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Abstract

Background

Intensive interventions on smoking cessation increase abstinence kaeever, fev

electronic mail (E-mail) based intensive interventions have betedtén smokers and nope

in primary care (PC) setting. The aim of the present staidy evaluate the effectiveness
an intensive E-mail based intervention in smokers attending PC services.

Methods/Design

Randomized Controlled Multicentric Triabtudy population1060 smokers aged betws
18-70 years from Catalonia, Salamanca and Aragdén (Spain) who have andegésnity ary

E-mail account. Patients will be randomly assigned to control a@rviemtion group.

Intervention Six phase intensive intervention with two face to face intewiewd fou

automatically created and personal E-mail patients trackimgeided other E-mail conta¢

will be made. Control group will receive a brief advice on smokingsat&n.Outcoms
measuresWill be measured at 6 and 12 months after intervention: selftegpoontinuou

of

en

ts

UJ

abstinence (confirmed by cooximetry), point prevalence abstinencectolcansumptior
evolution of stage according to Prochaska and DiClemente's SfaGeésnge Model, leng
of visit, costs for the patient to access Primary Care Cesitatistical analysisDescriptiv

h

and logistic and Poisson regression analysis under the intentioeatobasis using SP$S

v.17.




Discussion
The proposed intervention is an E-mail based intensive intervention in smatkending
primary care. Positive results could be useful to demonsttaghar percentage of short and

long-term abstinence among smokers attended in PC in Spain wharhegide E-mail|
Furthermore, this intervention could be helpful in all health services to help smokgeris t

Trial Registration

Clinical Trials.gov Identifier: NCT01494246.

Keywords

Smoking cessation, Electronic mail, Clinical trial, Primary health care

Background

Health effects among smokers and non-smokers of tobacco consumptvesllsestablished
including principally respiratory and cardiovascular diseases amcec [1]; in fact is one of
the leading preventable causes of death worldwide and mainly ieotai societies [2]. In
Spain, for instance, smoking is the health problem that causesnmodiaity and morbidity

[3], and therefore originates one of the higher health costs. Aagotdithe last national
survey conducted in Spain in 2006 the percentage of daily smokers agedltiérowvas

26.44% [4]. The vast majority of smokers declare a willingness tb sjaoking and

approximately 60% have tried it [3], although only 3 to 5 % of thenmypar accomplished
smoking cessation [3,5,6].

Several cost-effectiveness studies worldwide have shown thatdvot#nld high impact care
interventions to reduce tobacco consumption are cost-effective measwest per year of
life gained and quality of life [3,7]. Moreover, under a public lrealew probably these
interventions represent the most cost-effective method to improve popldahealth.
Minimum advice on quitting smoking among the general population acheevaserage of
5% cessation per year [8,9]. In contrast, more intense interventiongaeh more than 20%
of abstinence [10,11]; in general, it is well established that tloee nintensive the
intervention, the best rates of smoking cessation are obtained [10]ndlbsion of those
treatments that have demonstrated its efficacy in systemeatiews and metanalysis, has
been confirmed to be useful [7].

Therapeutic intensive interventions for smoking cessation have beennugedhary care,
such as the one of the ISTAPS study [12], but none have been based nmatitiorand
Communication Technologies (ICTs). These interventions are based biypbhesis that
smokers that do not quit smoking but are aware of its harmful fteuderestimate the
health risk to due to its consumption [13]. So, these interventions could prowidational
feedback to promote risk awareness and accelerate changes on smbéingrijé4]. Some
smokers who quit smoking have been identified as susceptible to idgnaagerse effects of
tobacco consumption or seen seriously threaten his or her health [15,16].



The vast majority of non-pharmacological use the Prochaska and niEGie’s
Transtheoretical Model of Change [17] that describes a successiorstagfes
(precontemplation, contemplation, preparation, action and maintenance) each on@gndicati
different type of intervention. Other studies in our country have usedntbdel among
diabetic smokers patients attended in primary care and to comfiokirsg abstinence using
cooximetry [18] and another where information gathered by cooxingethe main element
to motivate smokers to quit [19].

