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PART A – GENERAL INFORMATION 
1 Title of the Dissertation Evaluation of community-based behavioral intervention program 

on smokeless tobacco cessation – A Cluster Randomized 
Controlled Trial. 

2 A. Name of the Candidate with 
mobile number and email ID: 

Dr. Prithvi P Yermal 
9663292972 
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PART B – TECHNICAL DETAILS 
1 Title of the 

dissertation 
Evaluation of community-based behavioral intervention program on 
smokeless tobacco cessation – A Cluster Randomized Controlled Trial. 

2 Introduction  

A. Problem 
statement 

• Tobacco is the gateway to number of fatal but preventable diseases 
all over the world. Despite all the efforts to control consumption of 
tobacco, its usage is on the rise. Although smoking is the most 
prevalent form of tobacco abuse worldwide, there is definite 
increase in consumption of smokeless tobacco, especially in South 
Asian countries. In India, 21.4% adults, including 29.6% of men,12.8% 
of women, use SLT while more than 0.35 million Indians die every 
year due to SLT use. (1) 

• According to the Global Adult Tobacco Survey (GATS) conducted 
in2016-17 the overall prevalence of smokeless tobacco use is 21.38% 
in India. In Karnataka among men - 35.2% & women -10.3%.  

• According to the National Family Health Survey 5(2019-20) 
prevalence of tobacco use among men is 27.1% and in women is 
8.5%. (2) 

• There are oral screening programs where people with lesions are 
followed up. The one without lesions receive only one time 
education. There is no further follow up which may result in 
continuation of the habit and leads to development of the lesion.  

• This study aims to develop and evaluate a sustainable model for a 
community-based tobacco cessation program. 

B. Rationale • Presently there is no national level model for a community-based 
tobacco cessation program. There is need for development and 
evaluation of a model program which provides community based 
behavioral intervention on tobacco cessation and assess the quit 
rates, cost effectiveness and sustainability of the program.  

C. Novelty • Most of the presently tested programs are based on individual 
counseling at Tobacco cessation clinics. As there is less programs on 
community based behavioral intervention for smokeless tobacco in 
India, our study wants to focus on intervention initiated by a dentist 
and supported by a dental institution in collaboration with health 
worker helps in quitting of the habit. 

D. Expected 
outcome and 
application 

• This research helps us to know the effectiveness of community based 
behavioral intervention on smokeless tobacco cessation. If there are 
high quit rates among the population, this program can be 
implemented on large population / community. 

• We expect more than 25% quit rates among the intervention group 
compared to control group (5-8%). 

• If the model shows cost effectiveness and sustainability, it can be a 
model program for possible large-scale application in future 
programs. 

3 Research question(s) • Does the community based behavioral intervention program help in 
increasing the quit rates among the population? 



4 Research hypothesis 
(es), if any 

• Null hypothesis: There is no difference in the quit rates between the 
group receiving behavioral intervention for two months and the 
group receiving one time health advice on site. 

• Alternate hypothesis: There is higher quit rates among the group 
receiving behavioral intervention for two months and the group 
receiving one time health advice on site. 

5 Objectives of the 
Study: 

A) Primary 
objective(s) 

 
 
 
 
 
 
 
 
 
B) Secondary 

objective(s) 

o Primary objectives 

• To evaluate quit rates of smokeless-tobacco use after Community-
based behavioral intervention (Group A) at two months following oral 
cancer screening campaign.  

• To evaluate quit rates of smokeless-tobacco use after One time 
health advice (Group B) at two months following oral cancer 
screening campaign.  

• To compare quit rates of smokeless-tobacco use after Community-
based behavioral intervention (Group A) with One time health advice 
(Group B) at two months following oral cancer screening campaign. 
 

o Secondary objectives 
▪ To estimate the prevalence of tobacco use, willingness to quit and 

associated oral lesions among those attending oral cancer screening 
campaign. 

▪ To estimate the follow up rates for those identified with oral lesions 
at oral cancer screening campaign. 

▪ To estimate the cost effectiveness of the program in terms of quit 
rates achieved. 

▪ To evaluate the influence of demographic factors, type of tobacco 
used and degree of tobacco dependence on the quit rates. 

 
6 1. Review of literature According to the study conducted by Srabana M B et al, retrospective 

analysis was done on the dataset from a community-based tobacco 
cessation intervention pilot project conducted in Guwahati metro during 
2009-10. Subjects, both male and female tobacco users, age > 15 years, 
permanent residents of these blocks giving consent were included in the 
study. The sample size was 800 tobacco users and only 3% received tobacco 
cessation advice prior. Four Medical Social Workers (MSW) carried out the 
community- based intervention and follow up. Study duration was 12 
months. A predesigned proforma was filled up during registration of the 
study subjects. Detailed history of the tobacco use pattern along with 
addiction and motivation level was included in the proforma. Proforma 
contained follow up status estimation questions which was filled up during 
each follow up. The MSWs were trained up on the tobacco scenario, tobacco 
hazards and counseling and basic knowledge on tobacco control and 
cessation services. After counseling, the subjects were followed up for eight 
months. Follow up was done by direct contact at 2 weeks, 4 weeks, 6 weeks, 
2months, 3 months, 4 months, 6 months, 8 months. An 18% quit rate was 
observed at six weeks follow up, more than the National average, with a 47% 
quit rate at eight months, while 52% of subjects reduced use. Higher tobacco 
quit rate and reduced tobacco use, no loss to follow up and negligible relapse 
was observed with this community- based intervention design. (3) 



