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ABSTRACT

Introduction: Tobacco use is the leading single preventable cause of deaths
globally. Every year around 7 million deaths are due to tobacco use. Almost
half of the tobacco users are dying prematurely due to tobacco related
causes every year. In India, tobacco related mortality is estimated to be 1.3
million. Smoking is contributing in increasing burden of non-communicable
diseases a major way. If this trend continues deaths due tobacco use will

account for 13% of all deaths in India by 2020.

In India according to Global Adult Tobacco Survey 2 (GATS 2) survey, the
prevalence of current tobacco use was 28.6% among those aged 15 years
and above and nearly 38.5% of smokers made an attempt to quit smoking
using various methods of quitting for the past 12 months. But few are
successful in the quitting. To support such attempts at quitting the efforts

need to be expanded.

Brief or very brief interventions/counselling can be delivered in various
modes, the most commonly used one being face-to-face counselling. This
cannot be used to address large numbers, for which telephonic counselling
is a better tool. The Cochrane review in 2013 has showed telephonic
counselling to improve quitting by around 27%. There was a mixed result
in terms of dose response i.e, number of calls needed to make the

intervention more effective.
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Telephone counselling may be a cost-effective way of providing individual
counselling. Telephone contact can be timed such that it could maximize the
level of support around a planned quit date, and counselling can be
scheduled in response to the needs of the participant. There is no study from
India which has assessed the effectiveness of telephonic counselling in
improving the change in behaviour to quit tobacco. This study is intended
to test the same in settings of low and middle-income country like India and

also generate evidence to scalability under relevant national programs.

Objectives:

Among patients seeking care at screening out-patient department (OPD)
who are tobacco users at R L Jalappa Hospital and Research Centre

(RLJH&RC), Kolar.

Primary objective:

To assess the effectiveness of monthly individualized very brief telephonic
counselling in changing the behaviour to quit tobacco according to the

trans-theoretical model.

Secondary objectives:

1. To determine the proportion of individuals who are dependent on tobacco

by using Fagerstrom Test for Nicotine Dependence (FTND) questionnaire.
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2. To assess the level of motivation to quit tobacco among those who are

willing to quit by using Richmond test for motivation.

Materials and methods: A facility based-open label parallel design
Randomized Controlled Trial conducted during the months of May 2019 and
June 2020. A total of 248 current tobacco users were recruited as per systematic

random sampling. They were randomised into two equal parts after giving baseline
face-to-face counselling to quit tobacco to all the participants. For intervention
group monthly individualized very brief telephonic counseling was given for three
consecutive months. The outcome (change in behaviour to quit tobacco) was
assessed after six months from the date of recruitment for both intervention and

control group.

Results: At baseline, about 41%, 39.1% and 19% of the study participants
were in the pre-contemplation, contemplation, and preparation stage

respectively.

Around 36 percent of the smokers were very high nicotine dependent and
36% of smokeless tobacco users were high dependent on nicotine. About
52% of the study subjects were having low level of motivation to quit

tobacco.

About half of the study subjects were in low level of motivation to quit
tobacco. Around 34% and 13.3% were in medium and high level of

motivation to quit tobacco.

According to the intention-to-treat analysis for change in behaviour to quit
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tobacco, about 50% in intervention group and 33% control had positive
change in behaviour which was statistically significant {RR, CI : 1.5, (1.11

2.05) (p=0.008)}.

According to per protocol analysis for change in behaviour to quit tobacco
about 72% in intervention group and 48.23% in control group had positive
change in behaviuor and the difference was statistically significant { RR,

(CI): 1.49, (1.15 1.93) (p=0.002)}.

Conclusion: The current study shows that very brief telephonic

counselling was effective in changing the behaviour to quit tobacco among
the current tobacco users and is feasible and acceptable to the tobacco

users.

Key words: Change in behaviour to quit tobacco, Telephonic counselling,

Nicotine dependency level, motivation to quit tobacco
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1. INTRODUCTION

Tobacco use is the leading single preventable cause of deaths globally. According to
the World Health Organization(WHO), every year around 7 million deaths are
attributed to the use of tobacco.® Almost half of the tobacco users are dying
prematurely due to tobacco related causes every year.) Around 80% of the world’s

1.1 billion smokers live in low and middle income countries.®

India is the third largest tobacco producing nation and second largest consumer of
tobacco world-wide. Death due to tobacco in India is estimated to be 1.3 million.G#
Of these 1 million deaths are due to tobacco smoking and the rest are due to use of

smokeless tobacco.

Smoking is contributing to increasing burden of non-communicable diseases in a
major way. If this trend continues deaths due tobacco use will account for 13% of all

deaths in India by 2020.®)

One feature of tobacco related morbidity in India is the high incidence of oral cancer,
exceeding even that of lung cancer and accounting for almost half of all oral cancers
in the world.® India has the highest burden of both tuberculosis (TB) and Multi-Drug
Resistant (MDR) TB based on estimates reported in Global TB Report 2016.("

Smoking increases the risk of TB by more than two-and-a-half times.®

According to Global Adult Tobacco Survey 2 (GATS 2) survey in India, the
prevalence of current tobacco use among those aged 15 years and above is found to
be 28.6% and among men it is 42.4 % and among women is 14.2%. Nearly 38.5% of
smokers and 33.2% of smokeless tobacco users have made an attempt to quit tobacco
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using various methods of quitting in the past 12 months. But few are successful in

the quitting. But few are successful in the quitting.®

According to GATS 2, in Karnataka, about 22.8% of adults aged 15 and above are
current tobacco users, of which 19.6% are current daily users and 3.2% are occasional
users of tobacco. The prevalence of current tobacco use among men is 35.2% and
among women is 10.3%. The mean age of tobacco use initiation was 19.8 years and
around 51.5% of smokers and 44.6% of smokeless tobacco users have made quit

attempt.® To support such attempts at quitting the efforts need to be expanded.

At any age, quitting tobacco is beneficial for health; tobacco cessation is one of the
best ways to add years to a tobacco user’s life.1? Tobacco cessation is a complex
process involving many unsuccessful attempts of quitting before attaining successful
long-term abstinence.®V In the framework of tobacco control interventions, the
Transtheoretical Model (or the ‘Stages of Change’ model) proposed by Prochaska
and DiClemente is the most widely accepted one.? Transtheoretical Model
proposes that tobacco users move linearly through distinct stages before they can quit
successfully; and may relapse to earlier stages before achieving complete abstinence.
These stages are Precontemplation, Contemplation, Preparation, Action and
Maintenance.*® According to this model, tobacco cessation interventions should be
matched according to the tobacco user’s stage of readiness to quit and this may

increase the prospect of positive behavioural change.*

Apart from readiness to quit, nicotine dependency also has an important role in
determining the success of tobacco quit attempt. Tobacco users who want to quit
after becoming aware of the adverse effects of tobacco on health are unable to do so

because of the addictive nature of nicotine (WHO). Since the majority of smokers
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smoke for most of their life alternating between periods of remission and relapse,
nicotine dependence is recognized as a chronic and relapsing disease.*®Withdrawal
symptoms commonly found among tobacco dependent individuals are strongly
associated with relapse. Tobacco dependent people, despite having high motivation,
made unsuccessful quit attempts.® They are also at higher risk of poor quality of

life, functional impairment and mental disorders like major depression and anxiety.

Motivation to quit tobacco use is also found to be a predictor of cessation. Whether
a tobacco user succeeds in quitting depends on the balance between that individual’s
motivation to quit (i.e., expected benefits of tobacco cessation) and the degree of
nicotine dependence.®” According to the trans-theoretical model, tobacco users who
prepare their attempts to stop well in advance increase their chance of success. Thus,
in an assisted tobacco-cessation program the motivation to quit should be the pre-

requisite to engage in a cessation attempt.®®

In developing countries like India, most tobacco users are unaware of the harmful-
effects of sustained tobacco use.® The tobacco cessation approaches for tobacco
users who are aware of ill-effects of tobacco vary from those who are unaware.
Hence, tobacco cessation strategies need to be tailor-made based on the individual’s
tobacco-use behaviour.*® However, limited literature is available on stages of
behavioural change among tobacco users from India. The stages of behavioural
change among tobacco users will help the attending physician to individualize the
tobacco treatment strategies using combination of behavioural counselling and

pharmacotherapy.

Brief or very brief interventions/counselling can be delivered in various modes, the

most commonly used one being face-to-face counselling. This cannot be used to
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address large numbers, for which telephonic counselling is a better tool. The
Cochrane review in 2013 has shown telephonic counselling to improve quitting by
around 27%. There was a mixed result in terms of dose response i.e., number of calls

needed to make the intervention more effective.@?

Telephonic counselling may be a cost-effective way of providing individual
counselling. The telephonic contact can be timed such that it could maximize the
level of support around a planned quit date, and counselling can be scheduled in
response to the needs of the participant. There is no study from India which has
independently assessed the effectiveness of telephonic counselling in improving the
behavioural change in quitting tobacco. This study was conducted to test the same in
settings of low and middle-income country like India and to generate evidence to

scalability under relevant national programs.
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2. OBJECTIVES

Among patients seeking care at screening out-patient department (OPD) who are
tobacco users at R L Jalappa Hospital and Research Centre (RLIH&RC), Kolar.
Primary objective:

To assess the effectiveness of monthly individualized very brief telephonic
counselling in changing the behaviour to quit tobacco according to the trans-
theoretical model.

Secondary objectives:

1. Todetermine the proportion of individuals who are dependent on tobacco by using

Fagerstrom Test for Nicotine Dependence (FTND) questionnaire.