The use of electronic mail and internet is increasing woddwin Spain, according to the
National Statistics Institute, in 2010, 57% of households had Interoe$ssganoreover there
are 20 million estimated regular users and those who log atdeasta week represent
58.4% of the population (7.1% increase over the previous year). Seventpaignt of the
Spanish population between 16 and 74 uses the electronic mail, witheasaof those who
access it via mobile devices [20].

Internet and E-mail use is also increasing in medicine amd bea mostly useful in
appointment citations and remainders, analytical results, compudtenselical history,
prescription refills, regular follow-up and access to health irdtion. The advantages
derived from professional-patient E-mail communication include: aime cost saving for
hospitals, primary care centers, primary care professionalparehts (e.g. patients who
frequently travel and sanitary professional of rural areaseaaity contact with physicians
and patients respectively) [21,22] and convenience since it does v®tahsimultaneous
nature (the person can check the messages at his or her converiéhc8gyeral patients
also refer that E-mail communication can facilitate the adnméh the sanitary professional,
in face to face interviews they could not feel enough comfortalyied certain issues or may
have forgotten to ask important questions. Some of them deem a usk&atesfactory use
E-mail communication in a secure and private environment [21]. Aicgvundertaken on
the impact of e-therapies, Hsiung concluded that E-mail trackingeful if preceded by a
personal and direct relationship with the patient [23]. Finally, ingllodal crisis context
these types of interventions can diminish visits to the primarg canter. Limitations
comprise unwillingness to use the E-mail, perception of lack & and experience to use
the new technologies [21,24], an abuse by an overriding number of messagen urgent
matters, and the development of a private and secure website aediféic sleontological
code could increase the economic costs [25].

Internet use in quitting smoking is becoming more evident, sincenédasssary to recruit
more smokers to fight smoking regardless of race or culture [26jer8 studies have
published about the virtual communities in this field [27] and internet sipport to phone
lines (quitlines) [28]. It has been established that it is a thay enriches the sanitary
professional-patient relationship and that the dissemination ofenpati successful
experiences can improve their self-esteem and generateveoasititudes [25] although
further research is needed [29].

The 2008 the Treating Tobacco Use and Dependence Guideline, pointedtautline tools
to quit smoking are promising tools that have not achieved its @tenfl to undertake
interventions; results have been shown to be only favorable if onlineveéntens are
developed in very complex programs or if were carried out whehdipewas more intensive
among intervention groups than in controls. Nevertheless, it also egesutapending on
those characteristics that needs to be improved [7]. In Spain, thendNaCommittee to



Prevent Smoking Cessation (CNPT in Spanish) also supports theseotyipgerventions to
help smokers to quit [3].

Characteristics of smokers who seek help on the Internet to qokirmgnwere female sex
(59%) and younger individuals. Generally are subjects who are tiyiqgit smoking (53%)
and search information on how or medication to quit, whilst those who dieeady quit

search information on how to face abstinence [30].

Twenty studies have been found to be registered at Clinical Whiah using keywords: E-
mail AND smoking, none undertaken in Primary Care environment wittopalized follow-
up (Clinical Trials, 2012). In 2010 the Cochrane library published aioevikat included the
most relevant articles on internet interventions for quitting sngokiren out of twenty
compared an internet based intervention with others not based on this Tresligevision
concluded that personalized and interactive internet based interverspasijally if there is
an individualized tracking, can be more effective than those staneldrgimtocols on
smoking cessation. However, long-term smoking cessation is lessiw#fwhen using these
interventions compared to other interventions [31].

Te Poel and collaborators published in 2009 a clinical essay to evéheagfficacy of an E-
mail computer-tailored smoking cessation intervention. At six mopt® intervention
21.5% and 20.4% of intervention group reported not having smoked in the last 24rtburs a
in the 7 days, respectively compared to the control group (9.8 and 7e8pectively);
follow-up lost were quite high in both control and intervention groups [32].sRadb al.
demonstrated the utility of an E-mail consultation messagesimo#&ing-cessation program
although the number of included patients was somewhat low [33]. Lamkrtadiaborators
determined the effectiveness of an automated educational E-nembaging system
individually sent in the framework of smoking cessation intervention. QRefor quitting
smoking among the intervention group at 30 days post-intervention was 2.6 (95% CI: 1.3-5.3)
[34]. An increased smoking and reduced frequency of smoking was obsemadg adults
after an online peer support via E-mail [35] and in adolescergs afhome based internet
intervention [36,37].