 
2) According to the study conducted by Bidyut K Sarkar et al, done to 
evaluate a brief community outreach intervention delivered by health 
workers to promote tobacco cessation in India. Sample size of the study was 
1213 adult tobacco users. Two groups were selected, administrative blocks 
were computer randomized in a 1:1 ratio, to the intervention (16 clusters; 
n=611) or control treatment (16 clusters; n=602), delivered and assessed at 
individual level between 07/2012 and 11/2013. Based on the random 
sequence, 16 clusters (8 from each community type) were allocated to the 
treatment (BA-YBE) and control (VBA) arm, respectively.  The participants in 
the   intervention received a single session of quit advice (15 min) plus a 
single training session in yogic breathing exercises. The quit advice contained 
behavior change techniques, medication advice, social support and relapse 
prevention. The control group received very brief quit advice (1 min) alone. 
Both were delivered via outreach, with contact made through household 
visits.  The treatment delivery team consisted of two members, a medical 
graduate researcher (physician) and a field investigator (community health 
worker) trained. The field investigators were given 1 day of classroom 
training for intervention delivery. The primary outcome was 6-month 
sustained abstinence from all tobacco, assessed 7 months post intervention 
delivery, biochemically verified with salivary cotinine. Results: The smoking 
cessation rate was higher in the intervention group (2.6% (16/611)) than in 
the control group (0.5% (3/602)) (4) 

 
3) A systematic review by PICO (Problem, intervention, comparison, 
outcome) of behavioral intervention-based SLT cessation studies with 
minimum 6 months' follow-up, reporting outcomes in terms of risk ratios 
(RRs) and 95% confidence interval (CI), published between 1992 and 2017 
was performed. This was followed by a meta-analysis of the outcomes of 
these studies by deriving the pooled estimates by the random effects model, 
for those on adults and youth, categorized according to the type of country 
where the study was performed, that is, in terms of developed or 
developing.  Nineteen eligible studies comprising 24 498 participants, from 
all over the world were included. A study conducted in India by Kaur et al. 
reported an overall quit rate of 67.3%.  It concludes that a single behavioral 
modality is effective in SLT cessation, both in the developed and developing 
countries. Health care providers should be sensitized to provide the same. (5) 

4) A study conducted by Mishra GA et al. is a community- based tobacco 
cessation program of one year duration conducted among women in a low 
socioeconomic area of Mumbai, India. This program involved provision of 
three tobacco cessation interventions at three monthly intervals, followed 
by a postintervention follow-up. The total duration of the program was 12 
months. Their sociodemographic and risk factor, history and information 
about their knowledge, attitude and practices of tobacco habits were 
obtained by personal interviews and recorded on a structured and pilot 
tested questionnaire, by trained Medical Social Workers. Women were then 
invited at community-based camp place for further interventions. Each of 
the three interventions was conducted in three sessions. First session of 



rapport building comprised of games or cultural activity. Second session 
comprised of group discussion or health education programme (HEP) on 
tobacco and adverse effect. Third session included group counselling to quit 
the tobacco habits with a focus on benefits of quitting, encouragement to 
quit, dealing with withdrawal symptoms and encouraging quitters to 
maintain abstinence. Tobacco use among family members and in the 
community was primary reasons for initiation and addiction to tobacco was 
an important factor for continuation, whereas health education and 
counselling seemed to be largely responsible for quitting.  The overall 
tobacco quit rate at the end of the programme was 33.5% (n = 260). Among 
the 87 women who quit tobacco, out of them 95% reported quitting tobacco 
because of the information received from the HEP and counselling sessions.  
(6) 

7 2. Methodology  
A. Study design Cluster Randomized Controlled Trial with two arms  
B. Study participants 

(human, animals 
or both) 

Human volunteers 

i. Inclusion criteria 
 
 
 
 
 
 
 
 
 

ii. Exclusion 
criteria 

 
 
 
 
 
 

iii. Withdrawal 
criteria, if any 
(trial-related 
therapy, follow-
up and 
documentation 
are terminated 
prematurely as 
it is indicated to 
ensure safety of 
the participants) 

   
iv. Rescue criteria, 

if applicable 
(starting 
symptomatic 
therapy either to 

i. Inclusion criteria:  

• Patients attending oral cancer screening campaign  

• Those who use smokeless form of tobacco or mixed. 

• Those willing to undergo oral examination and willing to 
participate in a two-month community-based behavioral 
intervention program on smokeless tobacco cessation.  

• Patients aged 18 and above. 
 

 
ii. Exclusion criteria: 

• Who use exclusively smoking form of tobacco. 

• Who are not willing to quit the habit. 
 
 
 
 

iii. Withdrawal criteria:  

• Volunteers who are not available during follow up. 

• Participants with severe withdrawal symptoms 
 
 
 
 
 
 
 
 

iv. Rescue criteria: 

• With severe withdrawal symptoms. 

• Patients reporting frank oral cancer will be excluded and 
referred to higher Centre for treatment.  



control 
symptoms of 
disease or to 
overcome lack 
of adequate 
efficacy of the 
study drug or 
placebo) 
 
 
 
                                          

v. Number of 
groups to be 
studied, identify 
groups with 
definition 

 
 

 
 
 
 
 
 

 
 
 

v. Number of groups: 2 

• Group A: Intervention group receiving behavioral intervention 
for two months . 

• Group B: Control group receiving one time health advice on site. 
 