2. To assess the level of motivation to quit tobacco among those who are willing to

quit by using Richmond test for motivation.
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3. REVIEW OF LITERATURE

3.1 Tobacco usage

Tobacco are the products which are completely or partially made of the tobacco leaf
as raw material which are manufactured to be used for smoking, sucking, chewing,
or snuffing. The type of tobacco use by the individual is dependent on many factors.
Khaini -a tobacco, lime mixture was the highest used tobacco product in India, and
this was used by 11.2% of adults. The next most used tobacco product was bidi and
was smoked by 7.7 percent of adult Indians. Gutka - a tobacco, lime, areca nut
mixture- ranks the third (6.8%) and betel quid with tobacco ranks the fourth (5.8%).
The most commonly used tobacco products by men were khaini (17.9%) and bidi
(14.0%) whereas among women, the three smokeless tobacco products i.e., betel
quid with tobacco (4.5%), khaini (4.2%) and oral application products (4.3%) such

as mishri, gul, gudakhu are almost equally used products.®

3.2 lll-effects of tobacco use

Tobacco contains over 4000 chemical compounds which includes tar, carbon
monoxide, hydrogen cyanide, nicotine, naphthalene, acetone, ammonia, arsenic,
phenol, cadmium and polyvinyl chloride. Many of these agents are toxic and can
cause at least 43 types of cancers. Examples of these are nitrosamines and
benzopyrines. Smokeless tobacco is major concern in India and known to cause oral

cancer. There are evidence that it causes some other cancer as well.?D

Smoking also causes lung diseases such as chronic bronchitis and emphysema, and
it will also exacerbate asthma symptoms in adults and children. Cigarette smoking is
the most significant risk factor for chronic obstructive pulmonary disease. Smoking
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increases the risk of heart disease, it includes stroke, heart attack, vascular disease,

and aneurysm. @2

Secondhand and thirdhand smoking are also a significant public health concern.
Exposure to secondhand tobacco smoke in the home is a risk factor for asthma in
children. Thirdhand smoke: the chemical residue of smoking on surfaces where
smoking has occurred can persist long after the smoke, it is a potential danger,
especially to children, who not only inhale fumes released by these residues but also
ingest the residues that get on their hands after crawling on floors or touching walls

and furniture.®®

3.3 Nicotine dependence among tobacco users

Tobacco dependence is defined as “a cluster of behavioural, cognitive and
physiological phenomena that develop after repeated tobacco use and that typically
include a strong desire to use tobacco, difficulties in controlling its use, persistence
in tobacco use despite harmful consequences, a higher priority given to tobacco use
than other activities and obligations, increased tolerance and sometimes a physical

withdrawal state”.(?4

Nicotine is the main addictive chemical in tobacco which makes tobacco use a
powerful addiction. Nicotine produces temporarily pleasing physical and mood-
altering effects in the brain which alter the mesolimbic pathway; these effects
reinforce continual use of tobacco and nicotine dependence.® Although as per the
International Classifications of Disorders (ICD) and the ‘USA Diagnostic and
Statistical Manual’, nicotine dependence is a disorder; these systems determine
dependence only in a qualitative way. A metabolite in nicotine i.e., cotinine is

measured in serum or saliva to know the level of nicotine dependence in an
10



individual. But as the test is cumbersome, different questionnaires were developed
to find nicotine dependence.®® For clinical practice, there is a need for quantifying
dependence since it is a strong predictor of quitting tobacco. Therefore, the
‘Fagerstrom Tolerance Questionnaire’ or the ‘Fagerstrom Test for Nicotine
Dependence’ (FTND) for smokers and ‘Modified Fagerstrom Test for Nicotine
Dependence’ for smokeless tobacco was developed which is widely used to estimate
the degree of the tobacco users’ dependence on nicotine.?”) For an individual, who
wants to quit tobacco, the level of dependence will help to determine the suitable

counselling for tobacco cessation.

According to D’Souza et al in a study conducted in 2012 among 189 attendees of a
tobacco cessation clinic in Bangalore, about two-thirds of the smokers were reported
to have high levels of nicotine dependence (Fagerstrom score greater than or equal
to 6/10). The overall mean (SD) dependence score was 5.8 (2.5). Pre-contemplators
and contemplators had higher nicotine dependence scores compared to those in the
preparation/action stage among all types of tobacco users (exclusive smokers,

exclusive chewers and those who used both forms).2®)

According to Islam et al in a community-based cross-sectional study conducted in
2014 on 128 adult tobacco users in West Bengal, 63.4% of the study participants had
intention to quit tobacco and 80.9% were highly dependent on nicotine. Mean (SD)
FTND score was higher among those who did not intend to quit {7.76(1.90), p<
0.001} compared to those who intended to quit {4.65 (2.41)}. Majority of those who
were highly dependent on nicotine (n=49/60, 82%) had never made a previous quit

attempt.®®)
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Smokers with higher nicotine dependence had more serious withdrawal symptoms
than smokers with low nicotine dependence.®® Hence, smokers with low nicotine
dependence can quit more easily compared with smokers with high nicotine

dependence.®V

3.4 Health benefits of quitting tobacco

There are immediate and long-term health benefits. People start to reap the health
benefits within hours or even minutes of quitting tobacco use. One day of quitting
tobacco helps to reduce a person’s heart rate and blood pressure, and blood carbon
monoxide levels can be expected to return to normal. The circulation and lung
function of a quitter improves within 3 months of quitting smoking. Coughing and
shortness of breath will generally decrease within 1-9 months of quitting smoking.
The risk of death due to tobacco use also begins to decrease soon after quitting.
Current evidence suggests that the risk of death due to ischemic heart disease is
halved within 5 years of quitting, and the risk of stroke returns to that of a never
smoker within 5-15 years. Even the risk of death due to lung cancer will be reduced

by 30-50% within 10 years of quitting smoking.®?

3.5 Tobacco cessation interventions

Tobacco cessation support plays a significant role in reducing the prevalence of
tobacco use by improving the quit rate among tobacco users and should be made

readily accessible.

Without assistance only 4% of attempts to quit tobacco will succeed.®® Proven
cessation medication and professional support to a tobacco user can double his
chance of successfully quitting the tobacco.®® Various approaches have been
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developed to help people stop using tobacco. These range in terms of intensity, cost
and effectiveness. It is broadly categorized into Behavioural and pharmacological

interventions.

3.5.1 Behavioural intervention: Behavioural intervention for tobacco cessation are
generally low cost and can be very effective. Brief advice from health professionals
to a tobacco user as a part of their routine consultations or interactions helps
motivating people who might not otherwise seek tobacco cessation support and

encouraging them to quit.®®

Toll-free quit lines are a convenient way for tobacco users who are ready to quit and
can access brief and potentially intensive behavioural counselling. Those that use
quit lines increase their absolute quit rate by 4 percentage points, which is doubling
of success compared to those who attempt to quit without assistance.®¥ This quit rate
can be further increased if the quit line is “proactive” and counsellors make follow-
up calls to potential tobacco quitters. With the advent and spread of mobile phone
technologies, people who want to quit can now be accessed not only through
telephone calls but also via text messages. A major development in recent years has
been the mobile phone-based interventions for cessation which have been shown to
be very promising. Text message interventions can increase the absolute quit rate by

4%.9

3.5.2 Pharmacological interventions: It include nicotine replacement therapies
(NRTs) and medications which do not contain nicotine but reduce tobacco
withdrawal symptoms. Both forms of therapy are effective aids to help people to quit
tobacco use. Efficacy of pharmacotherapies is generally high and compared to people

who do not use an intervention, absolute quit rate increases can range from 6% for a
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single type of NRT to almost 15% for varenicline. Combining more than one NRT
(patches and a faster-acting form) can also increase the effectiveness of NRTs. Both
behavioural cessation support and pharmacotherapies are effective in helping people
to quit tobacco use. Combining both behavioural and pharmacotherapy interventions,

however, is more effective and can double the chances of successfully quitting.©®

Table 1. Types of tobacco cessation interventions.®®

Population level | Brief advice A few minutes of advice given
approaches to all tobacco users to stop
using tobacco and is given
during routine consultation
with a physician or Health care

worker

Quit lines A  telephone  counselling
service is provided through a
national toll-free quit line and it
involves both proactive and
reactive counselling. A reactive
quit line only responds to
incoming calls and provides an
immediate response to a call
made by the tobacco user,
whereas in proactive quit line, it
provides ongoing support by
scheduling a follow-up calls to

tobacco users.

mTobacco Personalized tobacco cessation

cessation support is given to a tobacco

user via mobile phone text

Behavioural interventions

messaging
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Individual Intensive

specialist Behavioural
approaches
support

It refers to individual or group
counselling to help people stop
their tobacco use. It includes all
cessation  assistance  that
imparts  knowledge  about
tobacco use and quitting and
provide support for changing

behaviour

Cessation Clinics

Tobacco cesstion clinics offer
intensive behavioural support,
and provide  appropriate
medications or advice delivered
by specially trained

practitioners.

Pharmacological intervention

Nicotine  replacement

(NRTS)

therapies

NRTs are available in several
forms including gum, lozenges,
patches, inhalers, and nasal
spray. These NRTs reduce
craving and withdrawal
symptoms by providing a low,
controlled dose of nicotine
without the toxins found in
cigarettes. The doses of NRT
are gradually reduced over time
to help the tobacco user wean
off nicotine by getting used to

less and less stimulation.

Non-nicotine pharmacotherapies

These include medications such

as bupropion, varenicline and

cytisine. These
pharmacotherapies reduce
cravings and  withdrawal

symptoms and decrease the
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pleasurable effects of cigarettes
and other tobacco products.