In Spain there are two online initiatives to help smokers to quit.fifrsteone, the Madrid
City Council Giving-up smoking on-line Programme, that combined autoniateaction
with the user and personal E-mail consultations that included 4865 smaéless the
treatment period the smoking cessation rate was 17.8% and at sixsnpaist intervention
the abstinence achieved was 10% [38]. The second one is undertaken Rgythelogy
Faculty of the National Distance Education University (UNHED) not results have been
published yet [39].

In Barcelona, Spain, the studconsultain Primary Care setting is being undertaken. Its
main objective is to develop a secure web environment for sanitafgspional-patient
communication via E-mail (e.g. acute health problems, laboratoryltgeshealth
measurement reports, or prescription refills) to avoid unnecefsegyto face visits. The
sanitary professional committed to answer patients E-mail orfolleving 48 working
hours. The study is carried out in twelve primary care centetsngludes 19 physicians, 16
nurses and 647 patients. This initiative has been positively evalbgtdubth sanitary
professionals and patients and it is planned to spread it to all territoriag)$4qj.



Both, TheE-consultaand the experience described by Wallwiener and collaborat@309
[22,40], allow to think that better service and satisfaction of psincare services will be
achieved by reducing resources of primary care addressed tongnoaigsation. If sanitary
systems facilitated E-mail based interventions on smoking tc@ssand other sanitary
problems, costs could be reduced and medical care and patient andy qaoitassional
satisfaction could be improved.

Methods/design

Study design

A randomized controlled multicentric trial to evaluate the eiffecess and the cost
effectiveness of a clinical practice guide based interventioedhassix contacts (two face to
face interviews and 4 E-mails), to obtain continued smoking abstirsrg€and 12 months
compared to brief advice in smokers attended in Primary Care.

Study population

Inclusion criteria of participants will comprise: smokers &bfleast one cigarette per day)
aged between 18 and 70 years who have an electronic mail account end obgularly (at
least once a week) and can assure their participation in the studyefar. a y

Exclusion criteria will be based on certain medical conditionghvbould contraindicate the
fulfillment of the intervention such as known terminal illnesseserg mental diseases,
addiction to other psychoactive substances, patients that have ataddg to quit smoking
or those unwilling to participate in the study were excluded. SmeWarsdo not have an E-
mail account or do no not check it regularly will also be edetl, as well as those smokers
who do not wish to be followed via E-mail as prefer face to face contacts.

Written informed consent will be obtained from all subjects ofbotervention (IG) and
control group (CG) prior to its inclusion on the study.

Recruiting process

Inclusion of sanitary professionals

Diffusion of the project will be made in all primary care centaf the study area through the
Xarxa de Centres Sense Fum (network of smoke free cent@isfain sanitary professionals
(general practitioners and nurses) interested in recruitingnpgitfor the study. Of those
willing to participate we will select only those who are regulsers of E-mail and will be
asked to sign a participation commitment. Causes of refusal tioipaie will be recorded.
Those professionals interested in participating will attend @hwur formative activity
where the aim, methods, intervention will be explained and will be trained in thgenagat
of project’'s web page and cooximetry technique. Assistance to ortee dem formative
activities scheduled at different times to facilitate pratesd attending will be mandatory to
participate in the study.



Inclusion of participants and randomization

During the recruitment period (first semester of 2013), trained gsiofieals of each primary
health care centre (general practitioners or nurses) witeinwiparticipate subjects who meet
the inclusion criteria by random systematic procedures. Twieeek each professional will
invite to participate the first two smokers aged 18 to 70 who codsthléen for any reason.
In order to follow the criteria specified in the CONSORT Guule,will register for all the
subjects invited to participate (included or not in the study) on the web page of thedatedy
of interview, professional who realizes the visit, age and sexhef participant, and
consumption of tobacco. Causes of refusal to participate will bedestowritten informed
consent to participate in the present study will be asked thealhtividuals who accept to
participate. Afterwards, the system of randomization of patient®ntrol and intervention
group (1:1 ratio) will be centralized and computer generated. Figure 1 de¥ew chart of
the study.

