
is, motivation would be greater in individuals awer class, and thus, the lower
proportion of ex-smokers observed in the lower ae@dnomic strata may not be

attributed to their having less motivation to gy

The relevance of this lies not only on the factt thaoking is more prevalent
within socio-economic groups of population, butoaits in contributing to increasing
inequalities in health as smoking significantly reeses the risk of multiple diseases.
This increases in inequalities due to the incideatesmoking related diseases and
premature mortality for the same cause, is somgtthat has occurred in males and
available evidence shows that in a short perioihod these inequalities will also affect

women.
e Smoking increases gender inequalitiesin health

Smoking has specific characteristics of gender tlesd to be addressed in all
matters regarding assistance to quit. Like otheups suffering inequalities, women
may require a specific approach that takes accdbetr different needs and

expectations.
* Wehave effective treatmentsto help smokers quit

Most smokers want to quit and 60% of them have &ent (14). However, in a
single year, only between 3% and 5% of those whokenand make cessation attempts
succeed (15) (16). This low success rate can bliergd partly by the fact that most
quitting attempts are carried out without help, athiis popularly known as the
spontaneous exercise of the "strength of will."iLhettently, most people who managed
to quit smoking did it without any assistance (ITdbacco dependence is a chronic
medical condition, difficult to overcome, if suppa@nd appropriate treatment is not
available (18) and (19).

Since the late 50s, intensive research has bedecaut in order to measure the
effectiveness of different interventions for smakinessation. Table 1 presents the
results of the most widely used interventions inicihthere is scientific evidence of
effectiveness (20).
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Table 1

TYPE OF INTERVENTION

Effectiveness of various interventions in the treat
smoking versus no intervention or placebo

ment of

EFFECTIVENESS OR (CI 95%)*

Self help Manuals
Tailored materials

Untailored materials

1,24 (1,07-1,45)
1,80 (1,46-2,23)

Brief interventions
Medical advice
Nursing advice

Phone advice by trained personnel

1,69 (1,45-1,98)
1,50 (1,29-1,73)
1,56 (1.38-1.77)

Intensive psychological interventions
Individual
Group therapy

Aversive therapy

1,62 (1,35-1,94)*
2,19 (1,42-3,37)
1,98 (1,36-2,90)

Pharmacological Interventions
Nicotine Gum
Nicotine Patches
Nicotine nasal Spray
Nicotine Inhaler ***
Nicotine sublingual tablets
Bupropion
Nortriptiline

Clonidine

1,66 (1,52-1,81)
1,74 (1,57-1,93)
2,27 (1,61-3,20)
2,08 (1,43-3,04)
1,73 (1,07-2,80)
2,75 (1,98-3,81)
2,80 (1,81-4,32)
1,89 (1,30-2,74)

* All findings were statistically significant.

** Individual advice will have greater effectiversedepending on the contact time (OR = 3.2 for 9 +3hutes, OR = 2.8 for
over 300 minutes) and the number of sessions kERI< 1.9 for 4-8 sessions; OR = 2.3 for over 8isas$.

*** Presentation not marketed in Spain.

Source: Spanish Agency for Health Technology Assessment, 2003.

» Helping people quit is cost-effective

Due to its characteristics and current extensiomksng is the health problem
that causes the highest mortality and morbiditggah Spain. Therefore, it is the health
problem that causes the highest health and socsib daced by the Spanish society
(21), (22), (23) (24) (25) (26). In its Report ¢cretdraft Law of the recently passed Law
28/2005, the Spanish Council of State echoed theterding to a financial summary
report that accompanied the text of the draft laensitted to the Council by the
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government— State expenditure to cover the healthsacial costs caused by smoking,

exceed the excise duty levied on tobacco prod@2ais (

In the last decade many studies have been publisheukt-effectiveness and
economic impact of the treatment of smoking, mdsthem have been done in the
United Kingdom and the U.S. These studies demdsstitzat certain support and
cessation interventions show a very favourable-efisttiveness ratio. Both the low-
intensity interventions (health advice and supglgmg treatment) to large population
groups who want to quit, and more intensive intetioms, including pharmacological
and psychological treatment aimed at special ngenlgps have shown up to be cost-
effective. According to cost-effectiveness studssilable it can be concluded that
compared with other preventive or treatment intetiems, detection and treatment of
tobacco dependence within the health service isidered a cost-effective intervention
in terms of cost per year of life gained. Treatittdpacco dependence has been
considered several times more efficient than otlpeeventive and treatment
interventions widely introduced, such as: detectammd clinical management of

hypercholesterolemia and hypertension or breasteratreening (20).

» Cessation interventions complement other smoking prevention and control

measur es

Many smokers want to quit, and the more prevendiod control measures are
developed, the more increases the proportion gblpasho want to achieve abstinence.
But most do not get it, because due to their depeeel they need appropriate help to
achieve their goal. Smoking cessation policies havwelatively small effect on the
prevalence of smoking, achieving reductions of abb«2 percentage points, and
although this effect may be increased, their deyaknt is particularly important to
help those who face more difficulties to quit. mst context, WHO points out that
people who want to quit should have access to Haitaeatments according to their

individual needs and characteristics (2), (20), (4)

The development of effective smoking cessationcpsiis an essential element
in addressing the control of tobacco use in orderetiuce its effects on public health.
Table 2 presents some basic recommendations oreelsrto be considered in quality
smoking cessation policies. The potential increasguit rates means direct benefits in

the short, medium and long term for people whoivecthe intervention. Funding for
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smoking cessation services can: increase quit, ra&gase the number of quit attempts
and the use of treatment, as well as improve @Eteslf-reported abstinence, where it is
compared to partial or no funding (28). In additibre availability of care services
contributes to raise the awareness that smokiragrgjor health problem. Moreover,
promoting or funding for these services can helgnge the health culture and
contribute to many health professionals becomitgr@sted in providing these services
to their patients, although more studies are needethe impact of financing systems

on the behaviour of health professionals (28), (4).

vision

Table 2

Recommendations to health systems regarding the pro
of smoking cessation services

= Each health centre should implement a system tatifgleand register patients who
smoke, when they come for consultation

= Every health system should provide training, resesirand answers to promote
interventions to help quit smoking.

