



















































































emphasize the risk of circular explanations, as characteristics of a certain stage are described as

being caused by that stage.

2.3.6 Use of the Transtheoretical Model in the Present Study

In the current study, the transtheoretical model was used to: design the recruitment advertising (see
Appendix A); structure information presented in the self-help materials; define the type of
assistance provided during the telephone counsellor calls (Appendix I); and identify intermediate
treatment outcomes that could demonstrate how telephone counselling affects participants during
treatment.

Participants in this study were in either the contemplation or preparation stage at study entry.
Contemplators are smokers who are seriously considering quitting in the next six months.
Preparers are those individuals who are also planning to quit in the next 30 days, with the
additional characteristic that they have made a 24-hour quit attempt in the past year. The
intervention portion of this study involved participants moving to the action stage and involved the
overt modification of their smoking behaviour. The self-help materials, physician contacts, and
telephone counselling were designed to provide participants with the skills to use key behavioural
processes of change such as counterconditioning, stimulus control, contingency management and

helping relationships.

A priori, it was hypothesized that proactive telephone counselling would: (a) result in increased
usage of stage-appropriate processes of change (i.e., the use of behavioral processes of change
during the action stage); and (b) enhance the development of self-efficacy during treatment. If
these intermediate outcomes were positively influenced by the telephone counselling intervention, it
was hypothesized that this would result in an increase in the quit rate observed at 26-week follow-

up.
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2.4 FACTORS AFFECTING OUTCOMES IN SMOKING CESSATION

There are a number of patient-related factors that have been shown to predict cessation outcomes in
previous studies of smoking cessation. Efforts were made to control for these potentially
confounding factors in the design of the study and in the analysis of data.

2.4.1 Level of Nicotine Dependence

Smokers who are more physically dependent on cigarettes have greater difficulty in successfully
quitting than less addicted smokers (Killen and Fortmann, 1994). The strength of a smoker's
nicotine addiction may be reflected by the smoker's daily consumption level and their Fagerstrom
Tolerance Questionnaire (FTQ) score.

The FTQ is a widely-used eight-item paper-and-pencil test of nicotine dependence. The FTQ
correlates with other measures of nicotine dependence. including carbon monoxide. blood nicotine
and cotinine levels (Fagerstrom, 1980: Fagerstrom, 1991: Fagerstrom and Schneider. 1989). The
FTQ has a scoring range of 0-11 points, with a score of 0 assumed indicative of minimum nicotine
dependence and a score of 11 indicative of maximum nicotine dependence. The mean score is
usually within the range of 5-7 points, with a standard deviation of about 2.

Smoking habit factors associated with a better prognosis for cessation include: a lower smoking
rate and nicotine intake (e.g., fewer than 25 cigarettes/day) (Killen and Fortmann, 1994): lower
nicotine dependence (e.g., FTQ score < 7, first cigarette at least 30 minutes after waking, few past
difficulties with withdrawal after quitting) (Fagerstrom, 1980: Fagerstrom, 1991: Fagerstrom and
Schneider, 1989); shorter smoking history; past success quitting for 6 months or longer: and less
dependence on smoking to regulate negative affect (Carmody. 1992).

In the current study, the FTQ was used to determine baseline level of nicotine dependence.
Participants were stratified into high and low nicotine-dependent groups using this factor prior to
randomization (see Figure 1). The FTQ is embedded within the Participant Intake Questionnaire
(Appendix D, Section E; see page 95).
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2.4.2 Gender

There are gender differences in tobacco consumption and cessation (Millar, 1988). Males are more
likely than females to attempt to quit smoking over a fixed observation period (US Department of
Health Education and Welfare, 1990). Women are more likely than men to seek assistance in the
quitting process (US Department of Health Education and Welfare, 1990). Female smokers seem
to have more difficulty maintaining abstinence after cessation (Blake, Klepp, and Pechacek, 1989).
While men and women do not differ significantly in the types of reasons that they give for quitting
(US Department of Health Education and Welfare, 1990), women may react more adversely to
unwanted changes accompanying quitting, especially temporary moodiness and weight gain,
because they find such changes to be greater social liabilities (Blake, et al.. 1989).

In the current study, gender was controlled for by stratifying patients using this factor prior to
randomization (see Figure 1).

2.4.3 Processes of Change

Efficient behaviour change depends on doing the right things (processes) at the right time (stages).
The use of various processes of change have been identified as potent predictors of smoking
behaviour change (Prochaska, et al., 1985; Wilcox, Prochaska, Velicer, and DiClemente, 1985).
A cross-sectional analysis of smokers in different stages of change demonstrated that the use of
various processes of change was clearly related to stage status (Prochaska and DiClemente, 1992).
Successful quitters demonstrate a pattern of how change processes can be used most effectively
over time. Cross-sectional evidence suggests that those in the contemplation and preparation
stages tend to use cognitive processes such as self-reevaluation and consciousness raising,
whereas those in the action and maintenance stages use behavioural processes such as stimulus
control and counterconditioning (Prochaska and DiClemente, 1992).

Processes of change were measured at baseline so that they could be used as covariates during the
analysis of data.

2.4.4 Self-Efficacy
People do not attempt to change their smoking behaviour unless they believe they have "what it

takes" to successfully quit. Post-treatment self-efficacy scores have predicted successful
completion of treatment programs, post-treatment relapse, and subjects' smoking rates after
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treatment. In her review of self-efficacy and relapse in smoking cessation. O'Leary (1985)
reported thar self-efficacy was a better predictor of outcome than health locus of control,
confidence in treatment rationale, or expectations about the positive effects of smoking cessation.
Self-efficacy is a better predictor of treatment outcome than the degree of nicotine dependence
(Killen, Maccoby, and Taylor, 1984: McIntyre, et al., 1983).

Self-efficacy was measured at baseline so that it could be used as a covariate during the analysis of
data.

2.4.5 _ Perceived Stress

The anxiolytic effects of nicotine suggest that stress reduction is a factor that supports regular
smoking (Leventhal and Cleary, 1980; Pomerleau and Pomerleau. 1987). Stress is variously
defined as an appraisal (perception), an aversive event, a set of biologic responses. or a set of
behavioural or affective responses. Perceived stress represents a person's appraisal of whether the
demands in their lives exceed their capacity to cope (Cohen and Williamson, 1988).

Persons who quit smoking and subsequently relapse often report that their relapse was triggered by
a stressful experience or negative affect state (Baer and Lichtenstein. 1988: Cummings, Jaen, and
Giovino, 1985; Shiffman, 1982). Smokers often view smoking as an effective means of coping
with the emotions elicited by stressful events and are presumed to have strong urges to return to
such a well-established response when confronted with stressors (Ockene, Nuttall, Benfari.
Hurwitz, and Ockene, 1981; Wills and Shiffman, 1985).

Cohen and Lichtenstein (1990) examined the dynamic relations between perceived stress and
smoking status using a four-item version of the Perceived Stress Scale (Cohen, Kamarck, and
Mermelstein, 1983). They found a strong relation between perceived stress and smoking. Those
who failed to quit smoking for more than 24-hours during the trial period maintained a relatively
high and consistent level of stress over the entire six-month trial period. For those who remained
continuously abstinent over the course of the study, stress decreased as duration of abstinence
increased.

Perceived stress was measured at baseline so that it could be used as a covariate during the analysis
of data.



3.0 METHQDS
3.1 SETTING

This study was conducted at the Smoking Cessation Clinic at the University of Ottawa Heart
Institute at the Ottawa Civic Hospital. The Heart Institute serves primarily the National Capital
Area and is also a referral centre for Eastern and Northern Ontario. Approximately 1.5 million
people live within one hour of the Heart Institute.

3.2 SUBJECTS

Volunteers were recruited by radio advertisements in the Ottawa area. A transcript of this
advertisement is provided in Appendix A. Smokers aged 18 years or more were eligible if they
had smoked at least 15 cigarettes per day during the past year, were interested in quitting smoking
completely within 30 days , were willing to attend a pre-screening session, and were willing to
provide informed consent. Women of child-bearing age had to be using a reliable method of birth
control to be eligible.

Exclusion criteria were: myocardial infarction within the past six months; Class 01 or greater
angina (NYHA); Class III or greater congestive heart failure (NYHA); variant angina: active and
untreated arrhythmias; Buerger's Disease; pregnancy or lactation: alcoholism or a history of other
drug abuse; coexisting psychiatric illness; chronic dermatological disorders; diabetes requiring
insulin; and kidney or liver disease. Exclusion factors were determined during pre-screening
procedures over the phone and during a pre-screening evaluation by a study physician.
Operational definitions for each of the exclusion factors are shown in Appendix B.

A total of 453 people responded to the radio advertisements and were scheduled to attend a pre-
screening session. (Details of the pre-screening session are provided in Section 3.3.2). Of those
scheduled to attend the prescreening session, 408 (90%) attended. Of those attending the pre-
screening session, 12 (2.9%) were ineligible because of abnormal tests of liver and kidney
function, alcoholism or a history of other drug abuse. Three hundred and ninety-six eligible
participants were enrolled.

Recruitment to the study was completed in two waves. The first wave of recruitment was in
September 1995 and the second wave of recruitment was in January 1996. Due to the logistics of
providing treatment, each recruitment wave was divided into two treatment cohorts. The time lag
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between recruitment and the initiation of treatment varied from two weeks to six weeks.
Participants were not paid for their participation, but received a 12-week supply of the nicotine
patch (approximate value = $400) at no cost during the treatrnent period.