3.6 The trans-theoretical model for tobacco cessation

Tobacco cessation has now been understood as a process than a mere outcome of
‘quitting tobacco’. The ‘trans-theoretical model’ or the ‘stages of change model
(SOC)’ proposed by Prochaska and DiClemente examines this process through a

succession of ‘stages’ of behavioural change.®”

The trans-theoretical model interprets change as a process involving progress through
five stages. The different stages of behavioural change are — Pre-contemplation,

Contemplation, Preparation, Action and Maintenance.®)

Pre-contemplation stage is defined as the stage where “individuals are not intending
to change in the near future, i.e. in the impending six months.” They may be ignorant
or under informed about the consequence of their behaviour. Conversely, they may
have made several quit attempts (in the context of tobacco use) unsuccessfully and

now question their ability to successfully quit.

Contemplation is defined as the stage where “individuals intend to change in the
coming six months.” They are aware of the pros as well as the cons of changing their
behaviour. Because of this equilibrium between the pros and cons, they may develop

an unsureness which cause them to be stuck in this stage for long periods of time.

Preparation is defined as the stage where “individuals intend to act in the immediate

future, i.e. in the next thirty days”. They have usually taken some noteworthy action
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like successfully having quit for 24 hours in the last year. Individuals in this stage
have an action plan; for example, consulting their physicians, reducing the number

of beedis or cigarettes smoked, setting a quit date etc.

Action is defined as the stage where “individuals have made a definite evident
modification in their routine in the past six months”. Reduction in the number of
cigarettes smoked or substituting with low-tar varieties do not count as action, only

complete abstinence counts.

Maintenance is defined as the stage “where individuals have maintained the overt
specific modification for a period longer than six months and are working to avert

relapse”.

3.7 Stages of change of readiness to quit tobacco

The Global Adult Tobacco survey (2016-17) is a nationally representative
household survey of individuals aged 15 years and above. As per the survey, in India
among current smokers 8.4% were planning to quit within the next month
(Preparation); 13.1% were thinking about quitting within next 12 months, 33.9%
wanted to quit sometime in the future but not within the next 12 months(47%
Contemplation);42% were not interested in quitting smoking. Thus, 44.6% of
smokers were in the precontemplation stage. The proportion of the contemplators
and preparators decreased with increase in age and increased with increase in
education attainment. The distribution of smokers across stages did not differ with

different occupational groups.®

Among smokeless tobacco users, 7.8% of current users planned to quit within the

next month (Preparation); 11.7% within the next year but not in the next month and
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30.2% wished to quit sometime in the future but not in the next 12 months (41.7%
Contemplation). 47.8% of current smokeless tobacco users were not interested in
quitting. About 50.3% of smokeless tobacco users were in precontemplation stage.
The differentials in these proportions across age and education were similar to those

of smoking.®

In Karnataka, about 7.4% of current smokers and 7.9% of smokeless tobacco users
were planning to quit in next month; 17.3% of smokers and 13.2% of smokeless
tobacco users were thinking of quitting with in next 12 months; 41.2% current
smokers and 27.1% of smokeless tobacco users were willing to quit someday but not
in the next 12 months; 30.6% of smokers and 47.3% of smokeless tobacco users were
not interested in quitting; 2.6% of current smokers and 4.5 % of smokeless tobacco

users did not know about quitting tobacco.®

According to D’souza et al a descriptive study conducted among 189 attendees in
the tobacco cessation clinic of a tertiary hospital in Bangalore, the patients’ baseline
motivational stage was as follows: 14% were in Pre-contemplation (With no
intention to quit tobacco), 48% in Contemplation( Awareness that smoking is a
problem but with ambivalence about the perspective of changing and hence no quit
date planned), 37% in Preparation/Action (6-month intention to quit/Has quit in the
last 1-month or 1-month intention to quit) and 1% in Maintenance (Has quit for more
than 1 month). There was an inverse relationship between nicotine dependence and
motivational stages across all types of tobacco users — smokers, smokeless tobacco

users and those who used both forms.@®
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A cross-sectional study done by Daoud et al in 2015 among a random sample of 735
Arab minority men in Israel who were current smokers, 61.8% were in the
precontemplation stage, 23.8% were in the contemplation stage and 14.4% were in
the preparation stage. The factors significantly associated with ‘SOC’ of readiness to
quit smoking were marital status, educational level, and presence of a chronic
disease. Majority of the participants in the pre-contemplation stage were unmarried
(65.8%, p=0.039), were educated up to high school (63.7%, p= 0.023) and had a
lower probability of having a chronic disease (66.3%, p<0.001). Age and
employment status were not found to be associated with the ‘stages of change’. The
smoking-related factors significantly associated with SOC were duration of smoking,
previous attempts to quit smoking and knowledge of ill effects of smoking. Pre-
contemplators had long term (>=21 years, 67.8%) or short term (<=5 years, 67.8%)
duration of smoking (p=0.025), didn’t attempt quitting earlier (71.9%, p <0.001) and
had low scores on knowledge about ill-effects of tobacco. Age of initiation of
smoking, the quantity of cigarettes smoked per day and nicotine dependence scores
were not significantly associated with SOC. After multivariate analysis, presence of
a chronic disease, shorter duration of smoking, higher number of quit attempts and a
higher score on knowledge about ill-effects of tobacco were significantly
associated with the probability of being in an advanced stage of readiness to quit
smoking whereas number of years of schooling and marital status were not

significantly associated.®%

According to a cross sectional analysis done by Mbulo et al in 2015 on data from
the Global Adult Tobacco Survey 2009-2013 from 21 countries, most smokers were
found to be in the pre-contemplation stage after which was contemplation stage and

then preparation stage across all countries. Three fourths i.e. 74.8% of smokers were

19



categorized into pre-contemplation stage; this ranged from 61.4% in Qatar to 89.5%
in Indonesia. Smokers in the contemplation stage ranged from 7.1% in Indonesia to
31.2% in Qatar. The preparation stage had the lowest proportion of smokers with an
average of 6.7%, ranging from less than 3% in China, Greece, Russia and Thailand

to 12.9% in Nigeria.4®

In a descriptive study conducted by Sharifirad et al in 2012 among conveniently
selected 578 students of six Iranian universities aged between 18-49 years, 55.5%
were reported to be in pre-contemplation stage, 18.9% in contemplation stage, 17.1%
in preparation stage, 4.7% in action and 3.8% in maintenance stages. The mean (SD)

age of initiation was 18.4 (3.2) years.“?

Table 2. Studies on Stages of Change (SOC) in tobacco use have used different

definitions for the stages as shown below:

Stage Description and references

Pre-contemplation 1. Currently smoking and not seriously considering
quitting within the next 6 months.(37,42,43)

2. No or never intending to quit.(28,39,44)

3. Did not make a quit attempt in the past 12 months
and do not consider quitting in the next 12

months.“9)

Contemplation 1. Currently smoking and seriously considering

quitting in the next six months but not in the next
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30 days; had not made a 24 quit attempt in the past
one year or both.®"
Thinking to quit in the next 6 months.#°43)

Considering quitting within the next 12 months.“?

. Awareness that smoking is a problem but with

ambivalence about changing, hence no quit date

planned.®®

Preparation

Planning to quit within next 30 days; have made a
24-hour quit attempt in the past year.(37:40:43.45)
Thinking to quit within next month.“#243)

6-month intention to quit.®®

Action

Quit smoking for 6 months.*3)

. When a daily smoker has achieved 24 hours

abstinence lasting up to 6 months of cessation
Former smoker.4
Has quit in the last one month or one-month

intention to quit .%®)

Maintenance

. Abstinent for 6 months to 5 years.®%

Changed overt behaviour for more than 6
months.“?

Has quit for more than one month.?®
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3.8 Level of motivation to quit tobacco among current users who wish to quit

Motivation refers to “a fundamental mechanism or pattern of mechanisms that lie at
the heart of why and how people change addictive and health behaviours”. Being
motivated to change a behaviour is vital to an individual’s performance and whether
or not a successful outcome is accomplished.“® The Richmond test is one of the
scales among different questionnaires available to assess a tobacco user’s level of

motivation to quit.

Table 3. Balance between the level of motivation and the degree of nicotine

dependence-*"
Motivation
High Low
e Unlikely to stop but e Likely to stop
could do so without with minimal
High Be_lp _ _ help
e Primary intervention :
Dependance goal is to increase * _Prlmary . I
motivation !ntervgntlon goe}
is to trigger a quit
attempt
Unlikely to stop Unlikely to stop
Primary intervention without help but
Low goal is to increase would  benefit
motivation to make from treatment
smoker receptive to Primary
treatment for intervention goal
dependence is to engage
smoker in
treatment

Whether a tobacco user makes a successful quit attempt depends on the balance

between their motivation to stop tobacco use and their degree of dependence on
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tobacco.(17) Those who are highly motivated to quit but also are highly dependent

on nicotine should be focused on in engaging in a cessation clinic.