Figure 1 Algorithm of the TABATIC study. ** A confirmatory cooximetry in standard

conditions will be done on those subjects that declare tobacco abstinence. * Those individuals
who are not willing to fix the D-day (usually in contemplative and precontempkttges)

will be contacted only once via E-mail after a month of the first face to fi¢eeview to

encourage them to quit smoking. The patient will be able to fix the D-day up to 15 days prior
to the second face to face interview.

Description of the intervention

Control group

Subjects assigned to the control group, once the motivating problem dinilkal visit had
been solved, will receive a brief advice on quitting smoking. Three marths the
intervention a second face to face interview will be done to this giougheck tobacco
abstinence.

| ntervention group

The proposed intervention will consist in the application of the recomrienslaof
Miltenberger [41] and an evidence-based practical clinical guideliinghe Primary Care
Division of the Catalan Institute of Health [42]. Both propose an intgive previous to the
day the patient sets to stop smoking (D-day) to reinforce behawido)low the patient a
week after the D-day since approximately 25% of smokers whogtte quit relapse within
the first week and an E-mail feedback to reinforce behavior, teeppaisitive achievements
(such as cigarette consumption reduction) and provide simple corréstidieack when the
patient does not perform the target behavior. The basic steps on the intervention are:

1. First face to face interview: In the first contact with the patient, sogiodeaphic and
related to tobacco consumption variables will be collected using a structoeci face
interview. E-mail tracking will be approximately set for those individualbén t
preparation/action stage, according to the model defined by Prochaska aech&n.

2. First Email contact: Will be done the following day from the first face to faceviee in
order to establish the day the individual will stop smoking (D-day), the treatrhent (i
needed), to assess and facilitate motivational support to achieve individual's go#l t



smoking.

3. Second E-mail tracking: Will be done a week later of D-day to evaluateertst,
tolerance and adverse effects of medication, difficulties in everydgyht to control
medication.

4. Third E-mail tracking: Will be done 10 to 15 days after D-day to evaluate abstinenc
gained benefits, to prevent relapsed and to control medication.

5. Fourth E-mail tracking: Will be done a month after D-day to prevent relapsedisad fa
securities, to evaluate obtained benefits and to control medication.

6. Second face to face interview: Will be done three months after D-day to finish the
treatment, to emphasize the effort made and improvement in patient conditions and to
stress and prevent possible relapses. On those who declare tobacco abstinenggsan ana
of exhaled carbon monoxide (CO) will be made by cooximetry in standard conditions to
confirm it.

The six phases of the intervention will be made on those pati¢mtdixvthe D-day by the
same sanitary professional who made the first contacttigtipatient and usually is the one
who gives him/her attention, independently if he or she is a genacditipner or a nurse. E-
mail messages will be automatically created by an autoragsiem and will clearly specify
the name of the patient, information on the visits, the D-dayx@d)i and the name of the
sanitary professional. Besides, the above established E-mailngackher E-mail contacts
will be made, if needed, in order to clarify subject’s possduabts (such as medication
gueries). Nature of the E-mails of the intervention o the study is offered in éwifile 1.

Those individuals who are not willing to fix the D-day (usually in eamlative and
precontemplative stages) will be contacted only once via E-mail aftenthraf the first face
to face interview to encourage them to quit smoking. A specifitaii-message will be sent
to those who refer a lapse. The patient will be able to fiDtdy up to 15 days prior to the
second face to face interview.

The study web page will be developed and maintained by an externgdcptiat will also
offer support during the intervention process. In order to ensure confldgntize will
assign to each participant his/her user identification and padse he or she will be able to
read the electronic messages and reply if necessary. Sgmitdegsionals will also have
their own identification code and password and will have only acoebeir own patient’s
information. Moreover the study web page will be accredited agesaveb environment in
accordance to the national current legislation.