3.3

DESIGN AND PROCEDURES
3.3.1

Study Design

This study employed a parallel, two-group design with stratification by level of nicotine
dependence and random assignment to either a Guide Your Patients (GYP) or a Guide Your
Patients + Telephone Counselling (GYP+TC) treatment group (see Figure 1). Measures included
smoking status variables, processes of change, self-efficacy, and compliance with the treatment
protocol. Demographic and medical history data were collected for screening and descriptive
purposes. The dependent variable of primary interest was the quit rate at 26-week follow-up.
Dependent variables of secondary interest included processes of change, self-efficacy and
compliance. The independent variable was the treatment group: GYP or GYP+TC.

All procedures were in accordance with the ethical standards of the Research Ethics Committees of
the Ottawa Civic Hospital and the University of Waterloo, and with the Helsinki Declaration of

1975, as revised in 1983. Table S provides an overview of the flow of recruitment, pre-screening,
medical screening, stratification, assignment, treatment and follow-up procedures.
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- Review previous attempts
- Establish Target Quit Date
- Review use of nicotine patch
- Review progress
- Review relapse prevention strategies
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Self-Help Materials
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Table 5:  Overview of Timeline of Screening, Data Collection, Intervention and Follow-up

Procedures.



3.3.2 Pre-Screening and Assessment

During the pre-screening session, the nature of the experiment was explained, and eligibility
criteria were outlined by the investigator. All potential participants received advice on the
importance of smoking cessation and provided informed consent (Appendix C) prior to any data
being collected. Participants completed a detailed medical and smoking history (Appendix D), and
had blood drawn by a study nurse for routine chemistry tests. Participants were then scheduled for
a subsequent visit, during which one of the three study physicians completed a standardized
medical exam, and reviewed all medical history and laboratory data collected during the pre-
screening session (Appendix E).

3.3.3 Allocation to Treatment

Two factors, gender and degree of nicotine dependence, were identified as potentially important
confounders in this study. Based on information collected during the pre-screening session.
participants were placed into one of four strata based on gender and level of nicotine dependence
(low nicotine-dependent women, low nicotine-dependent men, high nicotine-dependent women,
and low nicotine-dependent men). High dependent smokers were defined as those with FTQ
scores 2 7 (Fagerstrom and Schneider, 1989). Random assignment to one of two treatment
groups, GYP or GYP+TC, was then performed within strata. For the purposes of randomization,
a table of random numbers, in blocks of four, was generated by the Coordinator of Nursing
Research, independent of the study administration. The treatment assignments were opened by a
study coordinator after the pre-screening and medical assessment.

Participants were assigned randomly to physicians, and physicians were blinded with respect to the
treatment allocation of subjects under their care. Participants were reminded at each visit by the
study coordinator to not discuss their treatment group allocation with their study physician.
However, there were no attempts made to determine whether the blinding of physicians was
maintained. An analysis of outcomes, stratified by physician, was conducted to ensure that there
were no differences in outcomes as a function of the physician.



3.3.4 Treatments
3.3.4.1 Guide Your Patients (GYP) Group

The GYP group received NRT and smoking cessation guidance from one of the study physicians
in a manner consistent with the recommendations of the Guide Your Patients to a Smoke-Free
Future program over a series of three treatment visits. The first treatment visit occurred
immediately following the physician examination and allocation to treatment, approximately two
weeks prior to the attempted quit. The second treatment visit occurred four weeks after a quit date
negotiated by the participant and the physician. The third and final treatment visit occurred 12
weeks after the quit date. The same physician completed all three visits with each participant.

The three study physicians participated in a four-hour training session regarding the Guide Your
Patients program. During this training session, study physicians reviewed the process of Ask,
Advise, Assist and participated in role-playing exercises simulating typical interactions between
participants and physicians. This training session was conducted by the Investigator with the
assistance of Dr. Andrew Pipe. During the trial, all interactions between the physician and the
subject were structured through the use of an checklist (Appendix F, G), suggesting the flow of
questions and appropriate responses during each of the three treatment visits. During a pilot study
conducted prior to start of the current study, the Investigator had an opportunity to directly observe
and provide feedback on the performance of study physicians in their interactions with participants.

The purpose of the initial treatment visit with the physician was to reinforce the decision to quit, to
assist the participant to set a target quit date, and to explain the proper use of transdermal NRT.
During the trial, participants received NRT for a total of 12 weeks: eight weeks at 15 mg/16 hours,
two weeks at 10 mg/16 hours, and two weeks at 5 mg/16 hours. NRT was provided free to
participants, courtesy of McNeil Consumer Products. Participants were instructed to apply a new
patch each morning to a clean, non-hairy area of intact skin, which has not been used as a patch
application site within the last week, and to remove the patch prior to retiring at night. The
physician explicitly reminded the participant to stop smoking and apply the NRT first thing on
target quit date morning.

At the initial treatment visit, the physician also provided the participant with the "Stop Smoking
Now!" video tape and self-help booklet developed by the University of Ottawa Heart Institute
(Reid, 1994). The physician instructed the participant to use the self-help materials before the
target quit date to develop an individual action plan and to review coping strategies in preparation
for the quit day. The self-help materials incorporated the stages and processes of change outlined
by Prochaska and DiClemente (1992) into a step-by-step guide to quitting. Materials were
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available in both French and English. The workbook and the video emphasized the processes of
self-evaluation, self-liberation, reinforcement management, counterconditioning and stimulus
control. These processes of change have been identified as particularly important during the
preparation and action stages of smoking cessation (Ahijevych and Wewers, 1992; DiClemente and
Prochaska, 1985; Kristeller, Rossi, Ockene, Goldberg, and Prochaska, 1992; Prochaska, et al.,
1992).

During the second and third treatment visits, four and 12 weeks after the target quit date
respectively, the physician provided follow-up advice to the participant in accordance with the
Guide Your Patients program. Each physician visit lasted approximately 15 minutes. During each
treatment visit, prior to the participant meeting with the physician, a research nurse had the
participant complete any necessary questionnaires (Appendix H), monitored patch compliance,
measured vital signs, including weight, and determined the exhaled carbon monoxide level to
verify smoking status. The research nurse was blinded with respect to the treatment allocation of
the study participant.

3.3.4.2  Guide Your Patients + Telephone Counselling (GYP+TC) Group

The GYP+TC Group received NRT, self-help materials, and physician advice in a2 manner identical
to that provided to the GYP Group. In addition, the GYP+TC Group had their treatment
augmented by the addition of telephone counselling two, six, and 13 weeks after the target quit
date. One of two trained nurse-counsellors initiated telephone calls, which followed a scripted
intervention. The telephone scripts (see Appendix I) were adapted with permission from scripts
used previously by Orleans et al (1991). To ensure that treatment and data collection were kept
separate, telephone counsellors did not confer with the study coordinator on the progress of
participants in the study. Following each call, the telephone counsetlor mailed a personalized letter
along with additional fact sheets that had been developed to address concerns expressed by the user
during the call. Five fact sheets were available for distribution: Managing Withdrawal Reactions,
Urges and Cravings; Dealing with Weight Gain/Increased Appetite; Stress and Negative Emotions;
Developing Social Support; and Handling Relapse.

Prior to the study, the telephone counsellors received three days of training on the telephone
counselling procedures from the investigator. They also had an opportunity to practice using these
procedures during a pilot study involving 119 participants that used methods identical to those used
in the current study (Reid, Pipe, Tracey, and Welch. 1996). During each telephone call, the
telephone counsellors completed a telephone contact sheet that summarized the participant's



responses and remarks during the telephone conversation. The telephone counsellors also
recorded the start and finish time of the telephone call.

3.3.5 Follow-up Data Collection

All GYP and GYP+TC participants were surveyed by questionnaire 26 weeks after their target quit
date. Questionnaires (Appendix J) were initially mailed to participants. If they did not return the
questionnaire within 14 days, they were sent a second copy by courier. If the second copy was
not returned within 14 days they were called by the study coordinator and asked to complete the
questionnaire by telephone.

Participants who were unreachable within a four-week window (24-28 weeks after target quit date)
or who declined to be surveyed were considered to be smoking. An attempt was made to collect a
breath sample for carbon monoxide determination from all participants who reported not smoking
at the 26-week follow-up. Participants were offered a variety of convenient times and locations for
providing a sample. If there were scheduling problems, the study coordinator offered to collect the
sample at the participant's home or workplace.



3.4 MEASURES
3.4.1 Smoking Status

Smoking status was determined 26 weeks after the target quit date. For the primary analysis. point
prevalent abstinence (PPA) was used. PPA was defined as patient self-report of no smoking (not
even a puff) in the preceding seven days (Ossip-Klein, Bigelow, Parker, Hall, and Kirkland,
1986). An expired carbon monoxide level of <9 ppm was considered as confirmatory for
nonsmoking (Velicer, Prochaska, Rossi, and Snow, 1992).

Continuous abstinence (CA) from the target quit date was also assessed. CA, while difficult to
establish objectively, inspires confidence in the durability of the quit attempt. CA was defined as
no smoking. not even a puff, from the target quit date (Ossip-Klein, et al., 1986).

Participants were asked to keep a diary to record any cigarette use after the target quit date. Time to
relapse, or survival time, was determined from this information. For the purpose of the survival
analysis, time to relapse was defined as seven consecutive days smoking at least one cigarette each
day (Ossip-Klein, et al., 1986).

The smoking status questions are shown in the Participant Follow-up Questionnaire in Appendix J.

3.4.2 Processes of Change

Processes of change were measured using a 20-item questionnaire (Prochaska, et al., 1988),
which included two items for each of the 10 processes of change answered on a Likert scale of
frequency of use from never (1) to frequently (5). A score for each of the 10 processes of change
was calculated as the unweighted sum of responses for its two items. The possible range of scores
for any given process of change was 2 to 10. A higher score indicated increased use of a particular
process of change.