In a cross-sectional study conducted in 2013 among 111 smokers in Lebanon by Bou
et al, the mean (SD) score of Richmond test measuring the level of motivation of
smokers to quit smoking was 4.41 (2.61); this corresponded to a weak motivation of
the participants to quit smoking. Most of the participants were men (59.46%), had a

mean (SD) age of 44.9 (16.01) years and were educated (68.47%).“"

3.9 Effectiveness of telephonic counselling following face-to-face counselling in

improving quit rate among tobacco users

According to Jayakrishna et al, a community-based study done to assess the
effectiveness of a smoking cessation intervention in rural Kerala state, India.
Multiple approaches have been tried for the intervention group where the priority
was given to face to face interview and telephonic counselling and control group
receiving general awareness training and anti-tobacco leaflets. Self-reported smoking
status was assessed after 6 and 12 months. The results showed overall prevalence of
smoking abstinence was 14.7% in the intervention group and 6.8% in the control
group (Relative risk: 1.85, 95% CI: 1.05, 3.25). A total of 41.3% subjects in the
intervention area and 13.6% in the control area had reduced smoking by 50% or more
at the end of 12 months.“®)

A facility based; non-randomized controlled study was done in Beijing by Lei et al
in 2016 on effectiveness of additional telephone counselling in cessation of smoking.
This study was conducted among Chinese male smokers who sought treatment in a

part-time regular smoking cessation clinic of a large general hospital in Beijing and
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they have compared the quit rates of one group which received face-to-face
counseling (FC) alone (one session of 40 min) to another group which received the
same face-to-face counseling plus four follow-up sessions of brief telephone
counseling (15-20 min each) at 1 week, 1, 3 and 6 month follow-up (FCF) and no
smoking cessation medication was provided. The study was done on eligible male
smokers with total sample size of 547 (N = 547) and were divided into two groups:
FC (n = 149) and FCF (n = 398). Analysis by intention to treat, at 12-month follow-
up, the 7-day point prevalence and 6-month continuous quit rates of FC and FCF
were 14.8 % and 26.4 %, and 10.7 % and 19.6 % respectively. The adjusted odds
ratios (95 % confidence intervals) of quitting in FCF compared to FC was 2.34 (1.34—
4.10) (P = 0.003) and 2.41 (1.28-4.52) (P = 0.006), respectively. G

A facility based, longitudinal, non-randomized controlled study was conducted by
Lei et al on additional follow-up telephone counselling and initial smoking relapse
in Beijing. The smokers were non-randomized and divided into 2 groups: individual
face-to-face counselling group, and individual face-to-face counselling plus follow-
up telephone counselling group (FCF group). Initial smoking relapse timing was
compared between the groups. Of 547 participants, 457 smokers (117 in FC group
and 340 in FCF group) had achieved at least 24-hour abstinence. Most of the smoking
relapse had occurred in the first 2 weeks after the quit date. Smokers in the FC group
tended to relapse smoking earlier than FCF group and the log-rank test was
statistically significant with p=0.003.C%

According to Blebil et al, a study was conducted at 2 major hospitals in Penang,
Malaysia in 2014. Participants were randomly allocated into two groups, one group
had received the usual care that followed in the clinics (control) and the other group

had received usual care plus telephonic counselling during the first month of quit
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attempt (intervention). At the end of three months, control group was less likely to
quit smoking, 36.9% and 46.7% had quit smoking in control group and intervention
group respectively but was not statistically significant {OR (95% CI) 0.669 (0.395-
1.133), p = 0.86)}. However, at six months, 48.6% of the control group were quit
smoking successfully compared to 71.7% of the intervention group and was

statistically significant (p < 0.001).4%

The varied difference in the nature of quitting tobacco across various regions calls
for identifying country or region-specific interventions that would be accepted by the
community and can be practiced easily with the existing human resource and

allocated health budget.
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4. MATERIALS AND METHODS

4.1 Topography of Kolar district

INDIA i A N
KARNATAKA
KOLAR DISTRICT

0

RL Jalappa Hospital
and Research Centre

Figure 1. Map of Kolar district.®?

Kolar district is in the state of Karnataka, India. It consists of 6 taluks: Kolar,

Mulbagal, Malur, Bangarpet, Srinivaspur and Kolar Gold Fields. According to 2011

census the total population of Kolar is 15,36,401 with 7,76,396 males and 7,60,005

females.®?

4.2 Study design

This is a Facility based — open label parallel design randomized controlled trial.
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4.3 Study setting

RL Jalappa Hospital and Research Centre (RLJH & RC), a tertiary health care centre

in Kolar.

4.4 Study duration

The study was conducted between May 14", 2019 and June 30", 2020.
4.5 Study population

All patients from Kolar who are currently tobacco user (who have used any form of
tobacco at least once in the last one month) for any duration, seeking care at screening

OPD of RLIH&RC, Kolar.
4.6 Sample size calculation

Assuming 20% change from pre-contemplation phase to contemplation phase and
above with baseline pre-contemplation phase of 50% among tobacco users,
confidence interval of 95%, power of 80% and dropout rate of 30%, with a 1:1
allocation ratio between two groups the minimum required sample size was
calculated to be 124 in each of the two groups i.e., a total of 248 tobacco users

(calculated using OpenEpi Version 3.01).

N1=[Za2+21-5]° PA(r+1)
r(pi-p2 )?

and

No= N1
where

n1= number exposed
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n2 = number unexposed

Zq» = standard normal deviate for 2 tailed test based on alpha level (relates to the
confidence interval level)

zp = standard normal deviate for one tailed test based on beta level (relates to the
confidence power level)

r = ratio of unexposed to exposed

p1 = proportion of exposed with disease and g1 =1 - p1

p2 = proportion of unexposed with disease and g2=1 - p2

P=pi+prandq=1-p
r+1

Inclusion criteria:

All current tobacco users willing to participate (who have used any form of tobacco
at least once in the last one month) aged 18 years and above, residing in Kolar district
for at least last six months and having mobile/telephone at household (at least one
member in the family who dines with the participant at least once a day) attending

the screening OPD at R L Jalappa Hospital and Research Centre (RLIH&RC), Kolar.
4.7 Exclusion criteria:

Patients with history of any cancer and/or mental illness.

4.8 Sampling procedure

Systematic random sampling method was used to recruit the participants. Baseline
data collection and recruitment was done over a period of six and half months from
14" May 2019 to 10" December 2019. Assuming the daily adult OPD attendance to
be around at least 100, and 12% of them will be tobacco users; there will be around
12 tobacco users attending the screening OPD every day. After screening for

eligibility criteria, every 3" current tobacco user was included in the study and data
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was collected from 4 patients per day for 10 days in a month ( any 2 Monday, 2
Tuesday, 2 Wednesday, 2 Thursday and 2 Friday) for six and half months. Everyday
lottery method was used to choose the first number randomly (from 1 to 3) and then
took every third tobacco user until four tobacco users were recruited for the day. The
recruitment was done from 9 am to 4 pm at the Screening OPD with a break from

1.30 pm to 2.30 pm.

4.9 Randomization details

Randomization was done by an expert from the department of Community Medicine,
SDUMC and was not a part of the study. Randomization software was used to
generate random allocation sequence to allocate participants to either Group A
(intervention) or Group B (control group) with the ratio 1:1. Randomization sequence
was generated using block randomization with unequal block size and the allocation
sequence was concealed using sequentially numbered sealed opaque envelops. The
envelops were opened by investigator after finishing the baseline data
collection/recruitment for the day and allocated the respective participants into two

groups.

4.10 Study tool

A semi-structured questionnaire was developed based on the objectives of the study.
The questionnaire was translated into local language and back translated to English.
It was validated by pre-testing it among a subset of the sample population and

modifications were done accordingly
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The study variables were sectioned into five domains: socio-demographic
characteristics, tobacco use behaviour, stages of readiness to quit, nicotine

dependence and motivation to quit tobacco.

1. Socio-demographic characteristics: details on sex, age, education, occupation,
number of family members and monthly income.

2. Tobacco-use behaviour: details collected in this domain includes the age of
initiation of tobacco product, the type of tobacco product (smoke/smokeless/both),
the frequency of use (daily, few days in a week, occasionally), history of a
previous quit attempt, the purchasing and storing patterns.

3. Stage of readiness to quit questions were modelled on Prochaska and
DiClemente ‘s trans-theoretical model. These included patients’ knowledge of
harmful effects of tobacco, their willingness to quit, setting of a future quit date
and the actions taken to quit tobacco.®®

4. Nicotine dependence: was assessed by Fagerstrom Addiction Scale for Smokers

and Modified Fagerstrom Questionnaire for Smokeless Tobacco Users.

The Fagerstrom Addiction Scale for Smokers had a set of 8 questions having a
maximum score of 11, which categorises smokers into various grades of

dependence.

The Modified Fagerstrom Questionnaire for Smokeless Tobacco user had 9
questions with a highest possible score of 16. It categorises Smokeless Tobacco

Users into various grades of dependence.®)

5. The motivational level in participants who were thinking of quitting tobacco: was
assessed using the Richmond test for motivation. It is a four-item scale that

evaluates tobacco users’ motivation for tobacco cessation by assessing the
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readiness to quit if it were easily done. The Richmond test has a maximum score

of 10.6D

4.12 Pilot study

A pilot study was conducted among five current tobacco users attending screening
OPD of RLJH before the start of the study. Modifications to the questionnaire where
necessary were made based on the responses. These participants were excluded from

the study.

4.13 Approval for the study

The study protocol was approved by the Institutional Ethical review Committee
(IEC). CTRI registration was done before the starting the study with registration

number CTRI/2019/05/019088.

4.14 Study variables

a. Independent variables: Socio-demographic variables including:

1. Age: Age was considered in completed years at the time of interview

2. Gender: Male and Female

3. Socio- economic status - modified B.G Prasad scale (May 2019) was used to

classify socio-economic status of study participants
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Table 4. Modified B G Prasad socioeconomic status classification, 2019.¢2

Monthly  per capita | Socio-economic class
income in Rupees (May

2019)

Rs 7008 and above Upper class

Rs 3504-7007 Upper middle class
Rs 2102-3503 Middle class

Rs 1051-2101 Lower middle class
Below Rs 1050 Lower class

4. Occupation —The engagement in a particular income earning activity for the major

part of the day was categorized as main occupation.

Table 5. Classification of individuals according to their occupation.®®

Professional Doctor, Engineer, Principal, Lawyer, Military officer,
Senior executive, Business Proprietor, Writer,
Scientist, Large employer, Director, University

Professor, Police officer, Others (Horse rider)

Semi Professional | Teacher, Pharmacist, Social worker, Owner of small
business and manager, Farmer, others (Computer

programmer, constructor, Govt employee, Nurse)

Skilled worker Artisans, clerk, Supervisor, Carpenter, Tailor,
Mechanic, Electrician, Railway guard, Painter,
Modelor, Smiths, Baker, Driver, Shop assistant, Petty
trader, constable, soldier, potter, barber, linesman,
others ( tinkering, welder, gardener, cook, mason,

postman, plumber)

Semi-skilled Factory operator, Agricultural labour, shoemaker,

security guard, shop helper

Unskilled Labourer, Domestic servants, peon, sweeper,

washerman, others.
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5. Education: Number of years of education was considered.