 
 
 
 

 
C. Sampling  

a. Sampling 
population 

 
 
 
 
 
 

b. Sample size 
calculation 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

a. Sampling population 

• Sampling population will be patients attending oral cancer screening 
campaign at Kalghatagi, Dharwad and Hubli taluks and those who 
consume smokeless tobacco and willing to participate. 

 
 
 
 

b. Sample size calculation 

• Sample size estimation is done by N master 2.0 based on Cluster 
Design - Two groups - Unmatched studies - Comparison of 
proportions.  The quit rates in test and control groups were taken 
from the prior research.   18-25% quit rates noted after behavior 
intervention as per Mishra et.al.6, 2014 and Srabana et.al3, 2015.  

• Formula used: 

 
Where: 

• 𝑝1: success rate in the experimental 

• Group (0.25 / 25%) 

• 𝑝2: success rate in the control group 

• m:   Size of the cluster = 15 

• ρ:    intra cluster co-relation coefficient = 0.01        



 
 
 
 
 
 
 
 
 
 
 

c. Sampling 
technique 

• Alpha error (α):    Significance level set at 5% 

• 1-β:  Power set at 80% 

• Sided = 2 

• No. of clusters required = 5 (Per group) 
Minimum sample size: 162 (81 each in test and control sites).  
We expect a dropout of about 20% (16.2). Hence final sample size per group 
is 81+16.2, 97.2 rounded off to 100. Sample size after compensating drop-
outs: 200 tobacco dependent patients, (20 patients in each site, with 5 sites 
allotted for test group and five for the control group). 
  

 
c)Sampling technique: Cluster sampling: All the patients willing to quit at the 
site will be included. Size of cluster at each site is 20. 

D. Randomization 
details (for 
interventional 
studies)- Intervention 
details with 
standardization 
techniques (drugs / 
devices / invasive 
procedures / 
noninvasive 
procedures / others) 

Randomization details  

• This study is a cluster randomized trial. 

• Ten clusters each with minimum of 15 participants will be selected 
for random allocation. 

• Computer generated block random allocation will be done to assign 
each site to either intervention or control group. 

• The sequence is generated by an independent person and group 
allocation will be concede until completion of phase1 program for 
each group. 

Intervention details: Group A: Intervention group will receive intensive 
counselling by the dentist. The intervention group also will receive cessation 
advice and follow up with the help of pre-trained local health activists/ASHA 
workers. The follow up period will be for two months. Only behavioral 
counselling carried out during this period as a part of this study. 
Control group will receive only one time health advice for tobacco cessation 
by dentists and other social activists at the camp site on the day of screening. 

E. Ethical Clearance 
from the Institution’s 
Ethics Committee 
Obtained? (Copy to be 
Attached) 

• This study will involve behavioral intervention for tobacco cessation, 
those requiring pharmacotherapy would be separately dealt and not 
part of the study. 

• No other human intervention is planned. 

• Study will only commence after obtaining the ethical clearance. 
F. Study procedure • This study is a Cluster randomization trial 

• Duration: One year (Recruitment: 8 months, Follow up 2 months, 
Data analysis and presentation: 2 months) 

• Follow up: two months 

• Based on inclusion and exclusion criteria the volunteers will be 
recruited in the study. 
 
 

PHASE 1: ORAL CANCER SCREENING 

• Oral cancer screening campaign will be conducted at Kalghatagi, 
Dharwad and Hubli taluks. 

• Participants who consume smokeless tobacco and willing to 
participate will be selected in the study. 



• Demographic data (Name, age, gender, education, family income, 
occupation) will be collected. 

• Participants will be questioned regarding their habits – type, amount, 
frequency and duration. 

• Intra oral examination will be done and detection of commonly seen 
lesions like leukoplakia, erythroplakia, oral submucous fibrosis and 
tobacco pouch keratosis. 

• Participants detected with lesions will be separately followed up for 
the treatment. 

•   Dentition status of the participants will be examined (WHO 1997 
proforma). 

• Fagerstrom test is done to measure the nicotine dependence. 

• All the participants will receive onetime oral health education at the 
camp site. 

• An informed consent will be taken prior to the study from the 
participants who are willing to take part in the study. 
 

PHASE 2:  

• Volunteers will be divided into two groups with details of the 
intervention and control as follows:  

 
GROUP A Intervention group: 

• Intervention group will receive one time health advise by the dentist 
on site similar to the control group. In addition, they will receive 6 
follow ups and one intensive counselling by the dentist during their 
dental college visit. They will receive face to face counselling by the 
health workers twice and also telephonic reminder two times. 
(Details regarding the follow up Annexure 2). 

• The intervention group also will receive cessation advice and follow 
up with the help of pre-trained local health activists/ASHA workers 
as follows:  

• 5 A’s brief intervention method is used in tobacco cessation 
counselling. 

o ASK: About the type, quantity and history of tobacco use. 
Fagerstrom questionnaire is used to measure the nicotine 
dependence. 

o ADVISE: Advise to people to stop use of tobacco. Brief, 
repetitive, consistent positive reminder to quit. 

o ASSESS: To determine the stage of readiness to change. 
1. Determining the change of stage. 
2. Determining self- efficacy. 
3. Examining the pros and cons of tobacco use. 
4. Offering information. 
5. Identifying relevant goals. 
6. Exploring for more commitment. 

o ASSIST:  
1. To reinforce commitment to change. 
2. To help making a plan. 
3. To develop and refine plans. 