= Health centres should dedicate staff to assist ensajuit smoking, and ensure that
treatment is provided when the activities undemedee evaluated.

= Hospitals should promote policies that support grmvide services to help smokers
quit.

= Health systems should include treatments for tobacidiction (behavioural and
pharmacological), as part of their service to thisirs.

= Health systems should reward clinicians for pravidéffective treatments for
smoking cessation, and include these interventiomsng the obligations of health
care professionals.

Source: Fioreet al., 2000.
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Types of smoking cessation interventions

There are different types smoking cessation intdigas: brief intervention,
intensive intervention, specialised interventionpmenunity level interventions,
interventions developed through communication tetdgies (telephone, internet, etc.),
and interventions based on self-help materials.

« Counsdling and brief intervention *

Counselling to quit tobacco, carried out duringtioel consultations, is one of

the most cost-effective clinical interventions toipote smoking cessation (20).

The effect of brief advice versus no interventiocreases the likelihood of
achieving abstinence, and it has also been showh ttne more intensive the
intervention the greater the efficiency gained. §htiapart from brief advice, patients
are offered scheduled follow up, i.e., the patisnbffered one or more follow-up and

reinforcement visits, abstinence rates can befsigntly increased (29), (30).

All health professionals should know and be able ingplement brief
opportunistic advice, regardless of the level akda which they work. The scientific
evidence indicates that there are benefits derfv@u the health advice provided by

nursing and medical professionals to patients tbsioking (31), (32).

Brief Intervention is an opportunistic interventistnategy aimed at smokers that
is based partly on scientific evidence and pantiypinion of experts in the treatment of
smoking. It differs from intensive clinical intemvgon on the time dedicated to
providing help to stop smoking and the number dibfe-up sessions, and should be
carried out by health professionals who care fonyngifferent patients and that work
under time constraints. The main purpose of bn&driventions is to ensure that every
smoker is identified when coming to the clinic fory consultation and has an offer of
treatment, and at the same time it is expectednhatr she progresses in the process of
quitting and makes attempts to achieve it. Finatlgny smokers are reluctant to attend
intensive programs to stop smoking and at leasy, hould receive brief interventions

during routine medical visits.

! This concept encompasses other definitions iritévature on treatment of tobacco (eg structuchdce, low-
intensity intervention, minimal intervention, basgitervention, etc).
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Brief intervention consists of asking the patietiether he or she smoke, giving
advice to quit, assessing the readiness to maké attempt, helping each person in the
quitting attempt and, finally, setting up follow wusits (33) , (18), (34).

e |ntensivelntervention

As outlined in the previous paragraph, a strongedesponse relationship
between intensity of intervention and results hasnbshown. There is evidence that
higher intensity interventions result in highereiabf success. Intensity is achieved by

longer interventions and a greater number of sesgib or more sessions).

Intensive interventions should include behaviouaald cognitive strategies
(developing skills and coping strategies and probé®lving techniques, among others)
and pharmacotherapy (nicotine replacement therbpgropion and varenicline) and
ensure an appropriate social support within andidetthe therapy sessions.

Intensive intervention can be provided individually in groups. There is
reasonable evidence that the group therapy is rb#tn self-help and other less
intensive interventions intended to help peoplet gumoking. There is insufficient
evidence to determine how effective these therapies compared with intensive
individual counselling (19), (35), (36), (37).

Intensive interventions are more cost effectiventhather less intensive

interventions, and are suitable for anyone moto/ébequit.

The effectiveness of intensive support is based adequate training of
professionals and the availability of resourcepdemlly time and infrastructure) and is
not dependent on the type of professional or thingewhere they are applied. The
organization of these intensive interventions caketinto account planning criteria
(resources, availability of professionals, etcs)tlee setting where they are going to take

place will not condition the effectiveness of traant (38).

» Specialized Treatment

The specialized smoking treatment combines phariogical and psychological
therapies and is not directed to the entire smokimgulation, but high-risk groups and
individuals who have previously failed to brief amdensive interventions, and that
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their health status makes a priority for them topssmoking in the short term..
Efficiency reasons recommended not offering speeadltreatment to all persons who
want to quit. The main groups that may require sfheed care interventions are being
dissonant smokers highly dependent and with previadure in the consolidation of
abstinence, patients who have serious health prablassociated with the use of

tobacco, pregnant or breastfeeding women, andrpatiath psychiatric pathology (39).