6. Marital status: unmarried, married, widow/widower/separated/divorcee

7. Presence of co-morbidity

Tobacco use related variables including:

9. Age at initiation of tobacco use in years

10.

11.

12.

14.

15.

16.

17.

18.

19.

20.

Type of tobacco product - smoke/smokeless/both

Type of smoke form tobacco includes beedi/cigarette/cheroot/beedi & cigarette

Type of smokeless form tobacco includes betel quid/hans or pan parag/snuff

Frequency of use — occasionally/few days in a week/daily

Tobacco purchasing behaviour - single unit/many units at a time/ in packets

Number of cigarettes smoked per day

Number of beedis smoked per day

Storing tobacco products at home/workplace for use in spare time — yes/no

Knowledge of ill-effects of tobacco - yes/no

Previous attempt to quit — yes/no
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b. Outcome variables

Stage of readiness to change categorized into pre-contemplation, contemplation,
preparation and action. Proportion of study participants in precontemplation,
contemplation, preparation and action stages.

Nicotine dependence level: Proportion of individuals with low, medium and high
dependence.

Fagerstrom Addiction Scale for Smokers score:

Score 0-2 = very low

Score 3-5 = medium dependence

Score 6-7 = high dependence

Score 8-11 = very high dependence

Modified Fagerstrom Questionnaire for Smokeless Tobacco Users:

Score 0-4 = low dependence

Score 5 -8= medium dependence

Score 9-12= high dependence

Score 13-16 =very high dependence

Motivation level — Proportion of individuals with low, medium, and high level of
motivation.

Richmond score 0 to 6 classified as “low motivation”, 7 to 9 as “‘medium motivation”

and = 10 as “high motivation”
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4.15 Study procedure

4.15.1 Eligibility screening

The tobacco users were screened as per the systematic random sampling. Those
fulfilling the inclusion criteria were requested to participate in the study; all those

who gave informed written consent were included in the study.

4.15.2 Baseline assessment/recruitment

All the participants after obtaining informed written consent were interviewed using
the semi-structured questionnaire. After administering the questionnaire, a face-to-
face counselling was done by the investigator for not more than 5 minutes. This face-
to-face counselling was based on the 5 A’s strategy of World Health Organization
{ask (identify smoking status), advise patients to quit smoking, assess readiness to
quit, assist with making a quit attempt, and arrange follow-up}.(54) This did not
exceed five minutes (brief advice). The phone number of the investigator was given
at the end and was informed about the monthly follow up call they will be receiving
for next three months if they are in intervention group and all will be called at after

six months from the date of enrolment to know about their status of quitting.
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4.15.3 Intervention details

For the intervention group three phone calls were made one month apart in the first
three months. The telephonic counselling for less than 90 seconds (very brief advice)
was done, and the counselling was based on the individual’s baseline level of nicotine
dependence and their level of motivation to quit. The telephonic calls were made at
the time convenient to the participant. Those who did not respond to the call, one
more telephonic call after one hour was made to contact the participant on that
particular day allotted for the participant and the procedure was repeated for the next
two days until the telephone call is answered and those not answered were considered
as ‘not receiving the intervention’ for that month. Effort was made to make three
telephonic calls within the first three months with four weeks gap between successful
calls and in those who missed intervention, extension was done so as to they finish
three telephonic counselling within six months of recruitment. Those who have not
received the intervention calls for two successive months were considered as ‘loss to
follow up’ and were removed from per protocol analysis but were included in the
intention to treat analysis. Figure 2 shows the flowchart of telephonic counselling
followed and it is based on the 5 A’s strategy of World Health Organization (ask
(identify smoking status), advise patients to quit smoking, assess readiness to quit,

assist with making a quit attempt, and arrange follow-up).®*
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Figure 2. Flow chart of telephonic counselling followed.(24)

ASK- Does the participant still use
the tobacco?

If yes, advised to quit

ASSESS - if the
participant ready to quit?

If yes

if no

ASSIST -
appropriate
treatment

|

ASSIST —
Promote
motivation to
quit

ARRANGE -
for follow up
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Table 6. Examples for very brief telephonic counselling

Scenario

Very brief telephonic counselling (less than

90 seconds)

If the participant is in pre-
contemplation stage (who is

not ready to quit tobacco)

Advise: “quitting tobacco is important for you
now and Cutting down when you are ill is not
enough and it is the most important thing you
can do for your health and your family’s
health.” “I can surely help you in this matter.”
Iliness related to tobacco use, its social and
economic cost, the impact of tobacco use on
children and others in the household was told.
Benefits of quitting tobacco was told. Assessed

if they are willing to quit.

Contemplation (planning to

quit within 6 months)

Advice: health effects of tobacco use were told
and encouraged them by telling “quitting is
possible with will power and support from the
family, friends, peer group and health
professionals.” Motivated them to quit and
suggested them to use nicotine gums (available
at tobacco cessation centre, at district hospital,

Kolar)

Preparation stage (planning

to quit within 1 month)

Advised them to set a quit date and to tell their
family, friends and relatives about their plan of
quitting tobacco & to seek their help. Also told

them to remove tobacco products in the
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surrounds and at work place. Also explained

how treatment (NRT) helps in quitting

Action stage (quit tobacco in | Praised them and encouraged them to continue
last 1 month) abstinent. Also told about some common

withdrawal symptoms and coping strategies.

4.15.4 End assessment

After six months of recruitment telephonic calls were made to all the participants
(both the groups) and tobacco use questionnaire was administered to see the
behaviour change in the intention to quit tobacco. Those who have not responded,
one more telephonic call after one hour was made to contact the participant on the
particular day allotted for that participant and the procedure was repeated for the next
two days until the telephone call is answered. Those who did not answer the end

assessment call was considered as ‘loss to follow up’.

4.16 Operational definitions

Current tobacco user — an individual who has used any form of tobacco at least

once in the last 30 days.

Pre-contemplation stage — This is a stage during which a tobacco user has not

considered quitting.
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Contemplation — This is a stage during which individuals are using tobacco and are

considering quitting in the next six months.

Preparation — This is a stage during which a tobacco user is preparing

(experimenting with different ways) to quit in the next thirty days.

Action — A stage during which a tobacco user has quit using tobacco somewhere in
the last one-month period. The individual has used tobacco in the last one month but

has quit at the time of data collection.

Nicotine Dependence: Fagerstrom Test score >6 was considered as high dependence

on tobacco for smoke forms and >9 for smokeless forms of tobacco.

Motivation to quit tobacco: Richmond score = 10 was considered as high level of

motivation to quit tobacco.

Measurement of outcome variable:

1. Stage of readiness to change categorized into pre-contemplation,
contemplation, preparation and action. Proportion of study participants in pre-
contemplation, contemplation, preparation and action stages will be described.

2. Nicotine dependence level: Proportion of individuals with low, medium and
high dependence will be described.

Fagerstrom Addiction Scale for Smokers score: 0-2 very low, 3-5 medium
dependence, 6-7 high dependence, 8-11 very high dependence

3. Modified Fagerstrom Questionnaire for Smokeless Tobacco Users score 0-4
low dependence, 5-8 medium dependence, 9-12 high dependence, 13-16 very

high dependence.

41



Motivation level — Proportion of individuals with low, medium, and high level of

motivation were described.

Richmond score 0 to 6 classified as “low motivation”, 7 to 9 as “medium

motivation” and =10 as “high motivation”.
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Figure 3. Flowchart depicting the participant’s recruitment and study

procedure

Current Tobacco User attending
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4.17 Statistical analysis

Data entry was done using EpiData Entry Client v3.1 and were analysed using IBM

SPSS Statistics 22 and STATA v12.

Continuous data like age, age at tobacco initiation, number of cigarettes smoked per
day, number of beedis smoked per day were summarized as Mean and Standard

deviation (SD)

Categorical variables like gender, socio-economic status, education, occupation,
presence of co-morbidity, type of tobacco product, type of smoke form, type of
smokeless form, frequency of use, tobacco purchasing behaviour, storing tobacco
products, knowledge of ill-effects of tobacco, previous quit attempt, nicotine
dependence level, stage of change, and motivational level were summarized as

proportions.

Differences in socio-demographics and tobacco-use behaviour across the groups
were assessed using the Chi-square test for categorical variable and t test for
continuous variable. A p- value of < 0.05 was accepted as statistically significant.
Relative risk was calculated to assess the effectiveness of intervention with 95%
confidence interval. Both Intention-To-Treat (ITT) analysis and Per-Protocol-
analysis were done and reported separately. A p <0.05 was accepted as statistically

significant.
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5.RESULTS

The study was conducted among 248 patients seeking care at screening out-patient
department (OPD) who are tobacco users at R L Jalappa Hospital and Research
Centre (RLIH&RC), Kolar.

Comparison of sociodemographic characteristics across two groups

The baseline socio-demographic characteristics of the adult tobacco users across two
groups are depicted in Table 7. The mean (SD) age in years in intervention group
was 46.8 (12.7) years and in control group was 46.4 (13.9) years. More number of
study participants were males, 62.10% and 59.7% in intervention group and control
group respectively. Education status across the groups were almost similar in both

the groups.