4. To set implementation dates. 
5. To make a contingency plan. 
6.Summarizing the main steps of plan. 

o ARRANGE: Set specific follow-up appointment. 
 
GROUP B Control group: 

▪ Control group will receive only one time health advice for tobacco 
cessation by dentists and other social activists at the camp site on the 
day of screening. (Ask and Advise component of the intervention) 

• After two months follow up quit rates will be assessed by salivary 

Cotinine test kit for those participants who claim to have quit the 

habit.  

 
G. Data collection 
methods including 
settings and 
periodicity 

• ORALCANCER SCREENING: PHASE1 
▪ Oral cancer screening campaign will be conducted at 

Kalghatagi, Dharwad and Hubli taluks. 
▪ Participants who consume smokeless tobacco and willing to 

participate will be selected in the study. 
▪ An informed consent will be taken prior to the study from the 

participants who are willing to take part in the study 
(Annexure 3). 

▪ Demographic proforma is used to collect about the details of 
the participants (Annexure 4). 

▪ Oral lesions and dentition status is examined using 1997 WHO 
proforma (Annexure 4). 

▪ Fagerstrom test is done to measure the nicotine dependence 
of the participant (Annexure 5). 

• PHASE 2: 
▪ Participants will be divided into intervention and control 

group. 
▪ After two months follow up quit rates will be assessed by 

salivary Cotinine test kit. 
▪ SALIVARY COTININE TEST KIT: (Annexure 6) 
▪ This testing system detects cotinine, the principle metabolite 

of nicotine, one of the most addictive drugs of abuse using a 
saliva sample. 
CTS (Cotinine Test Strips) were found to have a specificity of 
95%, a sensitivity of 93%. The use of NCTS is a valid and 
reliable method, compared with GC, to test saliva samples for 
verification of smoking status.(7) 

 
▪ The oral fluid sample is collected by using the funnel device 

and collection container provided. Fill the container at least 
one third with saliva.  

▪  The saliva sample is applied to the absorbent cotton wick 
at the end of the test strip. Apply approximately 4-5 
drops waiting at least ten (10) seconds between each 
drop. Wait for 20 minutes for the result.  



▪ A positive or negative test result will be obtained. 
H. List of statistical 
tests to be used for 
data analysis 

• Comparison of quit rates between intervention and control group will 
be done by Chi Square test. 

• The factors affecting success of quitting will be analyzed by binary 
logistic regression. 

• Odd’s ratio will be calculated with 95% confidence limits for variable 
like intervention, social class, education and other demographic 
variables. 

• P value less than 0.05 will be considered as statistically significant for 
all comparison. 

 
I. If it’s a Clinical Trial: 
Clinical Trials Registry 
of India or equivalent 
registration number 
to be mentioned 

• This is a field trial with behavioral intervention. It will be registered 
at clinical trials registry of India [CTRI]. 

8 1. List risks and benefits 
of the study 

• Risks:  
o Severe withdrawal symptoms 
o Relapse 

• Benefits: 
o  As mentioned earlier tobacco is the gateway for number of fatal 

diseases, the study encourages and guides the population to quit the 
habits. There by helps in preventing various fatal diseases caused by 
tobacco consumption. 

o Oral screening is done and for the detected oral lesions treatment 
will be provided. 
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Annexure 2 

Description of Intervention group: 

Intervention group will receive one time health education by the dentist on site and 

intensive counselling during the dental visit. They will receive face to face counselling 

by the health workers twice and telephonic reminder two times. Pamphlets, flip 

charts, videos etc. will be used to provide health education.  

• Follow up 1: The intervention group will receive face to face counselling from 

the health worker at their home / village. Quit date will be decided. Motivated 

to quit in next 10 days.  

• Follow up 2: The intervention group will receive telephonic reminder on the 

quit date and advise from the health worker. Will also get reminder for dental 

visit to college. Required treatments will be provided like removal of tobacco 

stains(scaling). 

• Follow up 3: Face to face counselling will be done by the dentist during dental 

visit along with providing dental treatments needed at the dental institute.  

• Follow up 4: Telephonic reminder and advise will be given by the health worker 

to the intervention group.  

• Follow up 5: Face to face counselling and quit reinforcement will be done by 

the health workers. Help will be provided by the health workers to overcome 

any withdrawal symptoms. 

• Follow up 6:  At 2 months after the quit date participants will be scheduled for 

dental visit and their quit rates will be assessed using Cotinine test kit. 

 

  



Annexure 3 

 
Department of Dental Public Health 

 
PATIENT INFORMATION SHEET 

 
 

Study title: Evaluation of community-based behavioural intervention program on smokeless 

tobacco cessation – A Cluster Randomized Controlled Trial. 

Researcher: Dr. Prithvi P Yermal (PG Student, Dept. of Dental Public Health) 

Guided by: Dr. Ravi Shirahatti (Professor, Dept. of Dental Public Health) 

 Invitation:  
 

  You are being invited to take part in a research study. Before you decide, it is important for you to 

understand why the research is being done and what it will involve. Please take time to read the following 

information carefully and discuss it with others if you wish. Ask us if there’s anything that is not clear or 

if you would like more information. Take time to decide whether you wish to take part in the research. 

      Thank you for reading this information.  

 

 Purpose of the study: 

As we know tobacco is the main cause for number of fatal diseases. This study will encourage 

and guide the participants to quit the habit.  

 The study is conducted in various sites of Kalaghatagi taluk. This study involves people who 

use smokeless form of tobacco and the study will be conducted over a period of two months. 

