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ABSTRACT

This randomized, double-blind placebo controlled study aimed to evaluate effectiveness
of applying nortriptyline accompanying with behavior therapy compared with placebo by group
counseling or brief counseling for smoking cessation. The study was conducted Smoking
Cessation Clinics at the Primary Care Unit of Doi Kaew Sub-district, Primary Care Unit of
Khuang Pao Sub-district, and Primary Care Unit of Chom Thong Hospital, Chom Thong District,
Chiang Mai Province, with sample size at 76 samples. The study was to randomize giving 75
milligram of nortriptyline or placebo once daily at bedtime to 38 paricipants in each experimental
group and control group, respectively for 12 weeks and following up the results for 12 weeks. The
tool applied to follow up the results of quality of life of the patient joining to this Quality of Life
Evaluation Tool for Thai people who ceases smoking was used for measuring quality of life of
the participants at week 12 and 24. Adverse effects were monitored throughout the study from
October 2007 to April 2008. Intention to Treat, Fisher exact test, and Independent t-test is

conducted for analysis.



Among 38 participants in the experimental group, 2 of them was lost of following up, 2 of
them requested to stop using such medicine due to side effect, and 2 of them requested to adjust the dose.
For the control group, 2 of them requested to adjust the dose.

Smoking Cessation result was found as follow. The rate of Smoking Cessation in experimental
group was higher than those in the control group at week 12 (19/38, 50 percents compared with 15/38,
39.5 percents, respectively) and at week 24 (15/38, 39.5 percents compared with 11/38, 28.9 percents,
respectively) but there was no statistically significant difference in the rate of smoking cessation between
both sample groups.

There was no reported severe adverse effects. The symptoms of reported adverse effects was the
same kind as other patients given drug in group of tricyclic antidepressant such as Amitriptyline. Those
symptoms were headache, dry mouth, pulpitation and vertigo.

The result of measuring quality of life found that there was no statistically significant difference
in all aspects of the quality of life in the view of health in comparison between the experimental and
control group. However, the incidence of adverse effects, evaluated by using the Quality of Life
Evaluation Tool for assessing adverse effects from drug therapy, was sinificantly higher in the
experimental group than those in the control group (p-value 0.017)

It could be concluded that Nortriptyline 75 milligram at bedtime was applicable for Smoking
Cessation to treat withdrawal symptom in the people depending on cigarette from Nicotine by applying
Nortriptyline accompanying with behavior therapy. The reported adverse effects included dry mounth,

pulpitation, headache, however these adverse effects were mild and no severe effect was found.