The validity of this scale for distinguishing successful and unsuccessful subjects for each of the
stages of change has been demonstrated cross-sectionally (Prochaska and DiClemente, 1983) and
longitudinally (Prochaska, et al., 1985). Processes of change were measured at the baseline
screening as well as during clinic visits at four and 12 weeks after the target quit date.

The processes of change (Impacts on Smoking) questions are shown in the Participant Follow-up
Questionnaire in Appendix J.



3.4.3 Self-Efficacy

Self-efficacy was measured using a 20-item questionnaire (Velicer, Prochaska, Bellis, DiClemente,
Rossi, Fava, et al., 1993), to measure confidence in not smoking across a wide variety of daily
situations. Each question was answered on a Likert scale of confidence in not smoking from not at
all confident (1) to extremely confident (5). The range of possible scores for total confidence was
from 18 to 90, with higher scores indicating increased confidence in not smoking.

This questionnaire has been tested by DiClemente and his co-investigators and is reliable and has
been replicated using different samples, problems and response formats (DiClemente, 1986;
DiClemente, et al.. 1985). The confidence scale also incorporates three subscales: confidence in
social situations (possible range 6 to 30); confidence in affective situations (possible range 6 to 30).
and confidence in habitual situations (possible range 6 to 30). Self-efficacy was measured at the
baseline screening as well as during clinic visits at four and 12 weeks after the target quit date.

The self-efficacy (Confidence in Not Smoking) questions are shown in the Participant Follow-up
Questionnaire in Appendix J.

3.4.4 Perceived Stress

Perceived stress was measured using the four-item version of the Perceived Stress Scale (PSS-4)
designed by Cohen, et al.(1983). The PSS is designed to determine the degree to which
respondents find their lives unpredictable, uncontrollable, and overloading. For each item.
respondents indicate on a scale ranging from never (0) to very often (5) how often they have felt
that way during the past month. High scores on the PSS-4 have been associated with elevated life
events, psychological distress, physical symptomatology and use of health services (Cohen and
Williamson, 1988).

The perceived stress questions are shown in the Participant Follow-up Questionnaire in Appendix
J.
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3.4.5 Participation in the Intervention

Participation was tracked throughout the study. For physician counselling, the study coordinator
recorded attendance by participants at each of the counselling visits. The study physicians also
completed a physician contact sheet during each counselling visit.

To assess use of the nicotine patch, participants were asked to record in their daily diary the time of
day they applied and removed the patch, and the site of application. At each treatment visit, the
participant was supplied with sufficient patches to cover the interval until the next visit. All unused
patches were collected by the study coordinator during the study visits.

To determine the participation rate in the telephone counselling portion of the intervention,
telephone counsellors completed a detailed call record during and after each telephone call.
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3.5 ANALYTIC METHODS

Data were analysed using SPSS software. All eligible participants, regardless of their compliance
with the protocol, were included in the analysis. Baseline subject characteristics in the two groups
(GYP vs. GYP+TC) were compared using two-tailed independent-group 't ' tests for continuous
variables and Pearson chi-square tests for categorical variables.

The primary analysis compared the two treatments for their effect on PPA rates observed at 26-
week follow-up using chi-square analysis. Initially, differences in abstinence were evaluated using
all participants in the study. A stratified analysis of abstinence rates between the treatments was
then completed using gender and degree of nicotine dependence as stratification variables. All
analyses were repeated using CA as the dependent variable.

Survival analysis was used to compare the time to relapse between the two treatment groups. For
the purposes of this analysis, Time 0 was assumed to be the Target Quit Date and relapse to
smoking was defined as having smoked at least one cigarette on seven consecutive days (Ossip-
Klein, et al., 1986). The Log-Rank (Mantel-Cox) Test was used to compare the survival curves
(Matthews and Farewell, 1988). If a participant was observed for the full 26 weeks of follow-up
and relapse to smoking did not occur during this time, then these individuals were considered to
have a censored survival time. Participants who were lost to follow-up were considered to have
relapsed to smoking at the mid-point between their last verified visit and the follow-up point. A
stratified (by gender and degree of nicotine dependence) analysis of survival time was also
completed.

The data collected with respect to processes of change, self-efficacy and perceived stress were
analysed using ANOVA with repeated measures. In the analysis, the within factor was the process
of change, self-efficacy or perceived stress score measured at different time points, i.e. baseline,
four and 12 weeks. The between factor was the treatment condition. For the ANOVA, missing
values were replaced using linear interpolation. The last valid value before the missing value and
the first valid value after the missing value were used for interpolation.



4.0 RESULTS
4.1 SUBJECT CHARACTERISTICS

Baseline characteristics of subjects are shown in Table 6. Smoking history variables
(cigarettes/day, number of years smoking, FTQ score) indicate that participants in this study were
relatively heavy smokers with extensive smoking careers. The majority of participants were in the
high nicotine-dependent category (i.e., FTQ = 7). Just under 19% of participants were in the
contemplation stage of change. The remaining 81% were in the preparation stage. There were no
differences between the groups at study entry for: age, percentage of male participants, number of
cigarettes per day, number of years smoking, FTQ score, percentage of smokers with FTQ score 2
7, number of quit attempts lasting more than 24 hours in the year prior to the study, perceived
stress, decisional balance, or percentage of participants in the preparation stage of quitting.

GYP GYP+TC

Group Group

n=199 n=197
Baseline Variable Mean SD Mean SD P-Value
Age at Study Entry (yrs.) 37.5 7.9 38.4 8.2 .24
Percent Male 52.3 52.8 .92
Number of Cigarettes/Day 22.8 6.9 242 8.5 .07
Number of Years Smoking 213 8.1 21.9 8.2 Sl
FTQ Score 7.1 1.7 7.2 1.9 .65
Percent FTQ 27 65.2 69.0 44
Quit Attempts = 24 hr in past year 1.4 2. 1.6 2.0 .35
Perceived Stress 5.0 2.7 5.1 2.7 70
Decisional Balance (Pros-Cons) -0.8 36 -10 3.8 .60
Percent in preparation stage 82.4 80.2 S7

Table 6: Baseline Characteristics of Study Participants.
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4.2 PARTICIPANT FLOW AND FOLLOW-UP

Figure 2 provides a summary of progress through the various stages of the trial. A total of 396
participants were allocated to the intervention groups: 199 to the GYP group and 197 to the
GYP+TC group.

Participation rates for various components of the two interventions are shown in Table 7. In the
GYP group, 171 subjects participated in = 80% of the prescribed intervention. In the GYP+TC
group, 163 participants participated in > 80% of the prescribed intervention. There was no
differential rate of participation between the two groups.

Follow-up data at 26 weeks were available for 337 (85.1%) of the 396 smokers originally assigned
to treatment. Two hundred and thirteen participants (54%) returned their questionnaires by mail
and 124 participants (31%}) had data collected by telephone. Carbon monoxide samples were
collected from 83 (81%) of the 112 participants who reported not smoking at the follow-up point.
There was no difference in the proportion of participants providing carbon monoxide samples
between the two treatment groups (82% in the GYP group vs. 80% in the GYP+TC group; p =
.73). Of the carbon monoxide samples collected, only one reading exceeded 9 ppm. The
participant with the elevated carbon monoxide level. a male assigned to the GYP group, worked in
a garage where cars were regularly run indoors, and had a carbon monoxide level of 16 ppm. For
the purposes of analysis, only the self-reported smoking status was used, i.e., abstinence rates
were not corrected for carbon monoxide validation.

Of the 59 (14.9%) withdrawals from the trial, six people dropped out during treatment, four
changed address and could not be located through directory assistance, and 49 were unable to be
contacted during the follow-up period. When there was no initial answer, up to five attempts were
made to call back, at various times of days and days of the week. There was no differential
withdrawal rate between the GYP and GYP + TC groups (15.2% vs. 14.6%, respectively; p=.88).
Withdrawals were treated as smokers in the analysis.
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Eligible Participants from Telephone
Screening
(N=453)

v

Not domized (n=57
No show @ screening (n=45)
Abnormal blood tests (n=6)
History of drug abuse (n=6)

v

Total Randomized
(n=396)
GYP Group (n=199) GYP + TC Group (n=197)}
Received 2 80% intervention Received 2 80% intervention as
as allocated (n=171) allocated (n=163)
Received < 80% treatment as Received < 80% treatment as
allocated (n=28) allocated (n=34)
Withdrawn (n=29) Withdrawn (n=30)
Drop-out from Intervention (n=3) Drop-out from Intervention (n=3)
Lost to follow-up (n=26) Lost to follow-up (n=27)
Completed Trial (n=170) Completed Trial (n=167)
Abstinent at Follow-up (n=59) Abstinent at Foliow-up (n=53)

Figure 2:

Participants Available ¢ |
for Follow-up (n=337)

Participant Flow and Follow-up
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4.3 PARTICIPATION IN THE INTERVENTION

Participation rates were tracked throughout the study (Table 7) and ranged from a high of 100% for
pre-screening and assessment procedures as well as the first physician counselling visit, to a low
of 78% for use of the nicotine patch. Patch use was dependent on smoking status. Participants
were provided with a total of 84 patches and, on average, returned 18.8 (+/- 15.7) unused patches
at the 12-week visit. Participants who were abstinent at this point returned fewer unused patches
than those who were smoking (4.3 vs. 22.5 patches, p=<.01). There were no differential rates of
participation between the treatment groups for any of the common intervention components.