Both groups, control and intervention, will be followed at six and tweleaths after the
intervention by phone. The calls will be made by trained monitoenaéxternal company
who will not know if the patient belongs to control or intervention group,vatdnclude a
brief structured questionnaire to know their tobacco consumption, tage st change and
tobacco abstinence. A confirmatory cooximetry in standard conditvdhbe done on those
subjects that declare tobacco abstinence.



Outcome measures

Main outcome measure

Self reported ‘continuous abstinence’ defined by Hugues et al. 2003 [413¢ abstinence
between quit day and a follewp time (at six and twelve months) after intervention
confirmed by a breath CO cooximetry concentration of 6 parts peonm(ppm) or less in
standard conditions.

Other outcome measures

— Point prevalence abstinence according to Hugues et al. 2003 [43] defimedaence of
abstinence during a time window immediately preceeding fallpat three, six and
twelve months after intervention confirmed by breath carbon monoxide cooximetry in
standard conditions.

— Self reported tobacco consumption at three, six and twelve months after intervdatiy
consumption in cigarettes/day.

— Self-reported reduction of daily tobacco consumption in cigarettes/day wharbfaets
does not stop smoking at three, six and twelve months after intervention.

— Change of stage in the Prochaska and DiClemente's Stages of Change Mode| sikkthre
and twelve months after intervention.

— Prescription of tranquilizers, antidepressants, NRT (nicotine replacemeaptheat the
beginning and end of the intervention and six and twelve months post intervention.

— Registered use of sanitary services in primary and specialized céré) poblic and
private settings.

— Time used by professionals in the two face to face interviews (initial aeel thonths
ViSits).

— Time used by sanitary professionals in case they have to answer E-maitonta

— Time used by patients in case they have to ask questions during the E-maihtiderve

— Costs for the patients to access Primary Care service at three, six bedmwsths after
intervention.

Independents

— Type of intervention: Intensive counseling by E-mail vs brief advice.

Data collection

At baseline visit, face to face interview with the sanitaigfgssional will be carried out and
the following information will be registered:

— Socio-demographic characteristics: age, gender, civil status, educati@hasdeial class
according to the classification of the UK Registrar General's sdasdification (RGSC).

— E-mail frequently used and data for the telephone tracking.

— Characteristics of individual's tobacco consumption: daily consumption in céegddety,
years of smoking, age at the start, time before first cigarette of the datynaj
dependence measured by the Fagerstrom test [44], number of previous attempts to quit
smoking, maximum time of abstinence, pharmacological treatment used on previous



attempts to quit smoking: type, timetable, side effects, family and freandsonmental
tobacco consumption, partner interaction questionnaire (PIQ Test) to measure of
spouse/partner support related to cessation [45].

— Change of stage in the Prochaska and DiClemente's Stages of Change Model.
— Alcohol consumption.

— Morbidity (related or not to tobacco consumption): chronic obstructive pulmonary disease,
cerebrovascular event, ischemic cardiopathy, arterial hypertensionchgiesterolemia,
cancer and peripherical arteriopathy, diabetes mellitus, obesity.

— Weight.

— Breath carbon monoxide (CO) in ppm measured by cooximetry which will be carried out
by trained health professionals using following a pre-established protocol.

At three months after intervention a second face to face intewikwe undertaken with the
sanitary professional and the following information will be rdedr time spent in the visit
and if the subject currently smokes. If so, daily consumption irretiga/day and stage of
change according to Prochaska and DiClemente's Stages of Q(Wladgkwill be recorded.

If not, date of smoking cessation, time (in days) of abstinencebwitisked, and level of
breath CO by cooximetry in standard conditions. Self-reported weitjite documented in

both cases. Date of visit and the professional who undertakes it will be additrecaligied.

At six and twelve months after intervention all participants wél asked by phone about
some variables related to tobacco consumption and stage of changePro¢haska and
DiClemente's Stages of Change Model (described above) bydinaioritors. Moreover, at
twelve months after intervention, level of satisfaction, acceptahigervention, number of
E-mail messages written and number of replies and level o&lssapport during the
intervention measured by PIQ Test will be recorded.