Participants at the camp site will undergo oral screening (full mouth check-up) done by the 

dentist(s). All the participants will receive onsite oral health education. Study participants will 

be allotted into two groups.  

                                                                      



Participants who want to quit the habit will be selected for the study. Participation is entirely voluntary, 

if you decide to take part you will be given a copy of this information sheet and asked to sign a consent 

form. You will be free to withdraw from this study anytime.    

             
Phase 1: Oral screening will be done by the dentist(s) at the site. Onetime oral health education 

will be given to you on site on the day of camp. If you have any oral lesions you will be 

followed up for further treatment.  

Phase 2: If you are selected in the study you will be allotted in any one of the group. One group will 

receive health education at the site. If you are in another group, you will be receiving   advise to quit the 

habit by dentist and you will be regularly followed up by ASHA workers who will guide you to quit the 

habit. After two months you will be followed up again. 

 

  



PATIENT INFORMED CONSENT 
 

I ………………………………………………………………. give my consent to be 

interviewed and examined by the Doctors(s). I agree to co-operate to any investigations 

considered necessary for the study. 

I have been informed about the study ‘Evaluation of community-based behavioural 

intervention program on smokeless tobacco cessation – A Cluster Randomized Controlled 

Trial.’ conducted by Dr. Prithvi P Yermal, Department of Public Health Dentistry, SDM 

College of Dental Sciences and Hospital, Dharwad.  

I have been explained about the nature of the study and the proposed procedure. I permit to 

ask questions and examination for the purpose of the study. I was free to ask questions and 

have been answered satisfactorily. I consent to the taking of photographs and publication of 

the same for the purpose of advancing health education. I understand that my identity will 

remain confidential. 

  
 

Signature/thumb impression of Participant                               

                                                                                      

                                                                                                Dr. Prithvi P Yermal 

                                                                                                                             (Principal investigator) 

 

 

 

 

 
 

  



ರ  ೋಗಿಯ ಮಾಹಿತಿ ಪತ್ರ 
ಅಧ್ಯಯನದ ಶೀರ್ಷಿಕೆ : ಸಮುದಾಯ ಆಧಾರಿತ್ ತ್ಂಬಾಕು ತ  ರ ಯುವ ಕೌನ್ ೆಲಂಗ್ ಕಾಯಯಕರಮ. 

 
ಸಂಶ  ೋಧಕಿ: ಡಾ. ಪೃಥ್ವಿ ಪಿ ಎಮಯಲ್ (ಸ್ಾಾತ್ಕ  ೋತ್ತರ ವಿದಾಾಥ್ವಯ, , ಡ ಂಟಲ್ ಪಬ್ಲಕಿ್ ಹ ಲ್ತ ವಿಭಾಗ) 

 ಮಾಗಯದರ್ಯಕರು: ಡಾ.ರವಿ ಶಿರಹಟ್ಟಿ (ಪ್ಾರಧಾಾಪಕರು, ಡ ಂಟಲ್ ಪಬ್ಲಿಕ್ ಹ ಲ್ತ ವಿಭಾಗ) 

 

ಆಮಂತ್ರಣ: 

            ಸಂಶ  ೋಧನ್ಾ ಅಧಾಯನದಲ ಿ ಭಾಗವಹಿಸಲು ನಿಮಮನುಾ ಆಹಾಾನಿಸಲಾಗುತಿತದ . ನಿೋವು ನಿಧಯರಿಸುವ ಮೊದಲು, 

ಸಂಶ  ೋಧನ್ ಯನುಾ ಏಕ  ಮಾಡಲಾಗುತಿತದ  ಮತ್ುತ ಅದು ಏನನುಾ ಒಳಗ  ಂಡಿರುತ್ತದ  ಎಂಬುದನುಾ ನಿೋವು ಅರ್ಯಮಾಡಿಕ  ಳಳುವುದು ಬಹಳ 

ಮುಖ್ಾ. ದಯವಿಟುಿ ಈ ಕ ಳಗಿನ ಮಾಹಿತಿಯನುಾ ಎಚ್ಚರಿಕ ಯಂದ ಓದಲು ಸಮಯ ತ ಗ ದುಕ  ಳ್ಳು ಮತ್ುತ ನಿೋವು ಬಯಸಿದರ  ಅದನುಾ 

ಇತ್ರರ  ಂದಿಗ  ಚ್ರ್ಚಯಸಿ. ಸಪಷ್ಿವಾಗಿಲಿದ ಏನ್ಾದರ  ಇದ ಯೋ ಅರ್ವಾ ನಿೋವು ಹ ರ್ಚಚನ ಮಾಹಿತಿಯನುಾ ಬಯಸುವಿರಾ ಎಂದು ನಮಮನುಾ 

ಕ ೋಳ್ಳ. ನಿೋವು ಸಂಶ  ೋಧನ್ ಯಲ ಿ ಭಾಗವಹಿಸಲು ಬಯಸುತಿತೋರಾ ಎಂದು ನಿಧಯರಿಸಲು ಸಮಯ ತ ಗ ದುಕ  ಳ್ಳು. ಈ ಮಾಹಿತಿಯನುಾ 

ಓದಿದದಕಾಾಗಿ ಧನಾವಾದಗಳಳ.  