Specialized tobacco treatment meets the speciédshef these groups to whom
it provides scheduled support resources in theesomif more structured interventions.
Specialised clinics in this type of treatment, tigb scheduled sessions and therapeutic
monitoring, offer efficient multicomponent clinicahterventions (a combination of
psychotherapy with drug therapy or psychologicalatment only when drugs are

contraindicated or the patient refuses to use them)

This approach offers a high efficacy (30-50% alestoe at one year of follow-
up). The revisions have not found significant diéfeces between this type of treatment
either individually or in groups (40).

 Community interventions

It has been shown that comprehensive programs hapesitive effect on
decision making related to health, including the agtobacco, having thus resulted in

positive changes in the health of populations imoa and North America (41).

Population or community programs are based on #wognition of the
importance of social components of dependence aotivation (42). They include
multiple intervention strategies, mainly increasingdia messages supporting smoking
cessation (TV, radio, newspapers) and the participaof community and health
leaders and politicians, along with the provisioh resources, usually self-help
materials, in order to promote and achieve abst®e(brochures, programs in

businesses, offering health advice, awards, etc.).

Good examples of this kind of interventions are MREEOMMIT and ASSIST
programmes developed in the U.S. In our countryeis®vinitiatives have been
developed, as for example: quitting support throomgtil (16) "Quit & Win", a popular
programme in some European countries and introdusedome of the Spanish

Autonomous Communities. Although there is no expental evaluation, evaluation
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results indicate that in general, these programhaa® little effect on heavy and/or
highly dependent smokers, and moderate effect gint Emokers with low levels of
dependence. However, as they are programs capabéach all population, they can

achieve a significant rate of abstinence at a lost ¢43).

» Approachesto smoking cessation through the use of communication

technologies

— Quit lines

Treatment of smoking can be adapted to the pogsbithat allow a telephone

follow-up of the individual patient. There are ttf@rapeutic approaches:

Proactive that offers a fully managed intervention throuigé telephone support
unit and includes a series of contacts with thesgemwho is in the process of
quitting smoking, as well as scheduled intervergtititoughout a given time.

Reactive in which the therapist intervenes only at theusssq of the patient

Proactive approaches increase quit rates in cosgariwith reactive
interventions (OR 1.56, 1.38 to 1.77) (44), an@ atonths of follow-up, is as effective
as face to face treatment (45).

— New technologies based smoking cessation prograsim

These programmes are offered via the Internet @§thyeor through portable
electronic devices that provide information and pup to those wishing to quit.
According to those involved and the channels ugetdcurrently available interventions

are:

Virtual Communities They are social networks formed or enhanced by
electronic means that may take the form of mailisig, discussion forum, chat,

and website and blogs.

Professionalised programmesThese encompass psycho-educational or

structured therapeutic programmes that often irclddrect contact with a
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trained health professional. Its theoretical vakieelated to its accessibility as
they could complement or replace face contactr@aare people and may be a
cheaper and more flexible intervention. Currenttigrée is little research so as to
confirm or rule out its effectiveness, although réhere some international

evaluated experiences that still do not allow gelieations. (46).

Services provided through portable electronic devithey provide information

and support to smokers (PDAs, mobile phones, &logy are categorised as
computer-generated interactive behavioural intergas and can be customized
to the individual. The lack of uniformity in the @wation studies makes it

impossible to evaluate their effectiveness (47).

o Self-help materials

The distribution of self-help materials contributespromote smoking cessation
at higher rates than those achieved with no intgree, although this effect is small.
Up to now there is no evidence that they provide aaditional benefit to other
interventions such as brief intervention and nim®treplacement therapy. There is
evidence that materials tailored to each individpedfile, are effective and more

effective than general, although its effect is Id®).
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Available smoking cessation treatments

Regarding the types of treatment that can be usexvidence based cessation
interventions, current treatments available are:arpiacological treatments,

psychological treatments, or both offered in corabon.

« Pharmacological treatments?
— First line medications

First e treatments for smoking cessation are tlosgs that have proven to be
safe and effective as clinically appropriate anédcefr medication for treating tobacco
dependence. These drugs have demonstrated thestiedhess through clinical trials in
which they have been prescribed in addition tofba@vice or through specialized
services for smoking cessation. The drugs so cermidas first line arenicotine
replacement therapy (NRT), bupropion and varenicline. Other drugs are currently
under investigation (33) (20) (4).

The appropriate use ®fRT in people who want to quit has shown to be an
effective approach that doubles abstinence rat€saatd 12 months, compared to the
placebo intervention. Their results improve wheredugaking into account the
characteristics of each patient (presentation ashgke) and when their administration
iIs accompanied by a support intervention (briefieeland / or psychological support).
However, it has been shown effective, though tesadr extent, in the absence of such
support. In any case, even though they are so@T&sin pharmacies, its administration
should follow the directions established by the ltheg@rofessional. NRT can be
administered via transdermal (patch), oral (chewgugn, lozenges for sucking and
sublingual), intranasal (nasal spray) and by irti@la Currently, in our country only

gum, patches, and lozenges are available. Thetig#aess of NRT has been evaluated

2 Note: Since the Spanish version of this document watspel (april 2008), new scientific evidence

makes it necessary to amend this section (see ,Hidret al. Treating Tobacco Use and Dependence:
2008 Update. U.S. Department of Health and Humanvi&ss. Public Health Service. May 2008). A

section called “New pharmacological treatments: efaicline” in the Spanish version, has dissapeared,
and its content is dealt with in the section “Fitste medications”. This change has been approwed b
the Redaction Team.
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through controlled trials conducted at differentells of clinical activity (primary care,
specialty medical consultation and specialized sngpkcessation clinics). Mean
abstinence rate at 6 months and one year of treatreach between 25% and 35% (48).