The main independent variable in this study was the telephone counselling provided on three
occasions to participants assigned to the GYP+TC group. The completion rate and length of each
call was obtained from records completed by the telephone counsellors. The completion rates for
calls number one (two weeks), number two (six weeks), and number three (13 weeks) were
96.4%, 87.7%, and 78.5%, respectively. The average call length was 19.5 +/- 6.2 minutes for
call number one, 12.0 +/- 4.9 minutes for call number two, and 9.5 +/- 3.6 minutes for call
number three. (Average call length was calculated using only completed call data). Some
variability in the length of the telephone calls was expected since the content of the calls varied and
counsellors altered their advice depending on the participant's particular stage (i.e., preparation,
action, relapse). Differences were noted in the length of both call one and call two between the two
counsellors (14.4 vs 21.8 minutes, p<.01; and 12.8 vs. 10.5 minutes, p=.02, respectively).
There was no difference between counsellors for call three.

Intervention Component (Timing) Participation Rate (%)
Pre-screening and assessment (- 4 wks) 100
Physician Counselling

Visit #1: (- 2 wks) 100

Visit #2:  (+ 4 wks) 91

Visit #3:  (+ 12 wks) 86
Telephone Counselling

Call #1: (+ 2 wks) 96

Call #2: (+ 6 wks) 88

Call #3: (+ 13 wks) 79
Patch Use (0 - 12 wks) 78

Table 7. Completion Rates for Components of the Smoking Cessation [ntervention.
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4.4 EFFICACY OF TELEPHONE COUNSELLING

The primary objective of this study was to compare abstinence from smoking at 26-week follow-
up in the GYP and the GYP+TC groups. Abstinence was defined in a number of ways, including:
point-prevalent abstinence, continuous abstinence, and time to relapse.

4.4.1 Point-Prevalent Abstinence

PPA rates at 26-week follow-up for the total sample and when stratified by level of nicotine
dependence and gender are shown in Table 8. The overall PPA rate at 26-weeks was 28.3%.
There was no difference in the PPA rate between the GYP and the GYP+TC groups (29.6% vs
26.9%: p=.54). When the analysis was stratified by level of nicotine dependence and gender,
there were no differences in PPA between the treatment groups in any of the analysis stratum.

There was no difference in PPA for participants in the contemplation stage vs. preparation stage at
baseline (23.0% vs. 29.5%: p =.26).

GYP Group GYP + TC Group Total
(n=199) (n=197)
Analysis Stratum Number Number Number P-
(%: 95% CI) (% 95% CI) (%: 95% CI) Value
Abstinent Abstinent Abstinent
All Participants 59 53 112 .54
(N = 396) (29.6; 23.3, 35.9) (26.9; 20.7. 33.1) (28.3: 23.9. 32.7)
Dependence X Gender
Low Dependent Males 18 12 30 .26
(n=179) (43.9; 28.7. 59.1) (31.6: 16.9. 46.3) (38.0: 27.3, 48.7)
High Dependent Males 18 18 36 .87
(n=129) (28.6; 17.5, 39.7) (27.3: 16.6. 38.0) (27.9: 20.2, 35.6)
Low Dependent Females 9 6 15 .89
(n = 353) (29.0; 13.1, 44.9) (27.3: 8.7.45.9) (28.3;16.2,40.4)
High Dependent Females 17 14 31 .78
(n=135) (21.9; 12.3, 31.5) (23.9: 13.5, 34.3) (23.0; 15.9, 30.1)

Table 8: Number and Percent Point-Prevalent Abstinent (with 95% CI) in the GYP and
GYP+TC Groups at 26-Week Follow-up.
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4.4.2 Continuous Abstinence

CA rates at 26-week follow-up for the total sample and when stratified by level of nicotine
dependence and gender are shown in Table 9. The overall CA rate at 26-weeks was 25.5%. There
was no difference in the CA rate between the GYP and the GYP+TC groups (25.6% vs 25.4%:
p=.96). When the analysis was stratified by level of nicotine dependence and gender, there were
no significant differences in CA between the treatment groups in any of the analysis strata.

GYP Group GYP + TC Group Total
(n=199) (n=197)
Analysis Stratum Number Number Number P-
(%; 95% CI) (% 95% CI) (% 95% CI) Value
_ Abstinent Abstinent Abstinent
All Participants 51 50 101 .96
(N = 396) (25.6: 19.5, 31.7) (25.4:19.3, 31.5) (25.5: 21.2, 29.8)
Dependence X Gender
Low Dependent Males 14 11 25 .62
(n=79) (34.1; 19.6, 48.6) (28.9: 14.5, 43.3) (31.6: 21.3, 41.9)
High Dependent Males 1S 17 32 .80
(n=129) (23.8; 13.3, 34.3) (25.8: 15.3. 36.3) (24.8: 17.3, 32.3)
Low Dependent Females 9 5 14 61
(n=153) (29.0; 13.0, 45.0) (22.7; 5.2, 40.2) (26.4; 14.5. 38.3)
High Dependent Females 13 17 30 61
(n=135) (20.3: 10.4, 30.1) (23.9; 13.9, 33.9) (22.2; 15.2, 29.2)

Table 9:  Number and Percent Continuously Abstinent (with 95% CI) in the GYP and GYP+TC
Groups at 26-Week Follow-up.
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4.4.3 Time to Relapse

Relapse curves were compared between the two groups using the generalized log rank statistic (see
Table 10). The survival curves, when all 396 participants were considered, are shown in Figure 3.
There was no difference in the median time to relapse between the GYP and the GYP+TC groups

(110 vs. 92 days; p=.10).

GYP GYP + TC
Group Group
(n=199) (n=197)
Analysis Stratum Median Time to Median Time to P-Value
Relapse in Days  Relapse in Days
(95% CI) (95% CI)
All Participants 110 92 .10
(N = 396) (91, 129) (77, 107)
Nicotine Dependence X Gender
Low Dependent Males 187 99 .01
(n=179) (156, 234) (54, 144)
High Dependent Males 86 86 .80
(n=129) (60, 112) (56, 116)
Low Dependent Females 126 121 .96
(n=53) (112, 140) (62, 180)
High Dependent Females 89 74 .80
(n=135) (66, 112) (56, 92)

Table 10: Stratified Analysis of Median Time to Relapse and Resuits of Significance Testing for
Equality of Survival Curves. (P-Value refers to the significance of Mantel-Cox test
comparing the GYP and GYP+TC groups.

Time to relapse was also evaluated with the sample stratified by gender and level of nicotine

dependence.

Figure 4 and Table 10, show that telephone counselling resulted in a statistically significant
reduction in time to relapse for men assigned to the GYP+TC group compared to those assigned to

the GYP group (median time to relapse = 99 vs. 187 days; p=.01).

Figures 5, 6 and 7, and Table 10, show that telephone counselling did not alter time to relapse in

high nicotine-dependent males, low nicotine-dependent females, or high nicotine-dependent

females.
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Survival as a Non-Smoker

All Participants

Group Assignment

® GYP + TC Group

*+* GYP + TC

-censored

* GYP Group

Cumulative Survival

* GYP Group
~censored

0 50 100 150 200 250
Time to smoking in days

Figure 3: Time to Relapse in the GYP vs. GYP+TC Groups. (P=.10 by the log rank test. Time
0 corresponds to the target quit date. Longer follow-up times are reported for
participants taken into the study at an earlier point in time).
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Survival As A Non-Smoker

Low Nicotine-Dependent Males

Group Assignment

® GYP + TC Group

*+ GYP + TC Group

-censored

® GYP Group

Cumulative Survival

* GYP Group
0.0 -censored
0 50 100 150 200 250

Time to smoking in days

Figure 4: Time to Relapse for Low Nicotine-Dependent Males in the GYP vs. GYP+TC Groups.
(P=.01 by the log rank test. Time O corresponds to the target quit date).
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Survival as a Non-Smoker

High Nicotine-Dependent Males

Group Assignment

® GYP + TC Group

* GYP + TC Group

-censored

—

* GYP Group

Cumulative Survival

*+ GYP Group
0.0 ~censored
0 50 100 150 200 250

Time to smoking in days

Figure 5: Time to Relapse for High Nicotine-Dependent Men in the GYP vs. GYP+TC
Groups. (P=.80 by the log rank test. Time O corresponds to the target quit date).



Survival as a Non-Smoker

Low Nicotine-Dependent Females

1.0
T .8y Group Assignment
§ ® GYP + TC Group
2 .69
2 + GYP + TC Group
g=) !
e ’ : -censored
.a . 4 ‘é ——
5 * GYP Group
O .27 w_l

+ GYP Group
0.0 -censored
0 50 100 150 200 250
Time to smoking in days
Figure 6: Time to Relapse for Low Nicotine-Dependent Females in the GYP vs. GYP+TC

Groups. (P=.96 by the log rank test. Time O corresponds to the target quit date).
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Survival as a Non-Smoker

High Nicotine-Dependent Females

1.

Group Assignment

® GYP + TC Group

*+ GYP + TC Group

~censored

“ GYP Group

Cumulative Survival

* GYP Group
0.0 — -censored
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Time to smoking in days

Figure 7: Time to Relapse for High Nicotine-Dependent Females in the GYP vs. GYP+TC
Groups. (P=.80 by the log rank test. Time O corresponds to the target quit date).



4.5 PROCESSES OF CHANGE

The second objective of this study was to explore the impact of telephone counselling on the use of
processes of change. Processes of change were measured at baseline, four weeks, and 12 weeks
after target quit date using a 20-item questionnaire which included two items for each of the 10
processes of change (Prochaska, et al., 1988). The score for each of the processes of change was
calculated as the unweighted sum of responses for its two items (maximum score = 10; range of
possible scores two to 10); a higher score indicated increased use of the process of change.