ಅಧಾಯನದ ಉದ ದೋರ್: 
        ನಮಗ  ತಿಳ್ಳದಿರುವಂತ , ಹಲವಾರು ಮಾರಣಾಂತಿಕ ಕಾಯಲ ಗಳ್ಳಗ  ತ್ಂಬಾಕು ಮುಖ್ಾ ಕಾರಣವಾಗಿದ . ಈ ಅಧಾಯನವು  

ಭಾಗವಹಿಸುವವರ ಅಭಾಾಸವನುಾ ತ್ಾಜಿಸಲು ಪ್ರೋತಾೆಹಿಸುತ್ತದ  ಮತ್ುತ ಮಾಗಯದರ್ಯನ ನಿೋಡುತ್ತದ . ಕಲಘಟಗಿ ತಾಲ ಿಕಿನ ವಿವಿಧ 

ಸಥಳಗಳಲ ಿ ಈ ಅಧಾಯನವನುಾ ನಡ ಸಲಾಗುತ್ತದ . ಈ ಅಧಾಯನವು ಹ  ಗ ರಹಿತ್ ಸಾರ ಪದ ತ್ಂಬಾಕನುಾ ಬಳಸುವ ಜನರನುಾ 

ಒಳಗ  ಂಡಿರುತ್ತದ  ಮತ್ುತ ಅಧಾಯನವನುಾ ಎರಡು ತಿಂಗಳ ಅವಧಿಯಲಿ ನಡ ಸಲಾಗುತ್ತದ . ಶಿಬ್ಲರದ ಸಥಳದಲಿರುವ  ಭಾಗವಹಿಸುವವರನುಾ 

ದಂತ್ವ ೈದಾರು(ಗಳಳ) ಪೂಣಯ ಬಾಯ ತ್ಪ್ಾಸಣ  ಮಾಡುತಾತರ . ಎಲಾಿ ಭಾಗವಹಿಸುವವರ ಸಥಳದಲ ಿ ಬಾಯಯ ಆರ  ೋಗಾ ಶಿಕ್ಷಣವನುಾ 

ಪಡ ಯುತಾತರ . ಅಧಾಯನದಲಿ ಭಾಗವಹಿಸುವವರನುಾ ಎರಡು ಗುಂಪುಗಳಾಗಿ ವಿಂಗಡಿಸಲಾಗುವುದು.  

 

ಅಭಾಾಸವನುಾ ತ್ಾಜಿಸಲು ಬಯಸುವವರನುಾ ಅಧಾಯನಕ ಾ ಆಯಾ ಮಾಡಲಾಗುತ್ತದ . ಭಾಗವಹಿಸುವಿಕ ಯು ಸಂಪೂಣಯವಾಗಿ 

ಸಾಯಂಪ್ ರೋರಿತ್ವಾಗಿದ , ನಿೋವು ಭಾಗವಹಿಸಲು ನಿಧಯರಿಸಿದರ , ನಿಮಗ  ಈ ಮಾಹಿತಿ ಹಾಳ ಯ ಒಂದು ಪರತಿಯನುಾ ನಿೋಡಲಾಗುತ್ತದ  ಮತ್ುತ 

ಸಮಮತಿ ನಮ ನ್ ಗ  ಸಹಿ ಮಾಡುವಂತ  ಕ ೋಳಲಾಗುತ್ತದ . ಈ ಅಧಾಯನದಿಂದ ಯಾವಾಗ ಬ ೋಕಾದರ  ಹಿಂದ  ಸರಿಯಲು ನಿೋವು 

ಸಾತ್ಂತ್ರರಾಗುತಿತೋರಿ.  

 

        



 

 

 
ಹಂತ್ 1: ಸಥಳದಲ ಿದಂತ್ವ ೈದಾರು(ಗಳಳ) ಪೂಣಯ ಬಾಯ ತ್ಪ್ಾಸಣ  ಮಾಡುತಾತರ . ಶಿಬ್ಲರದ ದಿನದಂದು ಸಥಳದಲ ಿೋ ನಿಮಗ  ಒಂದು ಬಾರಿ 

ಬಾಯಯ ಆರ  ೋಗಾ ಶಿಕ್ಷಣವನುಾ ನಿೋಡಲಾಗುವುದು. ನಿಮಮ ಬಾಯಯಲ ಿಹುಣುುಗಳಳ, ಕ ಂಪು ಅರ್ವಾ ಬ್ಲಳ್ಳ ಮಚ್ ಚಗಳಳ ಹ  ಂದಿದದರ  ಹ ರ್ಚಚನ 

ರ್ಚಕಿತ ೆಗಾಗಿ ನಿಮಮನುಾ ಸಂಪಕಿಯಸಲಾಗುವುದು. 

 

 

ಹಂತ್ 2: ನಿೋವು ಅಧಾಯನದಲಿ ಆಯಾಯಾದರ , ನಿಮಮನುಾ ಗುಂಪಿನಲಿ ಯಾವುದಾದರ  ಒಂದರಲ ಿನಿಯೋಜಿಸಲಾಗುತ್ತದ . ಒಂದು ಗುಂಪು 
ಸಥಳದಲಿ ಆರ  ೋಗಾ ಶಿಕ್ಷಣವನುಾ ಪಡ ಯುತ್ತದ . ನಿೋವು ಮತ  ತಂದು ಗುಂಪಿನಲಿದದರ , ನಿೋವು ದಂತ್ವ ೈದಾರಿಂದ ಅಭಾಾಸವನುಾ ತ್ಾಜಿಸಲು 
ಸಲಹ ಯನುಾ ಪಡ ಯುತಿತೋರಿ ಮತ್ುತ ಅಭಾಾಸವನುಾ ತ್ಾಜಿಸಲು ನಿಮಗ  ಮಾಗಯದರ್ಯನ ನಿೋಡುವ ಆಶಾ ಕಾಯಯಕತ್ಯರು ನಿಮಮನುಾ 
ನಿಯಮಿತ್ವಾಗಿ ಅನುಸರಿಸುತಾತರ . ಎರಡು ತಿಂಗಳ ನಂತ್ರ ನಿಮಮನುಾ ಮತ ತ ಫಾಲ  ೋ ಅಪ್ ಮಾಡಲಾಗುತ್ತದ . 
 