Distribution of occupation across the groups were almost similar and more than half
of the participants were unskilled workers. The distribution by marital status across
two groups were almost similar. Majority of them were married at the time of the
data collection in both the groups (more than 90%). The study participants who
belongs to lower middle class (social class IV) were 29.8% in group A and 28.2% in
group B, the distribution across the groups were almost similar. In about 12.9% in

group A and 11.3% in control group were having chronic morbidity.
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Table 7. Baseline socio-demographic characteristics of adult tobacco users

across two groups (N=248)

Variable Classes Intervention Control p value®
group(n=124) group(n=124)
n (%) n (%)
Mean age in - 46.8 (12.7) 46.4 (13.9) 0.841°
years (SD)
Gender Male 77 (62.1%) 74 (59.7%) | 0.696
Female 47 (37.9%) 50 (40.3%)
Educational Iliterate 63 (50.8%) 61(49.2%) 0.983
status Primary school 7 (5.6%) 6 (4.8%)
Middle school 12 (9.7%) 19 (15.3%)
High school 26 (21%) 22 (17.7%)
PUC and above 16 (12.9%) 16 (12.9%)
Occupation Skilled* 14 (11.3%) 18 (14.5%) 0.300
Semi-skilled 35 (28.2%) 44 (35.5%)
Unskilled 58 (46.8%) 52 (41.9%)
Unemployed 17 (13.7%) 10 (8.1%)
Marital Married 109 (87.9%) 108 (87.1%) 0.848
Status Others® 15 (12.1%) 16 (12.9%)
Socio- Social class | 7 (5.6%) 11 (8.9%) 0.612
Economic Social class I 25 (20.2%) 26 (21.0%)
Status” Social class III 26 (21.0%) 31 (25%)
Social class IV 37 (29.8%) 35 (28.2%)
Social class V 29 (23.4%) 21 (16.9%)
Chronic No 108 (87.1%) 110 (88.7%) 0.697
morbidity Yes 16 (12.9%) 14 (11.3%)

A Chi-square test, $ t test, # includes Professional, semi-professional and skilled,

@ Includes Unmarried, widow, widower, divorcee, separated,

*According to modified B G Prasad classification 2019
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Table 8. Baseline tobacco use behaviour of adult tobacco users across 2 groups

(N=248)
Variable Classes Intervention Control p
group(n=124) | group(n=124) | value"
n(%) n(%)
Type of tobacco Smoke 43 (34.7) 42 (33.9) 0.940
product Smokeless 77 (62.1) 77 (62.1)
Both 4 (3.2) 4 (4.0%)
Frequency of use Occasionally 5 (4.0%) 6 (4.8%) 0.778
Few days in a 13 (10.5%) 10 (8.1%)
week
Daily 106 (85.5%) 108 (87.1%)
Purchasing pattern Single unit 29 (23.4%) 29 (23.4%) 0.507
Many units at a 56 (45.2%) 48 (38.7%)
time
In packets 39 (31.4%) 47 (37.9%)
Keeping tobacco No 67 (54.0%) 63 (50.8%) 0.611
products at home Yes 57 (46.0%) 61 (49.2%)
or workplace
Knowledge of No 49 (39.5%) 63 (50.8%) 0.074
harmful effects of Yes 75 (60.5%) 61 (49.2%)
tobacco
Ever thought of No 49 (39.5%) 47 (37.9%) 0.794
quitting tobacco
Yes 75 (60.5%) 77 (62.1%)
Plan to quit No 45 (36.3%) 35 (28.2%) 0.174
tobacco Yes 79 (63.7%) 89 (71.8%)
Time frame to quit No 43 (34.7%) 33 (26.6%) 0.168
tobacco Yes 81 (65.3%) 91 (73.4%)
Previous quit No 95 (76.6%) 93 (75%) 0.767
attempt Yes 29 (23.4%) 31 (25%)
Mean age of - 21.9 (8.9) 21.1 (9.0) 0.498°
initiation of
tobacco (SD) in
years

A Chi square test

$t Test
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The baseline distribution of tobacco use behaviour among adult tobacco users across
the groups are shown in Table 8. Most of the participants in the study were smokeless
(62%) tobacco users. About 34% and 4% of the study participants were smokers, and
both (smoking & smokeless) tobacco users respectively; the type of tobacco use was

similar across the groups.

Mean (SD) age of initiation of tobacco use in years was 21.9 (8.9) and 21.1 (9.0) in
group A and group B respectively. Majority of current tobacco users were daily users
about 85.5% in group A and 87% in group B. Tobacco purchasing pattern and

keeping those products at home/workplace were almost similar in the two groups.

The knowledge of harmful effects of tobacco use was more among the intervention

group (60.5%) compared to 49.2% in control group (p=0.074).

More number of the participants in both the groups had thought of quitting tobacco
in the past, 60.5% and 62.1% in intervention and control group respectively. About
63.7% in intervention group and 71.8% in control group were planning to quit in the
future. More number of participants in both the groups had a time frame to quit
tobacco and was almost similar across the groups. About 23.4% in intervention group

and around 25% in control group had made a quit attempt in the past.
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Figure 4. Baseline Stages of quitting tobacco among adult tobacco users

(N=248)
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Figure 4 shows the stages of quitting tobacco at the baseline. Among study
participants (N=248) more participants were in pre-contemplation stage (41.1%).

About 39.1% and 19.8% were in contemplation and preparation stages respectively.
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Figure 5. Baseline distribution of Nicotine Dependence among smoker’s

according to Fagerstrom Test for Nicotine Dependance (FTND)
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Level of Nicotine dependence

Figure 5 shows the baseline nicotine dependence among smokers (n=94). The mean
(SD) nicotine dependence score was 6.3 (2.5). More number of smokers were
medium (35.1%) and very high (36.2%) dependent on nicotine. About 4.4% and

24.5% were low and high dependent on nicotine, respectively.
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Table 9. Baseline distribution of Nicotine Dependence among smokeless tobacco

users according to Modified Fagerstrom Test for Nicotine dependance

Nicotine dependence among | Frequency n= 163 Percentage

smokeless tobacco users*

Mean score (SD) 7.9 (2.9)
Low (0-4) 21 12.9%
Medium (5-8) 82 50.3%
High (>9) 60 36.8%

Table 9 shows the nicotine dependence among smokeless tobacco users (n=163), the
mean (SD) score was 7.9 (2.9). About half of the smokeless tobacco users had
medium level of nicotine dependence. About 12.9% and 36.8% were low and high

dependent on nicotine respectively
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Table 10. Distribution of Level of motivation to quit tobacco among tobacco

users (N=248)

Level of motivation to quit* Frequency Percentage
(N=248)
Mean score (SD) 6.4 (2.3)
Low (0-6) 129 52.0%
Medium (7-9) 86 34.7%
High (=10) 33 13.3%

*Richmond test score

Table 10 shows the level of motivation to quit tobacco among study participants
(N=248). About half of them were having low level motivation to quit tobacco.
About 34% and 13.3% were having medium level and high level of motivation

respectively.
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Table 11. Stages of Change in behaviour to quit tobacco among tobacco users
according to intention-to-treat

Change in behaviour to quit tobacco — Intention-to-
treat
Total Yes RR® (95% CI) @ | p value”
n (%)
Intervention group 124 62 1.51(1.11 2.05) | 0.008*
(50%)
Control group 124 41
(33.0%)

$ Relative risk, @ 95% confidence interval, *p < 0.05 is significant

Table 11 shows the intention-to-treat analysis for the change in behaviour to quit
tobacco. All the study participants (N=248) who were recruited initially were
included in the analysis by keeping no change in behaviour for those who were lost
to follow-up. In intervention group about 50% had positive change in behaviour
compared to 33% in control group. Among intervention group there is 1.5 times (1.11
2.05) higher chance of positive change in behaviour in quitting tobacco compared to

control group and is statistically significant with p=0.008.
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Table 12. At 6 month per protocol analysis of stages of change in behaviour to
quit tobacco among tobacco users

Change in behaviour to quit tobacco — per protocol
Total Yes RR® (95% CI1)@ | pvalue®
n (%)
Intervention group 86 62 1.49 (1.151.93) 0.002*
(72%)
Control group 85 41
(48.23%)

$ Relative risk, @ 95% confidence interval, *p < 0.05 is significant

Table 12 shows the per protocol analysis of change in behaviour to quit tobacco. In
intervention group out of 124 study participants 38 were lost to follow up (30% drop-
out rate) and remaining 86 were included in the analysis. Among them about 72%
had positive change in behaviuor in quitting tobacco. In control group, out of 124
participants 39 were lost to follow-up (31% drop-out rate) and remaining 85 were
included in the analysis. About 48.23% of them had positive change in behaviuor in
quitting tobacco. Among intervention group there is 1.49 times (1.15 1.93) higher
chance of change in behaviour to quit tobacco compared to control group and is

statistically significant with p=0.002.
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Table 13. Tobacco quit rate across the groups (N=248)

Tobacco | Group A (n=124) | Group B (n=124) Total p
quit status n (%) n (%) value@
Yes 32 (25.8%) 30 (24.19%) 62 (25%) 0.086
No 54 (43.5%) 55 (44.3%) 109 (43.9%)
Lost to 38 (30.6%) 39 (31.4%) 77 (31.1%)
follow-up

@ chi square test.