4.5.1 Processes of Change at Baseline

Pre-treatment scores for the processes of change were compared using two-tailed independent-
group 7’ tests (see Table 11). Pre-treatment scores were similar between the two groups. The
most frequently used processes of change at baseline were social liberation, self-liberation, and
self-reevaluation. The least frequently used processes of change were stimulus control, counter
conditioning and reinforcement management. Greater use of cognitive/experiential processes of
change (such as social liberation and self-reevaluation) prior to treatment is consistent with
participants being in the contemplation and preparation stages of quitting at baseline (Prochaska
and DiClemente, 1992; Prochaska, et al., [991).

GYP GYP+TC

Group Group

n=199 n=197
Baseline Variable Mean SD Mean SD P-Value
Consciousness Raising 6.3 1.9 6.5 1.9 A4l
Social Liberation 8.1 1.7 8.2 1.7 51
Self-Reevaluation 7.1 2.0 7.3 2.0 .28
Environmental Reevaluation 5.2 2.4 5.2 2.4 91
Dramatic Relief 5.7 2.2 5.7 2.2 .87
Self-Liberation 7.2 1.9 7.1 2.0 .60
Counter Conditioning 4.6 1.8 4.8 1.6 37
Stimulus Control 3.6 1.8 3.4 1.7 47
Reinforcement Management 4.6 2.4 4.4 24 .26
Helping Relationships 5.8 2.5 6.0 2.4 46

Table 11: Comparisons of Baseline Process of Change Scores for Participants in the GYP vs.
GYP+TC Groups.



4.5.2 Processes of Change X Treatment Group

Increased use of behavioural processes of change (i.e., self-liberation, counterconditioning,
stimulus control, reinforcement management, and helping relationships) during the action stage of
smoking cessation have been reported as a predictors of successful change and long-term
abstinence (DiClemente and Prochaska, 1985; Prochaska and DiClemente, 1983; Prochaska and
DiClemente, 1992; Prochaska, et al., 1991).

A priori, it was hypothesized that telephone counselling could lead to better quitting outcomes if it
resulted in the increased use of behavioural processes of change during the action stage. To test
this hypothesis, scores for each of the 10 processes of change were analysed using ANOVA with
repeated measures. In these analyses, the within factor was the process of change score as
measured at baseline, four weeks (mid-treatment), and 12 weeks (end-of-treatment) after the target
quit date. The between factor was the treatment assignment, either GYP or GYP+TC. As
described in Section 3.5, missing values were replaced using linear interpolation. The last valid
value before the missing value and the first valid value after the missing value were used for
interpolation. Complete processes of change data was available for 100%, 91% and 86% of
participants at baseline, four weeks and twelve weeks after the target quit date, respectively.

A summary of the results of repeated measures ANOVA testing for the effects of treatment
condition, time, and possible interactions between treatment condition and time are shown in Table
12. In reviewing the ANOVA summary, the initial interest was in the treatment by time interaction.
If the presence of a significant interaction was established, no further hypothesis testing (for main
effects of treatment or time) was conducted since the two variables jointly affect the dependent
variable. If there was no significant interaction, the main effects variables (i.e., treatment condition
and time) were tested individually.
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Treat't Time Treat X Treat X

Process of Change Effect P-Value Effect P-Value Time Time
F-Value F-Value F-Value P-Value
Consciousness Raising 1.1 31 6.8 <.01 0.0 .97
Social Liberation 0.6 43 15.8 <.01 0.0 .96
Self-Reevaluation 0.0 97 6.8 <.01 3.3 .04
Environmental Reevaluation 0.0 92 1.6 21 0.7 48
Dramatic Relief 0.1 75 0.6 .53 0.9 .40
Self-Liberation 0.1 72 68.4 <.01 1.0 .37
Counter Conditioning 1.3 26 3943 <.01 0.0 .96
Stimulus Control 0.2 .64 258.5 <.01 1.2 .30
Reinforcement Management 1.0 32 26.9 <.01 0.2 .82
Helping Relationships 0.3 57 36.2 <.01 0.0 .74

Table 12: Summary data from repeated measures ANOVA for each of the processes of change.

There was one significant interaction, of unknown clinical significance, between treatment
condition and time for the use of self-reevaluation during treatment (see Figure 9). Self-
reevaluation decreased in the GYP group between the first and second treatment visit and then
increased toward baseline levels between the second and the third treatment visits. In the GYP+TC
group, the use of self-reevaluation also decreased between the first and second treatment visit, and
continued to decrease between the second and third treatment visits.

No significant main effects for treatment condition on the use of any of the 10 processes of change
were observed. Telephone counselling did not increase the use of behavioural processes of change
relative to the control condition during the treatment period. In addition, there were no significant
effects of the treatment condition on any of the five cognitive/experiential processes of change
(consciousness raising, social liberation, self-reevaluation, environmental reevaluation, or dramatic

relief).

Summary data shown in Table 12 indicated that there were significant changes on several of the
processes of change over time (consciousness raising, self-reevaluation, social liberation, self-
liberation, helping relationships, counterconditioning, reinforcement management, and stimulus
control). Figures 8 through 15 ilfustrate these changes.
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Figure 8: Changes in the Use of Consciousness Raising Over Time for Participants in the GYP
and GYP+TC Groups (with 95% confidence intervals).
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Figure 9: Changes in the Use of Self-Reevaluation Over Time for Participants in the GYP and
GYP+TC Groups (with 95% confidence intervals).
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Figure 10: Changes in the Use of Social Liberation Over Time for Participants in the GYP and
GYP+TC Groups (with 95% confidence intervals).
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Figure 11: Changes in the Use of Self-Liberation Over Time for Participants in the GYP and
GYP+TC Groups (with 95% confidence intervals).
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Figure 12: Changes in the Use of Helping Relationships Over Time for Participants in the GYP
and GYP+TC Groups (with 95% confidence intervals).

7.5

6.5
| | —~@— GYP Group
T GQYP+TC Gr

Counterconditioning

4.5 -

R S laa &

Baseline TQD + 4 weeks TQD + 12 weeks

Figure [3: Changes in the Use of Counterconditioning Over Time for Participants in the GYP and
GYP+TC Groups (with 95% confidence intervals).
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Figure 14: Changes in the Use of Reinforcement Management Over Time for Participants in the
GYP and GYP+TC Groups (with 95% confidence intervals).
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Figure 15: Changes in the Use of Stimulus Control Over Time for Participants in the GYP and
GYP+TC Groups (with 95% confidence intervals).



As predicted by the transtheoretical model, participants in both treatment groups made less use of
the cognitive/experiential processes of change during the treatment period. Only consciousness
raising (Figure 8) showed a tendency to increase over the course of treatment. Consciousness
raising increased significantly between the baseline (Treatment Visit #1) and the second treatment
visit, four weeks after the target quit date. Between the second and the third treatment visit (at 12
weeks), consciousness raising decreased toward baseline levels. There was no significant
difference between baseline and end-of-treatment use of consciousness raising.

The two other cognitive/experiential processes of change which changed significantly over time
showed a tendency to decrease over the course of treatment. There was a significant decrease in
the use of self-reevaluation (Figure 9) between baseline and the second treatment visit and it
remained low throughout the remainder of treatment. The use of social liberation (Figure 10) also
decreased and remained lower than baseline throughout the treatment period.

The use of all behavioural processes of change increased over the course of treatment.

Self-liberation increased between the first and second treatment visits, and at the four-week
treatment visit the use of self-liberation (Figure 11) was higher than for any other process of
change. There was some movement back toward baseline levels between the second and the third
visit, however, at the end of treatment the self-liberation remained higher than at study entry.
Ahijevych and Wewers (1992) previously described recent quitters very high use of self-liberation
to be a key to their cessation success.

The use of helping relationships (Figure 12) increased during the early treatment and then returned
toward baseline levels as treatment progressed. At the end of treatment, the use of helping
relationships remained higher than at baseline.

Increases were observed in the use of counterconditioning (Figure 13) and stimulus control (Figure
15) during the treatment period. The pattern of use of counterconditioning indicates that
participants made good use of alternatives to smoking during treatment. The use of stimulus
control increased between baseline and the second treatment visits and remained higher than
baseline through the end of the treatment period.

The use of reinforcement management (Figure 14) increased between baseline and the second
treatment visits and remained higher than baseline through the end of the treatment period.

w
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The sustained high use of the behavioural processes of change suggests that sustaining abstinence
is an active process, and supports the notion that smokers in this study used a variety of
behavioural strategies to help address the physical, psychological and social causes of smoking
addiction.
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4.5.3 Processes of Change X Smoking Status

From a practical standpoint, it would be helpful to know which processes of change are most
effective in helping smokers to quit. Secondary analyses were performed to compare the use of the
various processes of change between successful quitters and those who had relapsed at the 26-
week follow-up.

453.1 Process of Change Use at Baseline X Smoking Status

Pre-treatment scores for each of the processes of change were compared between participants who
were abstinent and those who relapsed at follow-up (Table 13). There were no differences
between the two groups on any of these variables at the outset.