Data management and quality assurance

In order to guarantee and to ensure the quality of the studytaabhaximize validity and
reliability the following measures will be employed:

Written documentation and electronic data collection: Written copies of protawbls a
consent forms will be printed and stored in the study web page. All data will beeredi
in the electronic data collection system developed and maintained splci@icghis
study by an external company to assure consistency. Regular backups paiformed
and transferred to the central database as well as random checks of gathresdded,
corrections will be made by checking paper records or, in rare cases,figgpho
participants for confirmation by independent investigators.

* In order to guarantee the correct registration of data, a trainingrs@s be made to all
sanitary professionals who participate in the study in the intervention and thetlise of
electronic data collection system. The contents of the training sesslbhe ewaluated
by completing a standardized evaluation form to ensure the consistency ofgtrampro

* Regular meetingand mailings between members of the study group (the TABATIC 1

and all participating centers. Furthermore, a person has been contractedetot-

provide technical and methodological support to all investigators of the studynwaal Br
telephone.

« Telephone interviewers will be trained on characteristics and proceduresstuidiie



Sample size

Accepting an alpha risk of 0.05 and a beta risk of 0.20 in a bilateral contrast, 1068ualdivi
are needed; 530 individuals in the IG and 530 in the CG in order to detdéfdrance of at
least a 5% among both groups. A continued abstinence of 5% was adsuntieel non
intervention group and a dropout rate of 20% is estimated. The sanmgtakialations were
performed with the Granmo program (version 7.1).

Statistical methods

Data will be analyzed in concordance with the Consort Clggtiele [46], and all analyses
will be done on an intention to treat basis. Baseline descrigtiistics among CG and IG in
relation to the variables studied will be computed as customargpmtingency tables
Pearson’s Chi-square test for independence or homogeneity will bedapplassess the
relationship between two categorical variables, T-StudenbtesNOVA will be used in the
comparison of means if the variables follow a normal distribution ard Mann Whitney
test if they do not. For the other dimensions of the analysis, a apgarianalysis
(ANCOVA) for repeated measures will be carried out.

A multilevel logistic regression and a Poisson regression glldone to evaluate the
association between each of the dependent variables and the independblgsvinat have

resulted statistically significant in the bivariate analysik.analysis will be adjusted for

potential confounding factors and for variables with clinical relevahice level of statistical

significance will be set at 0.05, and all tests will be taitetl. Statistical analyses will be
conducted using SPSS, version 18.0 (SPSS Inc, Chicago, IL)

Cost analysis

A cost-effectiveness analysis will be also undertaken underietaguerspective to compare
the cost of the new intervention versus the usual care, to know treakbffectiveness and
the resource savings for the National Health System [47]. Subsegquandeterministic
sensitivity analysis will be performed to assess the robustness of the [481l

Ethical approval

This study has been reviewed and approved by the Clinical Investigethics Committee
of the IDIAP Jordi Gol, located in Barcelona, Spain and registatredinical Trials (code
number: P11/41). The participation in this study is strictly volundaug withdrawal will not
have any consequence on the management of the subject illness, whiwd earried out
rigorously following the accepted international norms. The datébeitreated confidentiality
according to the Organic Law which regulates the confidetytiali computerized data
(Personal data Protection Law 15/1999); only the investigators andonsgaitditors of the
study will have access to the data of the subjects who agreed to participate.

Associated studies

We are currently undertaking two associated studies to the TABAroject. The first, a
descriptive one aims to know the availability and use of Communicatidninformation
Technologies among smokers attended in primary care. The secoradquaditative, intends



to find out barriers and facilitators of Communication and Informafiechnologies to help
smokers to quit, that both, smokers and health professionals who hedptpab quit
smoking, refer.