Table 13 showing the one month quit rate among the study participants (N=248). In
the intervention group 25.8% of study participants had quit the tobacco and in control
group 24.19% had quit the tobacco use but the difference across the groups were not

statistically significant.
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6 .DISCUSSION:

6.1 Tobacco use behaviour of the study participants

In the present study about 34% of the study participants smoked tobacco; smokeless
tobacco use was found in about 62% of the study participants and 3.63% used both
smoke and smokeless forms of tobacco. According to the GATS India Survey 2016-
17,® among the 28% of adults currently using tobacco in India, 10% are smokers,
21% use smokeless tobacco whereas 7% use both forms. The tobacco use pattern in
current study is comparable to the distribution of tobacco consumption in Karnataka
according to the GATS 2 Survey wherein among the 22.8% of current tobacco users,
around 6.5% are smokers, 14% are smokeless tobacco users and 2.3% use both
forms. However, the distribution of smokers is less when compared to a study by
D’Souza et al among participants attending a tobacco cessation clinic in Bangalore

where most of the participants (98%) were smokers.?®

In the present study about 86% of the tobacco users were current daily users. This is

comparable to the distribution of daily v/s occasional use of tobacco in another region

(D’Souza et al in Bangalore, Girgis et al in Australia).(28,55) It is seen that most of
the current tobacco users are daily users; 89% in India according to the GATS 2

Survey.®

In the present study about 54% of the participants reported knowledge of the harmful
effects of tobacco. This was less when compared to the findings of Safa et al in a
study among TB patients in Iran where 81% of the participants were aware of the
hazardous effects of smoking on the lungs.(43) This maybe because about 50% of

our study participants were illiterate. Also, according to the GATS Survey, it was
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found that perceptions of harmful effects of tobacco use lessen with increasing age
and more than 50% of our study participants were > 45 years old.® This could be an
implication for media strategies for circulating information on hazardous effects of
tobacco focusing on target groups like persons in older age group and with low

literacy levels.

The mean age of initiation of tobacco use this study was 21.5 years. This is
comparable to the findings of D’Souza et al (22 years).?® But this is higher in
comparison with GATS 2 survey where it is 18.7 years in India and 19.8 years in
Karnataka.® However, the age of initiation of tobacco use in the present study is
higher when compared to other countries where tobacco users initiate at a much

younger age.

6.2 Stages of change of readiness to quit tobacco

In the present study, around 41.1% of the participants were in the pre-contemplation
stage to quit tobacco, while 39.1% were in the contemplation stage. We could find
only very few studies from India reporting the tobacco users’ stages of readiness to
quit. According to GATS 2 Survey which reported that about 75% of the tobacco
users in India were in pre-contemplation stage and 13% were in contemplation
stage.® However, in a study by D’Souza et al, the same were reported to be pre-
contemplation (14%) and contemplation (48%).?® This difference in the stages from
our study could be due to the said study was conducted among patients attending a
tobacco cessation clinic who therefore are inherently different from other patients

attending outpatient clinics.
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In our study, more people were thinking of quitting tobacco when compared to the
participants in other studies by Daoud et al, Dotinga et al, Wewers et al where more
than 55% of the participants were in the pre-contemplation phase.®*#4%) This may
be because these studies were done in community settings, unlike the present study
where all the participants presented to the hospital would have been advised by their

physicians to quit tobacco. It may also be due to the social desirability bias.

In the present study, only 19.7% of the tobacco users were in the preparation stage
Preparation was reported to be 8.4% in the GATS 2 Survey and according to D’souza
et al, 37% were in the preparation/action stage.®?®) Increased access to cessation
therapies is needed to facilitate the movement of tobacco users across the stages, i.e.

from pre-contemplation stage to advanced SOC.

6.3 Nicotine dependence among the tobacco users

In the present study, among smokers (n=94) the mean (SD) dependence score was
6.31 (2.45). This was higher in compared to the mean dependence score as reported

by other studies {Daoud et al 4.2 (2.6), D’Souza et al 5.8 (2.5)}.%83%9

In our study, about 36% of the smokers had high nicotine dependence. This was
comparable to the Girgis et al study among Arabic speakers in Australia where 36%
reported high nicotine dependence.®® However, according to Islam et al, in a study
conducted in West Bengal, about 80% of the tobacco users had high dependence on
nicotine.®® This may be because they have reported dependence as a single
proportion despite 44.5% of their study population being exclusive smokeless
tobacco users.
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In the present study, among smokeless tobacco (n=163) users the mean (SD)
dependence score was 7.87 (2.89). This was lower than the mean score reported by
D’Souza et al among exclusive tobacco chewers which was 10.8 (3.3).®) This maybe
because they have used the FTND-ST scale (total score=10) for measuring
dependence whereas we have used the Modified Fagerstrom Questionnaire for
Smokeless Tobacco Users (total score=16) as recommended by the Government of
India in the Manual for Tobacco Cessation. There is a difference in the score based
on variables like the length of the dipping day, the amount of time a fresh dip is kept
in the amount and craving for tobacco if not used for two hours. Hence, our scores
are much lower accounting for the lower dependence level. Further studies are
needed to explore the nicotine dependence level among smokeless tobacco users

using standardized tools.

In our study, only 36% of smokeless tobacco users had high nicotine dependence.
According to Shanti et al, in a study among 90 tobacco chewers in Bhopal all the
participants were reported to have high dependence on nicotine.® This could be
because their definition of high dependence included only two constructs from the
Fagerstrom scale; i.e., use within 30 minutes of waking up and more than 25 dips per
day. This could also be because all their participants were in the pre-contemplation

stage of readiness to quit.

Thus, in our study, nicotine dependence was almost equal among smokers (36.1%)
and in tobacco chewers (36.8%). Most of the evidence on nicotine dependence comes
from studies where the majority of the tobacco users are smokers. In India, since
almost a quarter (26%) of the adult population uses smokeless tobacco, a stratified

analysis may be required to comment on the differences in nicotine dependence
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among smoke and smokeless tobacco users and therefore in quitting behaviour.
6.4 Motivation level to quit tobacco

There are many studies which describe the tobacco user’s level of motivation to quit
tobacco; however, we have limited our discussion to only those studies which have

used the Richmond test to measure the individual’s motivation to quit.

In the present study, a greater number of study participants who were thinking of
quitting tobacco reported low or medium motivation (52% and 35% respectively).
Only 13% had a high motivation to quit. This is in contrast to another study done by
Pawlina et al among smokers seeking treatment for smoking cessation in Brazil
where motivation level was as high as 51% among smokers.®” This could be due to
lack of support (tobacco social environment: friends/colleagues /family members
who also use tobacco) and poor access to cessation services in our setting. The
National Tobacco Control Program has been launched by the Ministry of Health
and Family Welfare in India in 2008 to reduce the tobacco burden in the country by

creating a supportive tobacco-free environment, however it is in its infancy stage.®®

In this study, the mean (SD) score using the Richmond test for motivation was 6.36
(£2.33) which corresponded to a low motivation to quit. The mean Richmond score
in our study was higher than those reported by Khalil et al and Cordoba et al (4.4 and

4.8 respectively).“"%9)

6.5 Very brief telephonic counselling in improving behavioural stage in quitting

tobacco

In the current study among the current tobacco users showed positive change in

behaviour in both intervention and control group. By intention to treat analysis, at Six
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months the positive change in behaviour was more in intervention group (50%)
compared to control group (33%) and the difference was statistically significant {RR,
95% confidence interval were 1.51, (1.11 2.05) respectively}. This was the first study
done on stages of change in behaviour to quit tobacco. There are no studies with the

similar outcome to compare.

According to per-protocol analysis, at 6 months the positive change in behaviour was
more in the intervention group (72%) compared to the control group and the
difference was statistically significant {RR, 95% confidence interval were 1.49, (1.15
1.93) respectively}. There are no studies with the outcome as stages of change in

behaviour to quit tobacco to compare.

At six months, the one month quit rate among intervention group was 25.8% and
among control group it was 24.1%, the difference was not statistically significant
between the groups. In a study by Wu et al, seven day quit rate at 6 month among
smokers in control group (only baseline face-to-face counselling) it was 16.1% and
in intervention group (face-to-face counselling plus 1, 3, 6 monthly telephonic brief
counselling) it was 25.9% in control group.®? This difference might be because the
study by Wu et al was done in a smoking cessation centre where people will be highly
motivated to quit tobacco. It was a non-randomized controlled trial done only on
smokers and they have considered 7-day abstinence rate. In our study we have not
calculated sample size for the quit rate (not our study objective) and we have included
both smokers and smokeless tobacco users. According to Radhakrishna et al a
community based study, the smoking abstinence rate among intervention group
(face-to-face counselling plus telephonic follow up) was 14.7% and 6.8% in the

control group (receiving general awareness training and anti-tobacco leaflets).“® The
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difference could be because of the study setting, as our study was a hospital based
study, the proportion of elderly, women and those with any chronic morbidity in the

study population may not be representative of the tobacco users in the community.
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7. SUMMARY AND CONCLUSION

A facility based—open label parallel design Randomized Controlled Trial was done to
assess the effectiveness of monthly individualized very brief telephonic counselling
in changing the behaviour to quit tobacco as per the trans-theoretical model among
the current tobacco users attending the screening OPD of RLJH&RC, Kolar during

the months of May 2019 and June 2020.

A total of 248 participants were recruited and randomized into two equal groups. For
intervention group monthly individualized very brief telephonic counselling was
given for three consecutive months following baseline face-to-face counseling for all
the study participants. The outcome (change in behaviour) was assessed after six

months from the date of recruitment for both the groups.

At baseline, about 41%, 39.1% and 19% of the participants in the study were in pre-

contemplation, contemplation, and preparation stage respectively.

By intention-to-treat analysis, about 50% had positive change in behaviour in
intervention group compared to 33% in control group and was statistically significant

{RR (95% CI): 1.5 (1.11 2.05) (p=0.008)}.

According to per protocol analysis 72% had positive change in behaviour in
intervention group compared to 48.23% in control group and was statistically

significant {RR (95% CI):1.49 (1.15 1.93) (p=0.002)}.