 
 
 
 
 

 

 

 

 

 

 

 

 

  



                                           ರ  ೋಗಿಯ ಸಮಮತಿ ಪತ್ರ 

 
 

 

ನ್ಾನು.......................................................................... ವ ೈದಾರು(ಗಳಳ) ಅವರನುಾ ಸಂದಶಿಯಸಲು ಮತ್ುತ ಪರಿೋಕ್ಷಿಸಲು ನನಾ 
ಸಮಮತಿಯನುಾ ನಿೋಡಿ ಅಧಾಯನಕ ಾ ಅಗತ್ಾವ ಂದು ಪರಿಗಣಿಸಲಾದ ಯಾವುದ ೋ ತ್ನಿಖ ಗಳ್ಳಗ  ಸಹಕರಿಸಲು ನ್ಾನು ಒಪುಪತ ತೋನ್ . 

 
ಧಾರವಾಡದ ಎಸ್ ಡಿಎಂ ಕಾಲ ೋಜ್ ಆಫ್ ಡ ಂಟಲ್ ಸ್ ೈನೆಸ್ ಅಂಡ್ ಹಾಸಿಪಟಲ್ ನ ಸ್ಾವಯಜನಿಕ ಆರ  ೋಗಾ ದಂತ್ವ ೈದಾಕಿೋಯ ವಿಭಾಗದ 

ಡಾ. ಪೃಥ್ವಿ ಪಿ. ಎಮಯಲ್ ಅವರು ನಡ ಸಿದ ' ಸಮುದಾಯ ಆಧಾರಿತ್ ತ್ಂಬಾಕು ನಿಲಿಸುವಿಕ  ಕೌನ್ ೆಲಂಗ್ ಕಾಯಯಕರಮ’  ಅಧಾಯನದ ಬಗ ೆ 

ನನಗ  ಮಾಹಿತಿ ನಿೋಡಲಾಗಿದ .  

 
ಅಧಾಯನದ ಸಾರ ಪ ಮತ್ುತ ಉದ ದೋಶಿತ್ ಕಾಯಯವಿಧಾನದ ಬಗ  ೆನನಗ  ವಿವರಿಸಲಾಗಿದ . ಅಧಾಯನದ ಉದ ದೋರ್ಕಾಾಗಿ ಪರಶ ಾಗಳನುಾ ಮತ್ುತ 
ಪರಿೋಕ್ಷ ಯನುಾ ಕ ೋಳಲು ನ್ಾನು ಅನುಮತಿಸುತ ತೋನ್ . ನ್ಾನು ಪರಶ ಾಗಳನುಾ ಕ ೋಳಲು ಸಾತ್ಂತ್ರನ್ಾಗಿದ ದ ಮತ್ುತ ತ್ೃಪಿತಕರವಾಗಿ ಉತ್ತರಿಸಿದ ದೋನ್ . 
ಆರ  ೋಗಾ ಶಿಕ್ಷಣವನುಾ ಮುಂದುವರಿಸುವ ಉದ ದೋರ್ಕಾಾಗಿ ಛಾಯಾರ್ಚತ್ರಗಳನುಾ ತ ಗ ದುಕ  ಳುಲು ಮತ್ುತ ಅದನುಾ ಪರಕಟ್ಟಸಲು ನ್ಾನು 
ಸಮಮತಿಸುತ ತೋನ್ . ನನಾ ಗುರುತ್ನುಾ ಗೌಪಾವಾಗಿಡಲಾಗುತ್ತದ  ಎಂದು ನ್ಾನು ಅರ್ಯಮಾಡಿಕ  ಂಡಿದ ದೋನ್ . 
 
   

 

 

ಭಾಗವಹಿಸುವವರ ಸಹಿ/ಹ ಬ ೆರಳ್ಳನ ಗುರುತ್ು                                                                                                                                 

                                                                                                                    ಡಾ.ಪೃಥ್ವಿ ಪಿ. ಎಮಯಲ್  

                                                                                       (ಪರಧಾನ ತ್ನಿಖಾಧಿಕಾರಿ) 

   

                                          
 
 
 

 



Annexure 4 

PROFORMA 
 

                                                                                                                                         DATE: 

1. NAME:  

                                                                                                                   

2. AGE:    

                                   3. GENDER: 

4. EDUCATION: 

 

 

5. ADDRESS: 

 

 

6. OCCUPATION: 

 

7. INCOME: 

 

8. CHIEF COMPLAINT: 

 

 

 

 

 

 

 

 



9. PERSONAL HISTORY:  

HABITS TYPE AMOUNT FREQUENCY DURATION 

SMOKING         

 

  

ALCOHOL 

 

    

SMOKELESSTOBACCO 

 

    

 