Relapsers Successful Quitters

(n = 284) (n=112)
Baseline Variable Mean SD Mean SD P-Value
Consciousness Raising 6.4 1.9 6.4 1.8 .78
Social Liberation 8.2 1.7 8.2 1.7 .94
Self-Reevaluation 7.2 2.0 7.2 1.9 .82
Environmental Reevaluation 5.2 2.4 5.3 2.4 .84
Dramatic Relief 5.7 2.3 5.7 2.3 .80
Self-Liberation 7.2 1.9 7.3 2.1 .62
Counterconditioning 4.7 1.7 4.7 1.7 .92
Stimulus Control 3.4 1.7 3.7 1.9 .25
Reinforcement Management 4.6 2.4 4.3 2.2 .19
Helping Relationships 5.9 2.4 5.9 2.5 .82

Table 13: Comparisons of Baseline Process of Change Scores for Relapsers and Successful
Quitters (at 26-week follow-up).



453.2 Process of Change Use During Treatment X Smoking Status

The effect of smoking status on the use of processes of change during treatment was examined
using repeated measures ANOV A where the between factor was the smoking status at follow-up,
either abstinent or relapsed, and the within factor was the process of change score measured at
baseline and four and 12 weeks after the target quit date (Table 14).

Quit Time Quit Quit
Process of Change Status P-Value Effect P-Value Status X Status X
Effect F-Value Time Time
F-Value F-Value P-Value
Consciousness Raising 3.1 .08 6.9 <.01 3.7 .03
Social Liberation 0.2 .63 15.8 <.01 0.1 .88
Self-Reevaluation 343 <.01 7.2 <.01 25.3 <.01
Environmental Reevaluation 0.1 77 1.6 21 0.2 .79
Dramatic Relief 1.1 .30 0.6 .52 3.1 .04
Self-Liberation 1.1 .30 68.2 <.01 0.1 .89
Counterconditioning 11.2 <.0l 404.7 <.01 10.5 <.01
Stimulus Control 0.3 .57 258.1 <.01 0.4 .67
Reinforcement Management 0.2 .63 27.0 <.01 1.6 21
Helping Relationships 4.8 .03 36.6 <.01 5.4 <.01

Table 14: Summary Data from Repeated Measures ANOVA Examining the Effect of Smoking
Status at 26-Week Follow-up and Time for Each of the Processes of Change.

Significant interactions between quit status and time were noted for the use of consciousness
raising, self-reevaluation, counterconditioning and helping relationships. Main effects for quit
status and time could not be determined for these processes of change. Successful quitters
endorsed significantly less use of self-reevaluation processes (Figure 16) and greater use of
counterconditioning (Figure 17) and helping relationships (Figure 18) during the treatment period.

In longitudinal research involving recent self-changers, Prochaska. et al. (1985) found that
participants who became relapsers had higher self-reevaluation and helping relationship scores than
those participants who became long-term quitters. For participants who have recently quit
smoking, persistent reevaluation appears to be associated with relapse and may reflect uncertainty
about one's commitment to stop smoking. In this study, participants who were more successful



spent less time reevaluating themselves, perhaps in part because they were confident about

themselves.
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Figure 16: Comparison of the Use of Self-Reevaluation Between Abstinent and Relapsed
Participants (with 95% confidence intervals).
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Figure 17: Comparison of the Use of Counterconditioning Between Abstinent and Relapsed
Participants (with 95% confidence intervals).
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Figure 18: Comparison of the Use of Helping Relationships Between Abstinent and Relapsed
Participants (with 95% confidence intervals).
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4.6 SELF-EFFICACY

The third objective of this study was to examine the effect of telephone counselling on the
development of self-efficacy during smoking cessation. Seif-efficacy was measured at baseline,
four weeks, and 12 weeks after target quit date using a 20-item questionnaire (Velicer, et al.,
1993). For each item, participants were asked to rate their degree of certainty that they could avoid
smoking in that situation. Each rating was done on a five-point Likert scale (1 = not at all
confident to 5 = extremely confident). Participants' confidence for 18 of the 20 situations were
summed to yield a total confidence score. The range of possible scores for total confidence was
from 18 to 90 with higher scores indicating increased confidence in not smoking. The total
confidence score was also subdivided into three subscale scores reflecting confidence in social
situations, negative affect situations, and habitual situations. The range of possible scores for each
subscale was from 6 to 30.

4.6.1 Confidence at Baseline

Pre-treatment scores for total confidence and for each of the subscales were compared using two-
tailed independent-group t’ tests (Table 15). There were no differences between the treatment
groups in confidence in social or negative affect situations. There was a significant difference
between the two treatment groups with respect to confidence in habitual situations and in total
confidence at baseline with the GYP group having higher levels of confidence than the GYP+TC

group.

GYP GYP+TC

Group Group

n=199 n=197
Baseline Score Mean SD Mean SD P-Value
Confidence in Social Situations 17.9 5.6 16.8 5.9 .06
Confidence in Negative Affect 12.9 4.6 12.3 5.3 .19
Situations
Confidence in Habitual Situations 16.4 4.7 15.4 5.1 .04
Total Confidence 47.2 13.5 44 .5 14.7 .05

Table 15: Comparisons of Subscale and Total Confidence Scores at Baseline for Participants in
the GYP vs. GYP+TC Groups.



4.6.2 Self-Efficacy X Treatment Group

A priori, it was hypothesized that telephone counselling could lead to better quitting outcomes if it
resulted in greater levels of self-efficacy during treatment. To test this hypothesis, scores for
confidence in social situations, negative affect situations, habitual situations, and total confidence
were analysed using ANOVA with repeated measures. In these analyses, the within factor was the
total confidence or confidence subscale score as measured at baseline, four weeks (mid-treatment),
and 12 weeks (end-of-treatment) after the target quit date. The between factor was the treatment
assignment, either GYP or GYP+TC. As described in Section 3.5, missing values were replaced
using linear interpolation. The last valid value before the missing value and the first valid value
after the missing value were used for interpolation. Complete self-efficacy data was available for
100%, 91% and 86% of participants at baseline, four weeks and twelve weeks after the target quit
date, respectively.

As in the analysis of processes of change data, the initial interest was in the treatment by time
interaction. If the presence of a significant interaction was established, no further hypothesis
testing (for main effects of treatment or time) was conducted since the two variables jointly affect
the dependent variable. If there was no significant interaction, the main effects variables (i.e.,
treatment condition and time) were tested individually.
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4.6.2.1 Confidence in Social Situations X Treatment Group

There was no significant effect of the treatment condition on confidence in social situations (see
Table 16 and Figure 19). The analysis demonstrated that there was a significant increase in
confidence in social situations over time (Time effect F-Value = 70.6; p =<.01). Confidence in
social situations increased between the first and the second treatment visits, decreased somewhat
between the second and the third treatment visits, but remained higher than baseline at the end of
treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Treatment Condition | 17.8 17.8 0.3 .59
Subject (Group) 394 23812.6 60.4
Time 2 3271.4 1635.7 70.6 <.01
Time*Treatment 2 107.5 53.7 2.3 10

Table 16: ANOVA Table for Confidence in Social Situations.
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Figure 19: Comparison of Confidence in Social Situations in the GYP vs. GYP+TC Groups (with
95% confidence intervals).
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4.6.2.2  Confidence in Negative Affect Situations X Treatment Group

There was no significant effect of the treatment condition on confidence in negative affect situations
(see Table [7 and Figure 20). There was a significant increase in confidence in negative affect
situations over time (Time effect F-Value = 36.1; p =<.01). Confidence in negative affect
situations increased between the first and the second treatment visits, and remained higher through
the end of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Treatment Condition | 41.4 41.4 0.8 .37
Subject (Group) 394 20295.3 51.5
Time 2 1428.2 714.1 36.1 <.01
Time*Treatment 2 14.0 7.0 0.4 .70

Table 17: ANOVA Table for Confidence in Negative Affect Situations.
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4.6.2.3 Confidence in Habitual Situations X Treatment Group

There was no significant effect of the treatment condition on confidence in habitual situations
(Table 18 and Figure 21). There was a significant increase in confidence in habitual situations over
time (Time effect F-Value = 56.4; p =<.01). Confidence in habitual situations increased between
the first and the second treatment visits, and remained higher through the end of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Treatment Condition 1 66.9 66.9 1.6 21
Subject (Group) 394 16674.7 423
Time 2 1812.2 906.1 56.4 <.01
Time*Treatment 2 54.2 27.1 1.7 .19

Table 18: ANOVA Table for Confidence in Habitual Situations.
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4.6.2.4

Total Confidence X Treatment Group

There was no significant effect of the treatment condition on total confidence (Table 19 and Figure
22). There was a significant increase in total confidence over time (Time effect F-Value = 64.8; p
=<.01). The initiation of treatment coincided with an increase in confidence for participants,

regardless of their treatment group allocation. Total confidence increased between the first and the

second treatment visits, and remained higher through the end of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Treatment Condition 1 358.2 358.2 0.9 .33
Subject (Group) 394 1449903.5 380.5
Time 2 18698.3 9349.2 64.8 <.01
Time*Treatrent 2 425.0 212.5 1.5 23

Table 19: ANOVA Table for Total Confidence.
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4.6.3 Comparison of Self-Efficacy Between Successful Quitters and
Relapsers

4.6.3.1 Confidence in Social Situations X Smoking Status

Table 20 and Figure 23 demonstrate the effect of smoking status on confidence in social situations.
There was no difference in the confidence in social situations of successful quitters and relapsers at
baseline. However, successful quitters had higher levels of confidence in social situations, four
weeks and 12 weeks after their target quit date. For abstinent participants, confidence in social
situations continued to rise over the treatment period. For relapsers, confidence in social situations
increased initially, but returned toward baseline levels by the end of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Smoking Status 1 1906.8 1906.8 343 <.01
Subject (Group) 394 21923.6 55.6
Time 2 3271.4 1635.7 77.0 <.01
Time*Smoking Status 2 1619.6 809.8 38.1 <.01

Table 20: ANOVA Table for Confidence in Social Situations X Smoking Status.
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Figure 23: Changes in Confidence in Social Situations for Abstinent and Relapsed Participants
(with 95% confidence intervals).