Bupropion hydrochloride extended release (bupropion LP)his first non-
nicotine medication that has proven effective i titeatment of smoking dependence. It
is an antidepressant that selectively inhibitsrideronal reuptake of norepinephrine and
dopamine, increasing the levels of these substamceseuronal synapses, without
inhibiting the action of monoamine oxidase. Thusphopion acts as an atypical
antidepressant with effects both dopaminergic amddrenergic. This can simulate the
same effects of nicotine and thus reduce the typsyanptoms of withdrawal.
Furthermore, the effectiveness of bupropion hydarale in the treatment of smoking
does not seem to derive from its antidepressanttsfibecause this drug has the same
effect on smoking cessation, both in patients withe diagnosis of depression and in
patients with a history of depression. Bupropioramseffective treatment for smoking
cessation, a coadjuvant of brief advice, as welbsgchological treatment. The use of
bupropion doubles abstinence rates at 6 and 12hwaftintervention, when compared
with placebo. The efficacy of bupropion hydrochilaris between 18% and 36% at 12
months after finishing treatment. These resultseweerified through double-blind
randomized clinical trials with large samples (49))) and (51).

Vareniclineis a drug approved by FDA in May 2006 and autleatifor sale in
the EU in September 2006. Varenicline is a nontimeo medication specifically
designed for smoking cessation. It act ag4® nicotinic acetylcholine receptor partial
agonist, producing an effect sufficient to reliethee urge to smoke and nicotine
withdrawal symptoms (agonist activity), while sirfareously producing a reduction in
the rewarding and reinforcing effects of smoking fgmgventing nicotine binding to

adf2 receptors (antagonist activity).

Varenicline triples the chance of long-term smokoggsation compared with
quitting attempts with no pharmacological treatmelmt the early clinical trials

conducted to date in healthy smokers, varenicBmaare effective than bupropion.

The effectiveness of varenicline as an aid to s#aprevention has not been
clearly established. The development of more inddeet controlled clinical trials is
needed to verify these initial results. There soah need for studies comparing the
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efficacy of varenicline to other treatments (NR™ doupropion) in order to establish the
relative efficacy of these treatments. (52) (53) (&5).

— Second-line medications

There is another group of medications (second lemjsisting on drugs that
have proven effective in smoking cessation, buthawmore limited role compared to
those mentioned above (first line drugs), espsciadicause there is greater consensus
regarding side effects, when compared with finse Idrugs. Furthermore, these drugs
have not been approved by the General Directofeddarmacy of the Spanish Ministry
of Health and Consumer Affairs as specific medaai for treating tobacco

dependence.
The main second-line drugs are:

e Clonidine. It is an a2-noradrenergic agonist that suppresses sympathetic
activity. It has been shown effective in treatirigotine addiction, doubling the
results with respect to placebo treatment. It lrasqd more effective in women
than in men in most clinical trials. Clonidine skbbe prescribed under medical
supervision in patients who can not use first linegs due to contraindications
or for having failed using first line medicationkés main disadvantage, w
compared to first-line drugs, consists in that itssm higher dropout rates due

to side effects

* Nortriptyline. It is a tricyclic antidepressant, useful for treg smoking
dependence, with properties primarily noradrenemgicl to a lesser extent,
dopaminergic. It also doubles the rate of abstiaecmmpared to placebo. It
seems that its activity in the treatment tobacodicidn is not associated with
the presence of depressive symptoms. Nortriptydimeuld be prescribed under
medical supervision in patients who can not us& fine medications due to

contraindications, or for having failed when usfingt line drugs.

» Psychological Treatments

The early psychological treatments for smoking aggss took place at the same

time as the techniques of behaviour modificatioise@ in the early 60s of last.20th
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century. Since its emergence, different cognitind behavioural techniques have been
used and evaluated (56), (5), (57), (58) (59) (@1) (16), and those most studied
include aversive therapy (rapid smoking, satiatewersive smoking, keep the smoke,
covert sensitization, electric shock), the self-itaring, relaxation, stimulus control,

gradual reduction of tar and nicotine intake, smgkiontrol, contingency management;
systematic desensitization; restricted environnlestianulation therapy, contingency

contracting, self-management and self-control ma@ghmulticomponent programs, and

relapse prevention programs.

Cognitive-behavioural treatments, by providing teses and training in coping
strategies, are aimed at helping patients to RECKENtheir dependence
characteristics and identifying situations wherasitmore likely to feel the urge to
smoke; AVOID conflict situations whenever possikded effectively ADDRESS the
risks arising from dependence that lead to relajseugh skills and alternative
behaviours training. The theoretical framework thatlerpins these techniques raises
the fact that the learning processes play a keg inal the establishment and
consolidation of drug dependence. Therefore, tinees@arning processes can be used

to help overcome tobacco dependence.
Three types of behavioural therapies have showticpkarly effective (37):

a) provision of practical advice (problem solving temjues, skills and

competences training);

b) provision of social support as part of treatmentré-treatment social

support);

c) help to ensure social support outside of treatr(eetita-treatment social

support)

The American Psychiatric Association recorded teary ago the existence of
approximately 100 prospective controlled studieat tHemonstrate the efficacy of
behaviour therapy (63). Effective behavioural teghas achieve high rates of
abstinence, getting at a one follow up —in the nsastessful programmes— up to a 40-
50% abstinence (62), (56) (63) (64) (65).

o Other typesof treatment
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Available studies reviews so far on the effectivamnef other techniques to stop
smoking (acupuncture, digitopuncture, auriculopurest hypnosis, various forms of
electrostimulation, laser, etc..) indicate that #pplication of these techniques fail to

outperform those achieved by any placebo (66) (67).
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Areas of intervention within the different levels of care for an
efficient organisation of smoking cessation servicesin Spain

According to available evidence, it is recommentet the involvement of the
different health professionals in providing intamiens to help quit smoking is based
on criteria such as: accessibility, profession&laining, experience and interests of
professionals rather than on professional speei#z. The available scientific
evidence does not openly favour any form of professd specialty over another, but it

is obvious that every one must act within its owope (35).

