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We conducted a randomized, controlled study to evaluate whether pharmacists’ advice on smoking cessation would
result in a higher smoking cessation rate using Nicorette (nicotine gum preparation) . Fourteen pharmacies in Tokyo,
Kanagawa, and Nagano participated. Smokers who visited pharmacies to buy Nicorette from March 1, 2002, through
August 31, 2002, were recruited and randomly assigned to two groups. For the intervention group (A), pharmacists
provided both regular instructions on Nicorette use and smoking cessation advice at the first sale and then gave follow-
up advice just before starting a cessation and 1, 3, and 8 weeks and 3 months thereafter. For the control group (B),
pharmacists provided regular instructions alone. The primary outcome measure was the self-reported smoking cessation
rate and the secondary outcome measure was the relationship between the smoker’s egogram and effectiveness of inter-
vention. Twenty-eight smokers were enrolled and randomized into group A (n=11) or group B (n=17). The absolute
abstinence rate in groups A and B at 3 months was 45.5% and 31.2%, respectively. The odds ratio was 1.83, which was
not statistically significant. There was no difference in egogram score between absolute abstinence subjects and nonabsti-
nence subjects in group A. The egogram scores in Adapted Child of absolute abstinence subjects in group B were sig-
nificantly higher than in nonabstinence subjects. In conclusion, instructions and advice given by pharmacists may im-
prove the smoking cessation rate in smokers receiving nicotine replacement therapy.

Key words——nicotine replacement therapy; smoking cessation; advice; community pharmacist; randomized, con-
trolled study
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Table 1. Inclusion and Exclusion Criteria for Participants

Inclusion criteria
Participants who meet all the following criteria:
1) Males and females aged 20 years or older
2) Participants who wish to quit smoking

3) Participants who have smoked at least 11 cigarettes per day for at least 1 year

Exclusion criteria
The following participants will be excluded:

1) participants with a serious disease in the liver, kidney, heart, or lung

2) participants with serious hyperthyroidism or pheochromocytoma

3) participants who have experienced heart attach (myocardial infarction, angina pectoris, arrhythmia, etc.) during the past 3

months

4) participants with serious hypertension or vasospasm (angina pectoris, myocardial infarction, etc.)

5) participants with serious insulin-dependent diabetes mellitus

6) participants with acute phase cerebrovascular disorder (cerebral infarction, cerebral hemorrhage, etc.)

7) participants with mental diseases (depression, schizophrenia, alcohol dependency, other drug dependency, etc.)

8) participants who have previously experienced hypersensitive symptoms (rash, redness, itching, edema, etc.) when using

Nicorette

9) participants who cannot readily chew Nicorette because of dental treatment (denture, bridge, etc.), jaw joint disease, or

others

10) participants who smoke other than cigarettes (pipe cigarette, cigar, etc.)

11) participants who are treated on other smoking cessation program

12) participants who are examined in other clinical studies (not necessarily limited to those of smoking cessation)

13) participants who have previously used or are currently using nicotine preparations (nicotine gum, nicotine patch, etc.)

14) Pregnant women, lactating mothers, women who wish to be pregnant, and women suspected of being pregnant

15) participants who are considered unsuitable for participation in this study by the responsible pharmacist

(eg) with visual or hearing disorders, those who develop stomatitis or pharyngitis in response to irritations of nicotine or those

who are thought to undergo worsening of gastrointestinal diseases such as esophagitis and peptic ulcer
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Table 3. Definition of the Status of Smoking Cessation

Status of cessation Definition

Complete
smoking cessation

No smoking and no use of Nicorette

No smoking No smoking but Nicorette is being used

Using Nicorette+  Using Nicorette and smoking occasion-
occasional smoking ally

Smoking everyday Smoking everyday
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Table 4. Enrollment and Disposition of Participants

No. of participants A B Total

Participants recruited 8§ 14 22

Participants uncompleted study

Do not meet to eligibility criteria 0 1 1
Discontinued 0 0 0
Lost to follow up 3 2 5
Total 11 17 28

A intervention group, B: control group.
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Table 5. Baseline Characteristics of Participants

A(n=11) B(n=16) p value

Male? 9(81.8%) 13(81.3%)
0.624

Female? 2(18.2%) 3(18.8%)
Age? 44.1+14.8 49.1+£19.1 0.657

Intensity of desire of
stopping smoking®
(full marks: 5 points)

2.60+0.70 3.31+1.14 0.075

Smoking history? (year) 22.3+15.2 28.2+17.5 0.508

No. of cigarettes smoked

b 23.0+6.75 25.7+13.9 1.000
per day

No. of attempts for a

smoking cessation® 1.10+1.37 0.88+1.45 0.536

No. of participants
knowing about harm of  5(50.0%)
smoking?

10(62.5%) 0.689

No. of participants with
smokers among family
members?

2(18.2%) 5(31.3%) 0.668

No. of participants with
cooperation of family for 6(54.5%)
smoking cessation?

8(50.0%) 0.701

No. of participants with
attitude of company
toward smoking?

3(30.0%) 8(50.0%) 0.428

Point of Fagerstrom test
for nicotine dependence? 4.56+2.13 6.31+1.85 0.081
(full marks: 10 points)

CP 49.98+14.29 49.85£12.59 0.882

NP 51.79+16.27 54.37£12.59 0.862

Standardized

egogram score? A 47.29%11.07 49.53+15.78 0.748

FC 50.10+13.87 51.544+10.65 0.823

AC 49.88+15.00 50.07+13.38 0.980

A intervention group, B: control group. Data with S.D. are presented
as mean+S.D. @) Mann-Whitney U analysis, b) x? analysis.

Table 6. Number of Participants in Each Status of Smoking
Cessation at 3 Months after Starting Program

Status A(n=11) B(n=16)
Complete smoking cessation 5 5
No smoking 0 3
Using Nicorette +occasional smoking 2 4
Smoking everyday 1 2
Lost to follow up 3 2
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Table 7. Comparison of Egogram Score in Group A between Participants in the State of Complete Cessation and Others at 3 Months

after Starting Program

CP A FC AC
Complete cessation (n=35) 51.1+£8.1 48.9+9.1 51.7£7.4 50.2%9.5 48.61+10.7
Non complete cessation (n=6) 49.1%+12.1 50.9+11.4 48.6+12.3 499+11.3 51.2+10.3
p value? 0.583 0.522 0.463 1.000 0.584

Data are presented mean+S.D. ¢) Mann-Whitney U analysis.

Table 8. Comparison of Egogram Score in Group B between Participants in the State of Complete Cessation and Others at 3 Months

after Starting Program

CP A FC AC
Complete cessation (n=35) 56.7+8.8 45.8+15.7 55.9+9.4 45.4+13.9 39.6x+3.1
Non complete cessation (n=11) 46.91+9.3 51.9£6.2 47.31+9.5 51.9+7.7 54.7+8.2
p value? 0.078 0.570 0.061 0.425 0.002*

Data are presented mean+S.D. ¢) Mann-Whitney U analysis.
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