4.6.3.2 Confidence in Negative Affect Situations X Smoking Status

Table 21 and Figure 24 demonstrate the effect of smoking status on reported confidence in negative
affect situations. There was no difference in the confidence in negative affect situations of
successful quitters and relapsers at baseline. However, successful quitters had higher levels of
confidence in negative affect situations, four weeks and 12 weeks after their target quit date. For
abstinent participants, confidence in negative affect situations continued to rise over the treatment
period. For relapsers, confidence in negative affect situations increased initially, but returned
toward baseline levels by the end of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Smoking Status 1 2563.6 2563.6 56.8 <.01
Subject (Group) 394 17773.1 45.1
Time 2 1428.2 714.1 40.1 <.01
Time*Smoking Status 2 1529.4 764.7 42.9 <.01

Table 21: ANOVA Table for Confidence in Negative Affect Situations X Smoking Status.
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Figure 24: Changes in Confidence in Negative Affect Situations for Abstinent and Relapsed
Participants (with 95% confidence intervals).
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4.6.3.3 Confidence in Habitual Situations X Smoking Status

Table 22 and Figure 25 demonstrate the effect of smoking status on reported confidence in habitual
situations. There was no difference in the confidence in habitual situations of successful quitters
and relapsers at baseline. However, successful quitters had higher levels of confidence in habitual
situations, four weeks and 12 weeks after their target quit date. For abstinent participants,
confidence in habitual situations continued to rise over the treatment period. For relapsers,
confidence in habitual situations increased initially, but returned toward baseline levels by the end
of treatment.

DF Sum of Mean F-Value P-Value
Squares Square
Smoking Status l 1094.5 1094.5 27.6 <.01
Subject (Group) 394 15647.0 39.7
Time 2 1812.2 906.1 61.3 <.01
Time*Smoking Status 2 1069.1 534.5 36.2 <.01

Table 22: ANOVA Table for Confidence in Habitual Situations X Smoking Status.
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Figure 25: Changes in Confidence in Habitual Situations for Abstinent and Relapsed Participants
(with 95% confidence intervals).
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4.6.3.4 Total Confidence X Smoking Status

Table 23 and Figure 26 demonstrate the effect of smoking status on total confidence. There was
no difference in the total confidence scores of successful quitters and relapsers at baseline.
However, successful quitters had higher levels of total confidence, four weeks and 12 weeks after
their target quit date. For abstinent participants, total confidence continued to rise over the
treatment period. For relapsers, total confidence increased initially, but returned toward baseline

levels by the end of treatment.

DF Sum of Mean F-Value P-Value

Squares Square
Smoking Status 1 2563.6 2563.6 56.8 <.01
Subject (Group) 394 17773.1 45.1
Time 2 1428.2 714.1 40.1 <.0l
Time*Smoking Status 2 1529.4 764.7 42.9 <.01

Table 23: ANOVA Table for Total Confidence X Smoking Status.
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Figure 26: Changes in Total Confidence for Abstinent and Relapsed Participants (with 95%
confidence intervals).
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4.7 PERCEIVED STRESS

4.7.1

Perceived Stress X Treatment Group

Table 24 and Figure 27 demonstrate the effect of treatment condition on perceived stress over the

treatment period. There was a tendency for levels of perceived stress to increase over the treatment
period, however these changes failed to reach statistical significance. There were no differences in
the perceived stress scores between the treatment groups at baseline, four weeks or 12 weeks after

the target quit date.

DF Sum of Mean F-Value P-Value
Squares Square
Treatment Condition 1 13.8 13.8 0.9 .35
Subject (Group) 394 6238.8 15.8
Time 2 157.4 78.7 14.8 <.01
Time*Treatment 2 7.2 3.6 0.7 Sl

Table 24: ANOVA Table for Changes in Perceived Stress X Treatment Group.
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4.7.2 Perceived Stress X Smoking Status

Table 25 and Figure 28 demonstrate the effect of smoking status and time on perceived stress over
the treatment period. There was a significant interaction between smoking status and time so main
effects for these two factors could not be determined. Successful quitters had significantly lower
levels of perceived stress at each of the measurement points, including baseline. Perceived stress
scores for relapsers rose continuously over each subsequent treatment visit and were higher than
baseline levels 12 weeks after the target quit date. For successful quitters, perceived stress scores
remained relatively stable over the treatment period.

DF Sum of Mean F-Value P-Value
Squares Square
Smoking Status 1 2563.6 2563.6 56.8 <.0l
Subject (Group) 394 17773.1 45.1
Time 2 1428.2 714.1 40.1 <.0l
Time*Smoking Status 2 1529.4 764.7 429 <.01

Table 25: ANOVA Table for Perceived Stress X Smoking Status.
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Figure 28: Changes in Perceived Stress in Abstinent and Relapsed Smokers (with 95%
confidence intervals).

69



4.8 EVALUATION OF CARE AGENTS

To evaluate possible differences in the effectiveness of the two telephone counsellors and three
study physicians who provided interventions in the study, the extent to which smokers assigned to
each of the care agents adhered to the treatment and were successful in quitting smoking were
compared using chi-square tests. The results for telephone counsellors are presented in Table 26.
The results for physicians are presented in Table 27.

4.8.1 Telephone Counsellors

High adherence to the telephone counselling was defined as completing either two or three of the
intended calls. The quit rate was defined as the PPA rate observed at the 26-week follow-up point.
There were no apparent differences in the adherence rate or the quit rate observed between
telephone counsellors.

Counsellor A Counsellor B P-Value
High Adherence (%) 87.1 92.9 18
Quit Rate (%) 31.2 22.1 .15

Table 26: Comparison of Adherence and Quit Rates Between the Two Telephone Counsellors.

4.8.2 Study Physicians

High adherence to the MD treatment was defined as attending two or more of the three scheduled
physician counselling sessions. The quit rate was defined as the PPA rate observed at the 26-week
follow-up point. There were no apparent differences in the adherence rate or the quit rate observed
between study physicians.

Physician #1 Physician #2 Physician #3 P-Value
High Adherence (%) 86.7 83.3 87.9 .60
Quit Rate (%) 29.7 333 259 .54

Table 27: Comparison of Adherence and Quit Rates Between the Three Study Physicians.

70



4.8.3 Effect of Counsellor Allocation on Time to Relapse in Low Nicotine-

Dependent Males

As described in section 4.4.3, survival analysis indicated a negative effect of telephone counselling
on time to relapse in low nicotine dependent males. To ensure that this result was not related to
confounding by the nurse-counsellor providing the telephone counselling, survival curves were
compared between the counsellors in this strata (Table 28). There was no significant difference
between Counsellor A and Counsellor B for the survival curves for low nicotine-dependent males.
The results of this analysis demonstrate that poorer outcomes for low nicotine dependent males in
the GYP+TC group were not related simply to the counsellor providing the telephone counselling.

Counsellor A Counsellor B P-Value
Median Time to Relapse 97.0 121.0 .89
(in Days) (72.8. 121.2) (31.3, 210.7)

Table 28: Median Time to Relapse and Results of Significance Testing Comparing the Survival
Curves Between Counsellors in Low Nicotine-Dependent Males .
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4.9 PREDICTORS OF CESSATION

A secondary analysis was performed to identify the characteristics of smokers that were associated
with cessation. Univariate logistic regression analyses were used to estimate the effects of
individual baseline predictors on the odds of being abstinent from smoking at 26-week follow-up.
A total of 25 baseline variables were examined as possible univariate predictors of cessation,
including: Treatment Group Assignment, Age, Gender, Education Level, Cigarettes/Day, Smoking
Within 30 Minutes of Arising, Fagerstrom Category, Living With Other Smokers, Pros-Cons of
Smoking, Previous Quit Attempts in Past Year, Consciousness Raising, Self-Reevaluation,
Environmental Reevaluation, Social Liberation, Dramatic Relief, Self-Liberation, Counter-
Conditioning, Helping Relationships, Reinforcement Management, Stimulus Control, Total Use of
Cognitive Processes, Total Use of Behavioural Processes, Total Confidence, and Perceived

Stress. Three of these variables were found to be significant predictors of abstinence at 26-week
follow-up: Education Level, Fagerstrom Category, and Perceived Stress. Odds ratios and
confidence intervals for each of the variables are shown in Table 29.

Variable QOdds Ratio 95% CI
Education Level

High School or Less [.00

More Than High School 2.30 1.44, 3.68
Fagerstrom Category

Low Dependent (FTQ < 7) 1.00

High Dependent (FTQ 2 7) 0.63 0.40, 0.99
Perceived Stress Level

Low Stress (Perceived Stress Score < 8) 1.00

High Stress (Perceived Stress Score 2 8) 0.39 0.22, 0.69

Table 29: Univariate Predictors of Abstinence at 26 Weeks.

A higher level of education was associated with a greater likelihood of being abstinent at follow-
up. For baseline smoking characteristics, being in the low Fagerstrom Category (FTQ < 7)
increased the probability of being abstinent. Participants reporting a lower stress level at baseline
(Perceived Stress Scale Score < 8) were more likely to be abstinent at follow-up.



4.10 PREFERENCES OF PARTICIPANTS

At the baseline assessment, participants were asked about the kinds of assistance that they would
most prefer if they were quitting under normal circumstances (i.e., not part of a clinical study of
smoking cessation methods). A surnmary of these responses and the quit rates observed for
people identifying the different types of preferred assistance are provided in Table 30.