The common ground for the organization of smokiegsation services in Spain
is described in Royal Decree 1030/2006 of Septerhbetaying down the portfolio of

common services of the National Health and thequare for updating.

However, the development of a quality care respguss beyond the simple
reorganization of health services for treating tmoa dependence. It encompasses
extensive actions whose cost-effectiveness has \weekshy tested. As seen above, these
actions can range from comprehensive communityrarogies (community campaigns
or contests, virtual programs via Internet, telephgervices, distribution of self-help

materials, etc.) to the offer of intensive speegkdi treatment for high-risk groups.

* Roleof Primary Health Care Teams in helping people quit

li is estimated that 75% of the population viskisit family doctor at least once
a year, and that smokers do so more often tharsmakers. This provides an important
opportunity to promote quitting attempts and preveffective help to those who have
decided to do it. It has been estimated that iiryevamily doctor were to advice in a
protocolized and systematic way during routinetsjghis could lead 5% of smokers to
quit smoking in a single year. This means that al&Q0,000 people would quit
smoking each year in Spain. Therefore, to achievagaificant health impact on
population it is recommended that the overall stygton smoking cessation services is
strongly focused on the first-level of the healdrecsystem (Primary Care) (36) (20)
(65) ( 34). The main arguments behind the role riah&y Care in its involvement in
smoking cessation are: its accessibility, its adegateway to the health system, and the

continuity of care for people who smoke.
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P Accessibility Virtually the entire Spanish population has dgetfamily doctor,
paediatrician and nurse. Over 75% of the populatimits the primary care
centre at least once a year, and the average nwhbares they visit the centre
each year is between 5 and 6 (68). This meanscue@rmpportunity, specific to
primary care, to intervene in large populations maany occasions, in key
intervention moments to promote preventive measur@ersons that have still

not started any disease.

» Point ofentry into thehealth systemPrimary Care, through the joint work of
doctors and nurses, may have great impact on danment of smokers, can
exercise a guiding role in smokers who want to gad is the optimal level of
care to select those who need to be referred tee nmtensive interventions.
Probably with less iatrogenics, lower costs andebeidentification of risk

groups.

P Continuity of care Smokers who attend the surgery and are more aédimand
receptive to quit due to health reasons. Furtheznomer 60% of people who
smoke want to quit and most have made some geatt Finally, patients
expect healthcare staff to worry about their hahitgl lifestyle. The Primary
Care professionals know their patients and tharat@nvironment and there is

a chance of long-term monitoring.

The first step in the normalization of smoking edEs aid is diagnosis, so the
systematic recording of the smoking status in tledlioal history of each patient and the
health opportunistic advice to stop smoking shdadda routine widespread practice of
primary health care, this being one of the modtiefiit approaches. This intervention
protocol should be included in the portfolio of\gees in Primary Health Care (20), as
it is reflected in the Royal Decree 1030/2006 gpt€mber 15, as seen above. Primary
Care should also provide brief interventions angrieive interventions to those who
want to quit smoking and to encourage the adopifdmealthier lifestyles to those who
have not yet decided to quit. The need for spesifioking cessation clinics in primary
care is currently under discussion and there am@ous proposals regarding how
smoking cessation should be provided in PrimaryeGamics (69). In any case,
smokers reported high levels of satisfaction whi&irt tobacco-related care provided in
Primary Health Care (70).
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 TheRoleof Specialized Care

Specialized health care services and other spsethinetworks (mental health
care, health care services for drug users, soealtth services ...) play a key role in
dealing with smoking, taking advantage of faceatwefcontact with their patients, either
by providing brief advice or intensive interventjotlepending on their abilities and

should have criteria for referral to the approgrigsource in each case.

o Specialist smoking cessation clinics (SSCC)

It has been shown a dose-response relationshipebatuntensity of health
intervention and the rate of abstinence obtainemvéver, efficiency reasons make it
unreasonable to offer intensive support and speethtreatment to all who wish to quit

smoking (20).

It is desirable that the SSCC are integrated byu#iigisciplinary team, whose
professionals have received specific training imlkimy. In addition to specialized care,
these teams can carry on other tasks as teact@sganch and health promotion and
coordination of the various levels smoking cessatiare (71). These criteria do not

necessarily have to be met in full or be exclusive.

Specialist smoking cessation clinics (SSCC), thhooglatively few intensive
therapy sessions and follow up, offer efficient imoimponent clinical interventions

that usually combine psychological and pharmacchigreatment.

Table 3 shows the main groups of patients who neayiire specialized care

intervention.