10. KNOWLEDGE ABOUT TOBACCO USE: 

                            1. YES: 

                             2. NO/DON’T KNOW: 

11. MONTHLY EXPENSE ON TOBACCO: 

12. WILLINGNESS TO QUIT TOBACCO: 

                              1. YES 

                               2. NO/DON’T KNOW: 

13. PREVIOUS QUIT ATTEMPTS:   

                               1. MORE THAN ONCE: 

                               2. ONCE: 

                               3. NEVER: 

 



14. INTRA ORAL EXAMINATION: 

 

 

 

 

 

 

 

 

 

  



 

  



                                                                                          Annexure 5                                                         

FRAGERSTROM QUESTIONNAIRE 

 

INTERPRETATION:  

1. HIGH DEPENDENCE: 

2. MODERATE DEPENDENCE: 

3. LOW DEPENDENCE: 



Annexure 6 

 

SALIVARY COTININE TEST 
 

THE PRINCIPLE OF A NICOTINE SALIVA TEST 

Incorporating a newly developed and highly sensitive chromo graphic lateral flow strip type 
testing device along with a special collection device for human saliva samples, the nicotine 
saliva test is a self-contained, ready to use, point of contact drug testing device that detects 
the presence of cotinine, the principal metabolite of nicotine in human saliva samples. Using 
the preferred lateral flow immunoassay technology for this method of test screening, semi-
quantitative results are visibly obtained within minutes. 

 

PROCEDURE FOR SALIVA NICOTINE TESTING: 

• The test package should not be opened until ready to perform the saliva 
cotinine assay.  It has to be ensured that the person being tested has had nothing in 
their mouth for at least 5 minutes before sample collection. This includes water or 
other beverages (dilution) or food of any type (contamination). 

1. The oral fluid sample is collected by using the funnel device and collection container 
provided. The test subject should spit into the funnel until the collection container is 
filled at least one third with saliva. The strip should not be inserted directly in the 
subject's mouth as the strip will not react properly. 

2. The funnel is removed from the collection container and the larger open end is 
plugged with the stopper provided. 

3. The test device has to be kept on a dry flat surface with the numbered levels facing 
up. 

4. The collection container is squeezed and the saliva sample is applied to the absorbent 
cotton wick end of the test strip. Approximately 4-5 drops is applied or until the wick 
is completely saturated waiting at least ten (10) seconds between each drop. Allow 
each drop to soak into the wick before applying the next drop. The 4th drop is applied 
on top of the 3rd drop when the 3rd drop has almost sunk all the way into the sample 
pad. Enough saliva sample is added so that visible sample migration across the test 
result panel begins. 

 

INTERPRETATION OF RESULTS 

 

It takes 20 minutes for test results to fully develop. Test results are read by observing and 

scoring level at which the color change stops. The results observed are positive or negative. 

 

 
 



Annexure 7 

Oral screening 
 

Soft tissue examination is recorded according to WHO 1997 proforma. Oral mucosa is 

examined for any lesions like Leukoplakia, Erythroplakia, Oral Submucous Fibrosis, 

ulcerations etc., which are defined below. The areas examined are in the following 

order: vermilion border, commissures, lips, sulci, buccal mucosa, floor of mouth, 

tongue, hard and soft palate and alveolar ridge. 

 

• Examination of lips and labial mucosa: Intraoral examination begins with the 

examination of lips. The exposed red portion of lips, vermilion border, sulci and 

commissures are examined. Lips should be examined for any presence of 

plaque or patchy area and any erosive areas. 

• Examination of buccal mucosa: The buccal mucosa is examined for, white 

lesions of oral cavity like leukoplakia, candidiasis, chewer’s mucosa, lichen 

planus. Red lesions like erythroplakia, hemangiomas etc. ulcerative lesions of 

the oral cavity like apthous ulcers, traumatic ulcers and herpetic ulcers. 

• Examination of floor of the mouth: Should be checked for any patchy or 

ulcerated lesion. 

• Examination of the tongue: The dorsum and lateral surfaces of the tongue has 

to be examined for any ulcerations. 

• Examination of hard and soft palate: It has to be examined for any kind of 

swelling, position of the uvula. 

• Examination of alveolar ridge: It has to be examined for any ulcerations and 

swelling.  

 

According to WHO 1997 proforma: 

CONDITION                                                                LOCATION 

0- no abnormal condition                                          0- vermilion border 

1- malignant tumour                                                  1- commissures 

2- leukoplakia                                                              2- lips 

3- lichen planus                                                           3- sulci    



4- ulceration (apthous, herpetic, traumatic)          4- buccal mucosa 

5- acute necrotising gingivitis                                    5- floor of mouth 

6- candidiasis                                                                6- tongue 

7- abscess                                                                      7- hard/soft palate 

8- other lesions                                                             8- alveolar ridge    

9- not recorded                                                             9- not recorded 

 

Definitions: 

1. Leukoplakia: A predominantly white lesion of the oral mucosa that cannot be 

characterized as any other definable lesion. 

2. Erythroplakia: Lesions of the oral mucosa that present as bright red velvety 

plaques that cannot be characterized clinically or pathologically due to any 

other condition. 

3. Lichen Planus: It is a common chronic immunological mucocutaneous disorder 

that varies in appearance from keratotic to erythematous and ulcerative. 

4. Oral submucous fibrosis: Slowly progressive chronic fibrotic disease of the oral 

cavity and oropharynx, characterized by fibro elastic change and inflammation 

of mucosa, leading to a progressive inability to open the mouth, swallow or 

speak. 

 

 

 

  



ANNEXURE 8 

 

 



ANNEXURE 9 

 