Discussion

The proposed intense intervention consists in the application of the megwhations of an
evidence-based practical clinical guideline of the PrimaryeQaivision of the Catalan
Institute of Health [42] based in six contacts (two face te fiaterviews and 4 E-mails), to
obtain continued smoking abstinence at 6 and 12 months. There are somatiamtal
studies that use E-mail based interventions to help smokers to quitpieithas the same
characteristics as the one proposed [5,10,26,27,32-35,37,49]. Furthermore, to our best
knowledge, in Spain there are no studies that use this type of intengeat any level of
clinical services.

Since the implementation in 2006 of the law 28/2006 for smoking prevertimnumber of
primary care consultations regarding smoking cessation haws reesed, subsequently an
approach to smoking cessation should be a key essential objective of both the chctaze pr
and public health research. Subsequently, primary care is an ittewj 8@ develop a health
counseling E-mail program based on a practical clinical guiddlieeto its almost universal
coverage in Spain [3,50]; it is estimated that 75% of the populatide kis or her general
practitioner at least once a year, and that people who smoke do sooftesr than non-
smokers [3,51].

One of the main strengths of the TABATIC project is that, to ost k@owledge, for the first
time the therapeutic use of E-mail tracking will be evaldidteorder to help smokers to quit.
Furthermore, the same sanitary professional, who habitually attkadgatient and with
whom a previous confidence relationship has been established, is tehorfellows the
patient during this intervention which can lead to more successftbraas if compared to
other more impersonal follow-up interventions such as web pages or commprogtams
[31]. Another strength of E-mail tracking interventions according<tppersmith is its
asynchronous naturd=-mail communication allows physician and patient not to bdadlai
at the same time. In addition, both can access at their mesddbes own convenience and
as many times as needed [21]. Moreover, this type of interveotiold reduce social and
sanitary costs due to its great accessibility, its capabal diminish trips and timeouts to be
attended.

Selection bias among health care professionals may occur bioee Who volunteered to
participate could be more motivated than other sanitary professiégehdomization will be
made among smokers and not in primary care centers which adlltte use this E-mail
intervention in only some of his or her patients; however the randbomzaill be
previously automatically created so the professional will not be tbldecide on which
patients should use the intervention since it will be computer gedeRdg&ents assigned to
the control group will receive a brief advice on quitting smoking. @ritee main limitations
of the study is that we will only include professionals who know hmwse computers and
E-mail and can assure participation in the study by using it.eMemwe feel confident that
an important number of participating professionals will run corréb#yprogram since most
of them have previously participated in other complex tobacco studiestaketein our
territory such as the ISTAPS (176 basic care units that work&®2 iSpanish primary care



centers; participants: 2,827 smokers aged 14-85 years), ITADI (400 po&ssand 1077
diabetic smokers) and BIBE studies (162 pediatric teams fromp@@ish primary care
centers; participants: 1101 child) [12,18,52]. No economic compensatiobemdffered to
sanitary professionals; consequently, those who expect to be reguiliorshis extra activity
will be also excluded of the study. Some professionals may beamiuo use electronic mail
in professional health care-patient communication. Reasons toustargl may include the
believe that written messages can omit important connotations imwoication (such as
body language or voice tone), the concern that individuals may sems$tanumber of
irrelevant messages and the possible dissemination of health spyofdse-mail address
[21,53]. To assure health care professional and patient confidentatigxternal company
will develop and maintain the study a secure web page; if needgdyitheontrol and limit
each subject web page use [54]. We are currently carrying quelaative study in order to
describe possible barriers and facilitators of Information andnr@anication and
Technologies to help smokers to quit.

If the proposed intervention is effective, it should be adapted to theniafios systems of
each local health service.

The present trial aims to show the effectiveness of an Esmaking cessation intervention
based in the recommendations of an evidence-based clinical pragtiedine of the Primary
Care Division of the Catalan Institute of Health at six andvievenonths post-intervention
[42]. The goal is to propose a new and effective intervention in pricare, as well as in
other sanitary settings, as a complementary tool to treat smokers.
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Telephone follow-up at six months post-
intervention** (n=)
Discontinued intervention (reasons) (n=)

Telephone follow-up at twelve months
post-intervention** (n=)
Discontinued intervention (reasons) (n=)
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