Specialized cessation treatment allows adaptingdsdad and intensive support
to the needs of these groups at risk or with speoeal and health vulnerability (sick
people, pregnant women, youths, people with lowonmme and cultural minorities).
Therefore it is appropriate that this aspect besctaned in the planning of smoking

cessation care in our country, as it has been mhosierrounding countries (72).°
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Table 3 Main groups of patients that could be treated in a

unit

smoking

1. Those who, after three or more serious quit attempts, adequately
assisted by a health professional, have failed to quit.

2. People with psychiatric disorders, whose illness is under control, who
wish to give up smoking.

3. Patients who have serious health problems associated with the use of
tobacco (decompensated CHD or that has less than 3 months of
evolution, COPD, decompensated hypertension, severe uncontrolled
cardiac arrhythmias, uncontrolled vascular disease, etc.)..

4. People who have suffered from other addictive disorders.

5. Pregnant smokers who want to quit and cannot do it without specialised
help.

6. High social and health risk populations

Sources: Adapted from Jimenez-Ruiz. 2001, Jiménez-R  uiz 2003

e Quit smokinglines

Quit lines are telephone services offering infoioratand support to quit
smoking. In practice they are often part of larggervention programmes, which
include face to face contacts, distribution of $wlfp materials, drugs, and offer options
for telephone contact (proactive or reactive, ascdeed above). Its theoretical

usefulness is explained in Table 4.

IE:LICY B Potential usefulness of quit lines

They could supplement or replace face to face contact.
Might reach large numbers of people.

Treatment is cheaper and flexible than face to face contact.

People who do not accept rigid schedules or inconvenience of travel.
People with reduced mobility.

Potential role of information and awareness.

They could attract underprivileged minorities and ethnic groups if
advertised specifically.

Lines for drug users.
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It is necessary a public debate on the implemeamadif quit lines including
aspects regarding accessibility, use of existinggspnpromotion and outreach
organization and management, quality and resuttsfarally, funding and costs.

* Roleof pharmacistsin promoting abstinence

Community pharmacists can make regular interactisits large numbers of
healthy and sick persons. This provides an exdeligportunity to pharmacists to
contribute to health promotion and disease pregardictivities, in collaboration with
health care providers in the context of pharmacalitare. Access to NRT without
prescription in our country makes its role in he{pithose who want to quit smoking
and seek support. Its role should go beyond adyisim the use of pharmacological
products, in order to provide appropriate guidaand support to contribute to help
achieve abstinence or, where appropriate, to tekepatient to an adequate resource.
The studies conducted to date indicate the int¢imesn made by trained community
pharmacy professionals, providing advice and a sdgogramme to its customers can

achieve a positive effect on quit rates (73).

 Workplaceinterventionsfor smoking cessation

Most of the adult population spends approximatelg third of the day in their
workplace. Therefore, the work environment providasexcellent framework to reach
large groups of people through health promotion simadking treatment programmes.
Quit smoking methods, such as group therapy, iddadi counselling and NRT are
equally effective when applied in the workplacee®vidence is less clear with regard

to self-help methods.

In our country, some experiences that have beeluatea show that the work
environment is another opportunity for accessingealthy people, which can quit with
the help of a programme within the company. (7%).(7

Additionally, the current legal regulation regamlitobacco use in the workplace
can help reduce smoking in this environment (4%)5pain, the entry into force of Law

28/2005 can reinforce the development of theserpromes at present.
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» Dental servicesand support to quit smoking

Besides the well known effects of smoking in thespreatory and the
cardiovascular systems, tobacco use has signifiaduerse effects on oral health.
Smoking is associated with an increased risk ofttmadiseases, which includes cancer
of the mouth, periodontal disease, delayed heaimd) poorer performance of dental

implants.

The dental and oral health care professionals ravbeir practices a unique
opportunity to increase tobacco abstinence ratethéngeneral population. Current
studies show that guidance for quitting providedh®se professionals is beneficial (8).

» Therapeutic aspectsto be considered for populationswho arein special

situations

— Role-model professionals

Due to its importance regarding their contact wadhge general population
groups, health professionals and education prafeals are two professional groups
whose lifestyles regarding smoking, play an impdrteey role to promoting healthy
lifestyles among the general population and, incee of teachers, among the students.

Therefore, the promotion of smoking cessation betwéhese groups is a
priority in our country, where tobacco use amongeaf these professional groups is

still very high.

— Hospital patients

Smoking is implicated in many of the health probdaimat cause hospitalization,
particularly vascular disease, respiratory diseasd certain cancers. The hospital
admission provides an opportunity to help peoplé gmoking. People admitted to
hospital may be more willing to receive help inirag where they feel vulnerable and
may find it easier to quit in an environment wheneoking is prohibited. The delivery
of services to quit smoking during hospitalizatimay increase the number of people

who try and maintain the desire to abandon theotisabacco.
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Pharmacological treatment combined with high-initgns behavioural
interventions that include at least one month dibvoup are effective in promoting
quitting among in- hospital patients (77), besidemg highly cost-effective as it leads
to a decrease in the length of hospital stays bachumber of future hospitalizations
(36).

— Patients facing a surgical operation

Smoking is a risk factor both before and after stygQuitting smoking prior to
an intervention reduces the risk of complicatioierefore it is desirable that if the
patient can not stop smoking permanently, he ors$loaild quit at least during the 6
weeks prior to intervention. NRT as a risk redudimgrapy can be used in patients who

do not want to stop smoking completely (78).

In this context it is worth noting the potentialpact of the intervention of the
health professionals (anaesthesiologists and smsjeaduring the preanesthetic
consultation, offering the most appropriate theudipeoption in each case, to promote

cessation before surgery.