The study shows that the very brief telephonic counselling was effective in positively
changing the behaviour to quit tobacco among the current tobacco users and it is a

feasible and acceptable by the tobacco users.
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8. RECOMMENDATIONS

Monthly individualized very brief telephonic counseling was effective in changing
the behaviour to quit tobacco. The doctors play a significant role in changing the
behaviour of tobacco use among the patients attending the hospital. We, therefore,
recommend all the doctors to take an active and continual role in motivating them
to quit tobacco. Hence, considering the time constrain very brief telephonic
counseling by the doctor will improve the positive change in behaviour as it is found

effective in the study.
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9. LIMITATIONS

There is the possibility of social desirability bias in the study.

The individuals’ tobacco use behaviour was self-reported and the study
participants were not supervised by the investigator nor from the other

family members who could have been the supervisor.

The intervention group received more attention from the counselling and
is might have been more inclined to falsely report abstinence. The
biochemical verification of abstinence could have been done (exhaled

carbon monoxide test).

This is a hospital-based study where the patients will be motivated and
more receptive to counseling, so the results may not be generalized to the

tobacco users in the community.
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Annexure I

Proforma for data collection

Section A: Form

No.:

1. Name:

2. Address:

3. Socio-demographic details

Age

Gender

Education

Occupation

Marital status

Total monthly family income

Number of family members

Number of children in the house

Type of ration card

Presence of chronic disease

Section B:

1. Do you currently smoke or chew tobacco products? Yes/No if yes,

proceed further

2. What type of tobacco products do you use? Smoke ...................

Smokeless.................. Both........

3. At what age did you start using tobacco products? smoke........

smokeless......
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4. How frequently do you use tobacco products? Occasionally/few days in

a week/every day

5. How do you purchase tobacco products? Single unit / Many units at a

time / In packets

6. Do you keep any tobacco products at home or work place to use during

spare time? Yes/No

7. Do you know the harmful effects / diseases as a result of tobacco use?

Yes/No

If yes,

BNUMETALE. ...ttt e e e s rr e e e e e e e saennees

8. Have you ever thought of quitting smoking? Yes / No if yes, proceed

further

9. Have you discussed with someone that you want to quit tobacco?

Yes/No
If yes, with whom........................
10. Do you have a plan to quit tobacco use? Yes / No
11. Have you set any time frame to quit tobacco use? Yes / No

If yes, when: Within a month/Within next 2-3 months/within next 6

months / beyond

12. How you are planning to cut down the use of tobacco products?

13. Have you taken any steps to cut down your tobacco use? Yes / No

80



If yes, enumerate................
14. Have you ever attempted quitting tobacco use? Yes / No
If yes,
Reasons for failed quit attempt...........cccoevvevevevvciccie,

Reasons for quit attempt..........ccccoeiveiiiieiiccecc e
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Annexure II

PROFORMA: Fagerstrom Tobacco Addiction Scale for smokers to know

the Nicotine Dependency among smokers.

1. How soon after you awake do you smoke your first cigarette?
0. After 30 minutes 1. Within 30 minutes

2. Do you find it difficult to refrain from smoking in places where it is

forbidden, such as the library, theatre, or doctors' office?
0. No 1. Yes
3. Which of all the cigarettes you smoke in a day is the most satisfying?

0. Any other than the first one in the morning
1. The first one in the morning

4. How many cigarettes a day do you smoke?

0.1-15
1. 16-25
2. More than 26

5. Do you smoke more during the morning than during the rest of the day?

0. No
1. Yes

6. Do you smoke when you are so ill that you are in bed most of the day?

0. No
1. Yes

7. Does the brand you smoke have a low, medium, or high nicotine

content?

0. Low
1. Medium
2. High
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8. How often do you inhale the smoke from your cigarette?

0. Never
1. Sometimes

2. Always
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Annexure 111

PROFORMA: Modified Fagerstrom Tobacco Addiction Scale to know
the Nicotine Dependency among smokeless tobacco users.

1. After a normal sleeping period, do you use smokeless tobacco within
30 minutes of

waking?
a) Yes
b) No

2. Do you use smokeless tobacco when you are sick or have mouth sores?
a) Yes
b) No

3. How many times do you use tobacco per week?
a) Less than 2 times
b) More than 2 times
c) More than 4 times

4. Do you intentionally swallow your tobacco juices rather than spit?
a) Never
b) Sometimes
c) Always

5. Do you keep a dip or chew in your mouth almost all the time?
a) Yes
b) No

6. Do you experience strong cravings for a dip or chew when you go for
more than two hours without one?

a) Yes
b) No

7. On average, how many minutes do you keep a fresh dip or chew in
your mouth?

a) 10-19 minutes
b) 20-30 minutes
c¢) More than 30 minutes

8. What is the length of your dipping day (total hours from first dip/chew
in a.m. to last dip/chew in p.m.)?
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a) Less than 14.5 hours
b) More than 14.5 hours
c¢) More than 15 hours
9. On average, how many dips/chews do you take each day?
a) 1-9 times
b) 10-15 times

¢) > 15 times

85



ANNEXURE IV
PROFORMA: Richmond Test for motivation (Among those who are

thinking of quitting) to know the level of motivation to quit tobacco

1. Would you like to quit tobacco if you could do it easily?
No - 0 points
Yes - 1 point

2. How interested are you to quit tobacco?

Not at all - 0 points
A little - 1 point

A lot - 2 points
Very interested - 3 points

3. Will you try to stop using tobacco in the following two weeks?

Definitely not - 0 points
Perhaps - 1 point

Yes - 2 points
Definitely yes - 3 points

4. How likely are you to be a non-tobacco user in the following 6

months?
Definitely not - 0 points
Perhaps - 1 point
Yes - 2 points
Definitely yes - 3 points
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Follow - Up Period:

ANNEXURE V
PROFORMA: Tobacco Cessation Follow - Up Survey

Follow-up

Date

Seconds of counselling

First

Second

Third

1. Have you quit tobacco? Yes/ No

2. Do you have a plan to quit tobacco use? Yes / No

3. Have you set any time frame to quit tobacco use? Yes / No

If yes, when:

a) Within a month

b) Within next 2-3 months

c) Within next 6 months

d) Beyond
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ANNEXURE VIII
Modified B G Prasad Classification

Socio-Economic status: Modified B.G. Prasad classification was used for
socio-economic status for rural and urban families according to per capita

income 2019

Modified BG Prasad classification according to 2019.(52)

Socio-economic Social Per capita monthly income
classification class In 1961 2019
Upper class I > 100 > 7008
Upper middle I 50-99 3504-7007
class
Middle class 11 30-49 2102-3503
Lower middle v 15-29 1051-2101
class
Lower class \% <15 1050 and below
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ANNEXURE IX

Information sheet

Title: Effectiveness of Very Brief Telephonic Counselling on Behavioural
Change in Quitting Tobacco — A Parallel Design Randomized Controlled

Trial

My name is Dr. Sushma. A, Postgraduate in the department of Community
Medicine, Sri Devaraj Urs Medical College, Kolar. I am carrying out a
study on quitting tobacco usage by face to face and telephonic counselling
on behavioral change. The study has been reviewed by the local ethical

review board and has been started only after their formal approval.

Tobacco is a leading preventable cause of death; millions of deaths are
occurring due to its use and also increases the burden of non-communicable
diseases. In this regard I will help you to quit tobacco usage by giving face
to face and telephonic counselling to bring in behavioral change. You need
not have to answer any questions that you do not want to answer, and you
may end this interview at any time you want to. However, your honest
answer to these questions will help us to understand the health status. We
would greatly appreciate your help in responding to the questionnaire. The

interview will take about half an hour.

Participation in this study doesn’t involve any cost for you. This study is
not only beneficial to you but also to the community at large. The results
gathered from this study will be beneficial in estimating the effectiveness

of counselling on behavioral change in quitting tobacco

All the information collected from you will be strictly confidential and will

not be disclosed to any outsider unless compelled by law. This information
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collected will be used only for research.

There is no compulsion to participate in this study. You will be no way
affected if you don’t wish to participate in this study. You are required to
sign only if you voluntarily agree to participate in this study. Further, you are
at a liberty to withdraw from the study at any time if you wish to do so. Be
assured that your withdrawal will not affect your treatment by the concerned
physician in any way. It is up to you to decide whether to participate. This
document will be stored in the safe locker in the department of Community

Medicine in the college and a copy is given to you for information.

For any further clarification you are free to contact the principal investigator,

Dr. Sushma. A Mobile No: 88925816125
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ANNEXURE XI

INFORMED CONSENT
SI. no:

TITLE OF THE STUDY:: Effectiveness of Very Brief Telephonic
Counselling on Behavioural Change in Quitting Tobacco — A Parallel

Design Randomized Controlled Trial

I, the undersigned, agree to participate in this study and to undergo
counselling and disclosure of my personal information and as outlined in this

consent form.

I have been read out/ explained in my local language i.e. in

and understand the purpose of this study and the confidential nature of the
information that will be collected and disclosed during the study. I have had
the opportunity to ask questions regarding the various aspects of this study
and my questions have been answered to my full satisfaction. The

information collected will be used only for research.

| understand that | remain free to withdraw from this study at any time.
Participation in this study is under my sole discretion and does not involve

any cost to me.

Subject’s name and signature /thumb impression

Name and signature of witness

1. Date:

2. Date:
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Name and signature of interviewer:

Date:

Name and signature of Principal Investigator: Dr. Sushma. A

Contact No: 8892581625 Date:
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ANNEXURE XIlI

Data acquisition images

Investigator preparing chits for consealing the randomization sequence in

brown opaque envelop after randomization
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Investigator giving baseline face-to-face counselling for the study

participants.
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ANNEXURE XIV

GANTT CHART
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1 Topicsearch
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5 Synopsis

submission
3 Approval by IEC

Proforma
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and validation
5 Pilot project

Review of
6 .

literature
7 CTRI

Registration
3 Data

collection
9 Follow Up
10 | Data analysis
11 Dls_s_ertatlon

writing
12 Submission of

dissertation
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