— Pregnant women and infants

Tobacco use in one of the few preventable riskardigg low birth weight, very

preterm birth and perinatal death.

Despite the damage caused by tobacco on womenhandntorn child, two
thirds of pregnant women continue to smoke duriregpancy. Intensive programmes
to help quit smoking for pregnant women are effec(i’9) (12).

Interventions to help pregnant women quit smokimgpusd be systematic,
designed specifically for them, carried out byneal personnel, with specific support
materials and with objective validation of abstioenlt is advisable to also consider the

involvement of the couple, whether a smoker or not.

In this context, it seems appropriate to empha#iime need for training and
involvement of professionals of services and progngs dealing with pregnancy,
delivery and the postpartum period by highlightihg role of midwives as well as those

services and programmes related to paediatricaradespecific areas in preventive and
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therapeutic activities in relation to passive smgkiin children and tobacco

consumption in early life.

Since the safety and efficacy of NRT during pregyamas not been sufficiently
studied, it has not been approved by the Spanisgnéyg of Medicines and Sanitary
Products (Agencia Esparfiola de Medicamentos y Ptoglusanitarios, AEMPS), and
presents contradictory results (80) (81) (82), pslamgical treatment (behavioural and
cognitive) has to be the first choice of care foegmant women and infants. However,
in those cases where, despite having correctlyivedethis treatment approach,
smoking persist, pregnant women should be refeteedan accessible intensive
intervention or specialist smoking cessation climthere she will receive the most
appropriate psychological and pharmacological tneat for her.

— Teens

Over 80% of smokers start smoking during adolesse@uirrently, there are
some preventive programmes available, developdaeirschool environment, that have
shown to be effective. These programs are basezkitia learning or on how to cope
with social pressure, but are not always thosedhmatimplemented (83) (84). If school
programmes are not complemented by family preverpimgrammes, and clear social
rules regarding no smoking, its effects diministerotime. Hence the importance of
legislation that restricts access to minors to ¢obalimits its use in public places and

prohibits advertising and sponsorship.

It is scarce the number of teens who want to quidlsng and fewer those who
attend formal cessation treatment. For teens, psyghological treatments have shown
to be effective, although with lower effectiveng¢san in adults (85), (86) (87). Drug
therapy to date has not shown to be effective olemtents (88).

In any case it seems necessary to carry out furtbsearch on the effectiveness
of the different options, given the importance wbiding smoking being consolidated at
teen age and hence the development of future eagiesl (12).

— Patients with psychiatric disorders
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There are now an increasing number of smokersngilio quit and suffer from
any psychiatric disorder. This could be due to pspathology associated with tobacco
use in those who seek treatment and some psyclubpgyghthat emerges in some of
those who stop smoking, mainly depression (89)p dhe number of people who come

to treatment and have the same time a problentohalism or schizophrenia (90).

The relationships between smoking and psychopaglgdiave as a result greater
difficulty in quitting in those who have comorbigitas well as greater vulnerability at
smoking onset and relapse. These patients requie@sive specialized treatment in
Specialist Smoking Cessation Clinics (36) (65) mrmental health services whose
professionals have been trained in smoking cessand have appropriate protocols for

such care.

— Patients with problems of addiction to other disig

Besides alcohol consumption, smoking can occurcéssal to dependence to
other drugs such as cannabis, cocaine, synthetgsdr heroin. These patients do not
usually have good prognosis regarding quittingjl uhére has been a consolidation in
abstinence from other drugs, but in any case, sheyld be treated in specialized care
facilities (91), (92).
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Aspects to be considered in order to promote efficiency,
equity and sustainability in the supply of smoking cessation
Services

Besides relying on the institutional advances alyeaade and described above
in this document, it would be convenient that teyelopment and maintenance of a
supply of smoking cessation services be based farneety, equity and sustainability
criteria. Attention to these criteria suggests tieed to consider some additional

matters:

» To point out the importance of exploring the essdishent of stable funding. The

main reasons for considering this aspect are:

a) An ethical obligation to maximize smoking cessawagrammes in parallel

with a progressive increase of taxes on a drugttkacco;

b) An extension of the principle of equity, so thag tiising price of tobacco, at
the same time that penalizes the least privilegethssectors, facilitates the

access to free treatment to these groups and
c) Itis a well socially accepted action.

D It seems appropriate to point out the need forirlk8tutions to ensure the training
of smoking in the curricula of all undergraduatel gmaduate studies related to the
Health Sciences as well as ensuring the developroerdontinuing education

programmes aimed at practicing health professionals

P It is desirable that smoking cessation servicembtleded as a priority theme in the

standard research plans.
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Agreed minimum criteria for the provision of smoking
cessation servicesin Spain

Smoking remains a serious public health problemSpain. A coordinated
strategy integrating prevention, control and careasares is essential to achieve
significant reductions in morbidity and mortalitgsmciated with tobacco use in our
country. Most smokers want to quit, and there aterventions at different levels of
intensity that have proved to be effective. Both Ministry of Health and Consumer
Affairs and the Health Ministers of the AutonomoG®mmunities (Regions) are
beginning to adopt, amongst others, relevant aggmientions to address the problem.
For this reason it is appropriate to review wheeehave come in this area, both from
the standpoint of scientific knowledge, and insiiioal development, and agree the
minimum common criteria from where to advance froov on, as stated by the Act 28
/ 2005.

A response capable of promoting a significant declin smoking in the
population should include measures proven effedinad facilitate that most people
who smoke can quit smoking by themselves, andeasdime time must provide specific

help to those who have greater addiction.

Smoking quit rates achieved through the developrokprevention and control
legislative measures can be increased when thargvidespread support offer in health
facilities, there is easy access to telephonelip@$ and other intensive interventions of

proven effectiveness are promoted.

Currently, a wide range of procedures that havarkigroven effective in the
treatment of smokers are available. Out of thes&titmrents, brief advice, psychological
behavioural treatment, and specifically the mutliponent behavioural programmes
are highly effective and efficient. It has been whothat, among pharmacological
treatments, nicotine replacement products, besBigsropion and Varenicline, are

effective when compared to placebo.

Support for interventions aimed at promoting smgkiessation, both in general
population and in high risk groups, is one of theonty lines of action in a
comprehensive tobacco control strategy capablediaing the impact of this problem
on the health of the population. Under the systamsaged in Law 28/2005 and Royal
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Decree 1030/2006, the National Health Service numstertake measures to control
smoking, and to do it as efficiently as possiblesegems appropriate to clarify criteria
for the adequacy and equity in service deliveryman resource allocation, the
allocation of economic resources, the use of aptEptools and treatments, as well as
foresee measures to ensure availability of adedtaiteng (both pre and post graduate,

of specialization and continuing education).

According to the current situation, it seems appate to note that the definition
of a strategy in the treatment of smoking shouke timto account a number of criteria

of adequacy and equity, which can be summarized as:

a. Health risk criteriatt is recommended that the therapeutic offer pgrea the
care of high health risk population, that accordimdnerein established, should include

the following population groups:

— Patients who have serious health problems as a&goaace of tobacco use,
mainly patients with diagnosis of ischemic headedse, cerebrovascular
disease, post-infarction patients, lung cancer,inangoectoris, chronic
obstructive pulmonary disease (COPD), asthma ekatien, and other

diseases for which there is a causal link in retatdo tobacco consumption.
— Patients with mental and behavioural disorders.
— Pregnant women and adolescents.

b. Accessibility criteria:lt is recommended that the therapeutic offer Basis
criteria of balance regarding geographical distidou The Primary Care network of
should routinely offer medical advice to quit, ajonith brief or intensive interventions,
depending on patient needs. Some people, as rddoyreheir special circumstances,
should be referred to specialised smoking treatnuenits or other referral services,
capable to provide specialised and intensive treatrte.g., mental health centres, drug
centres, hospital units, NGOs, etc.). These ses\sbeuld be established on the basis of

number of people to be attended, as well as gebgrapcessibility of that population.

c. Equity criteria:As mentioned above, the most disadvantaged sokeisses,
are the ones who die earlier and have more frefuenhealthy lifestyles. In this
context, smoking in Spain is beginning to focustloa most vulnerable groups in terms
of social and health problems. Therefore, smoksa icontributing factor to health
inequalities. The potential relationship betweerolkimg and social inequalities must
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be addressed through policies that help to reduesetinequalities, and in this context,

the availability of treatment programmes that take account equity criteria, can help

increase quit rates among the less advantaged-socoimmic groups as well as address

gender needs.

Taking these criteria into account, it seems realsiento point out that the final

definition of a common minimum care strategy in oountry should:

1.

2.

Be based on criteria of cost-effectiveness.

Include cessation within the portfolio of both pang and specialized care

services (hospital, mental health services, sesvicedrug addicts, etc.)..

Have a basic intervention protocol, agreed betwgemernments and
scientific societies, for each of the different dés/ of intervention:
community, primary care, specialised care, speddlismoking cessation
units, telephone services, treatment programmes theelnternet and new

information technologies etc..

Include clear criteria for referral from primaryreato other specialized

services.

Take into account criteria of health risk, equitgttention to gender
inequalities and population coverage for the plagrof resources aimed at
providing intensive cessation treatment, capablensiuring the coverage of
these resources in large areas currently not céedand avoiding

duplication of services focused on specific areas.

Promote public awareness of the treatment resourggading regular
outreach campaigns, especially targeting the Ipastleged social sectors
and groups at high health risk, as well as healtheducation professionals

(role models).

Take into account criteria of efficiency and res@sr synergy for the use of
existing cessation programmes over the phone, dsawedefine referral

routes between programmes.

Consider the strengthening and territorial expansibextensive community
outreach programmes, such as "Quit and Win", thebcation of “World No

tobacco Day ", the "Smokefree week" promoted byS3bpanish Society of
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Family and Community Medicine (SEMFyC), etc. Thegstiatives
contribute to the spread of quitting smoking thiodlge media at national,

regional and local levels.

9. Develop and operate comparable, effective and isasti@ registration and
service evaluation systems, through the framewor&viged by the
Observatory for Tobacco Prevention (Coordinatinglyba@reated by the
Tobacco prevention and control Law 28/2005), ineordo facilitate
assessment of smoking cessation policy and to hediing informed

decisions aimed at improving the efficiency of iases deployed.

10. Advance in the development of stable and sustan@ahncing mechanisms
of smoking cessation therapies (psychological amdpharmacological) that

have proven their efficacy and safety.

11.Promote and encourage training in the treatmensmbking through a
comprehensive programme of further education fafgssionals in the
National Health System, this would ensure the spaadvice to quit, as

well as expand and improve specialised resources.
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