Type of Preferred Assistance Number Quit Rate
(Percent) (%)
No Preference 19 (4.8) 26.3
No Assistance Preferred 27 (6.8) 22.2
Self-Help Materials Preferred 68 (17.1) 32.4
Individual Counselling Preferred 143 (36.1) 27.3
Group Counselling Preferred 72 (18.2) 26.1
Telephone Counselling Preferred 47 (11.8) 34.0

Table 30: Type of Preferred Assistance Identified at Baseline and Observed Quit Rates.

At baseline, the most preferred form of assistance identified by participants in the study was
individual counseiling, followed by group counselling, self-help materials, telephone counselling,
no assistance, and no preferred form of assistance, in descending order of preference. At 26-week
follow-up, quit rates ranged from a high of 34% for participants who identified a preference for
telephone counselling at baseline, to a low of 22% for participants who preferred no assistance.
Differences in quit rates according to baseline preferences for assistance were not statistically
significant (X2 = 2.1, 5 df; P = .83).
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5.0 DISCUSSION

This trial showed that brief physician assistance (incorporating nicotine replacement therapy),
applied as suggested in the Guide Your Patients program, could assist well-motivated volunteer
smokers who would like to quit. The addition of telephone counselling on three occasions did not
improve the quit rate or delay time before relapse. Telephone counselling appeared to interfere with
quitting in low nicotine-dependent male smokers.

A priori, it was estimated that the cessation rate observed in the telephone counselling group would
be 35%, 15% greater than in the control condition (GYP). The sample size of 396 was sufficient
to detect a 15% difference in quit rates between the two intervention groups (alpha level = 0.05:
beta level = 0.20).

The 26-week PPA and CA rates of 28.3% and 25.5%, respectively, are similar to that achieved in
previous studies of NRT in combination with various behavioural treatments (see Table 2). Two
previous studies have used the same 16-hour delivery nicotine patch as the current study, with two
different levels of behavioural support (Sachs, et al., 1993; Tonnesen, et al., 1991). Tonnesen,
Norregaard and Simonsen (1991) obtained a PPA rate of 28% at 6-month follow-up in a sample of
289 volunteers in a placebo-controlled trial of NRT combined with minimal behavioural support.
Sachs, Sawe and Leischew (1993) achieved a CA rate of 34% at 6-month follow-up in a sample of
220 volunteer smokers participating in a placebo-controlled trial of NRT used in conjunction with a
medical office setting but without the use of group counselling, psychological counselling, or
behaviour modification.

The current results are also similar to those reported by Westman, Levin and Rose (1993). They
conducted a study to determine the efficacy of the nicotine patch when combined with self-help
matenals, three brief visits, and telephone counselling. (The specific effect of telephone
counselling was not isolated). One hundred and fifty-nine healthy volunteers who smoked at least
one pack of cigarettes per day and desired to quit smoking were enrolled in a double-blind trial
with 6-week treatment and 6-month follow-up periods. Subjects were randomly assigned to
regimens of nicotine or placebo patches. Telephone counselling was given during weeks one,
two, three, and five. Validated abstinence rates at six weeks, three months, and six months were
29.5%, 21.8%, and 20.5% in the active group, and 8.8%, 3.8%, and 2.5% in the placebo group
(P < .01 for each comparison), respectively.
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The current study was not specifically designed to evaluate the efficacy of the Guide Your Patients
program (since it lacked an untreated control group). However, the results achieved by
participants in the GYP only group provide some tentative evidence regarding the potential impact
of the GYP program. The ability to generalize these results may be limited since the protocol
implemented in the study (from recruitment through follow-up) may not be feasible in a normal

office practice.

Although the current study did not have sufficient power to examine differences in quit rates in
each of the strata created prior to treatment allocation, there was a tendency for quit rates to vary by
gender and level of nicotine dependence. In descending order, overall PPA rates (when treatment
groups were combined) were: 38.0% for low nicotine-dependent males, 28.3% for low nicotine-
dependent females, 27.9% for high nicotine-dependent males, and 23.0% for high nicotine-
dependent females.

No significant effects of treatment were found in the main survival analysis with all participants
considered. When data were analysed in strata, low-nicotine dependent males receiving telephone
counselling had a reduced time to relapse. The stratified survival analysis demonstrated that time-
to-relapse varied by participant gender and level of nicotine dependence. Time to relapse was
longest in low nicotine-dependent men, followed by low nicotine-dependent women. high
nicotine-dependent women, and high nicotine-dependent men, in descending order of survival.

The results of the current study are strikingly different from results obtained during a pilot study.
The pilot study showed an absolute increase of 10% in PPA at 26-week follow-up in favour of
GYP+TC over GYP (28% vs. 18%; p =.20) in a sample of 119 smokers (Reid, et al., 1996).
There were no differences in the selection procedures or changes in the personnel used between the
pilot study and the current study. There was one change in the methods that may have accounted
for some of the discrepancy in outcome. In the pilot study, participants in both treatment groups
received only two physician counselling sessions. The first and second physician counselling
sessions occurred as in the current study, two weeks before and four weeks after the target quit
date, respectively. The third visit at 12 weeks in the pilot study was completed with a study
coordinator, whereas a third visit with a study physician was added in the main study. The main
difference in quit rates between the two studies occurred in the GYP group. In the pilot study. the
GYP group achieved a quit rate of 18% at 26-week follow-up. In the current study, the GYP
group achieved a quit rate of 29.6% at 26-week follow-up. The quit rate in the GYP+TC group
was relatively stable between the two studies (28% in the pilot study, and 26.9% in the current
study).



The lack of significant intervention effects at 26-week follow-up need to be interpreted in the
context of the rather impressive abstinence rate in the GYP group. The GYP condition used in this
study represented optimal medical treatment of the smoking patient, according to established
guidelines. This put considerable pressure on the GYP+TC intervention to demonstrate a
significant treatment effect under controlled circumstances. It is possible that telephone counselling
could benefit smokers receiving less than optimal care or no care from their personal physician. To
the extent that adjunctive treatment is necessary to maximize the impact of NRT, telephone
counselling may be useful as an adjunct to self-administered NRT.

The method of recruitment to the study may have had an effect on the outcome. Clinical research
samples assembled from reactive recruitment typically consist disproportionately of smokers who
are in high motivation. There is some evidence that people who were recruited to the study in the
first wave of recruitment (September 1995) were more likely to quit than people recruited during
the second wave (January 1996). Quit rates for the two waves were 30.9% and 25.4%,
respectively (p-value = 0.22). Within each recruitment wave, there was no evidence that
participants in the cohort that started treatment within two weeks were more successful than
participants in the cohort starting after six weeks.

One possible reason for the lack of effect for telephone counselling may lie in the high level of
preparedness to quit smoking of participants in this study. Previous studies of telephone
counselling have used volunteer and non-volunteer participants at a variety of stages of
preparedness to quit, including precontemplation, contemplation and preparation. Curry et al
(1995) found that outreach telephone counselling had its biggest and most consistent impact over
the long term in smokers who were precontemplative at baseline. They found no significant effect
of telephone counselling on participants who were in the preparation stage at baseline. [n the
current study, more than 80% of participants were in the preparation stage at baseline.

The counter-productive effect of telephone counselling on the time to relapse in low nicotine-
dependent male smokers was surprising. Results for this subgroup are similar to the results
observed by Prochaska, DiClemente, Velicer, and Rossi (1993) who found that telephone
counselling detracted from the effectiveness of personalized messages provided by an expert
(computerized) system. In their study, Prochaska and his colleagues speculated that the telephone
counsellors may have pressured participants to take action when they were not ready. Men
generally appear to prefer to use fewer processes of change while quitting than women. In the
current study, men consistently used fewer cognitive and behavioural processes of change at each
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of the measurement points before and during treatment (baseline, 4 weeks and 12 weeks post-quit
date). It is also possible that telephone counselling in the current study reminded low nicotine-
dependent men about smoking in a way that was not constructive or that tempted them to smoke.
At baseline, low nicotine-dependent men reported the lowest number of temptations (data not
shown) of any of the subgroups. From a treatment matching perspective, this suggests that low
nicotine-dependent male smokers should not be offered telephone counselling if they are receiving

care equivalent to the Guide Your Patients program.

Possible confounders were the interaction between the physician or telephone counsellor providing
the care and the treatment condition. Stratified analyses showed that the study physicians and
telephone counsellors each achieved similar rates of compliance and cessation among patients

randomly assigned to their care.

Previous research has also established that participants in the later stages of change at baseline have
an increased likelihood of being abstinent at follow-up (Prochaska and DiClemente, 1992;
Prochaska, et al., 1992). The results were not confounded by this factor since the two treatment
groups were comparable with respect to the proportion of participants in the contemplation and
preparation stages at baseline.

Despite the random assignment of participants to the treatment conditions, there were baseline
differences between the treatment groups with respect to confidence in habitual situations and total
confidence. However, efficacy assessed prior to treatment has not been associated with treatment
success (Candiotte and Lichtenstein, 1981; Mclntyre, et al., 1983). There is evidence that post-
treatment self-efficacy is the most predictive of smoking status at later follow-up (Baer, Holt, and
Lichtenstein, 1986). Baseline differences in confidence were controlled for by the repeated
measures ANOVA used in the analysis of the self-efficacy data.

The telephone counselling protocol used here had no additive effect over "best practices” for
smoking cessation applied in a medical setting. It is possible that another schedule of telephone
counselling may have helped. DeBusk and his colleagues (1994) evaluated a multicomponent
home-based smoking cessation program for patients after acute myocardial infarction which
included individual counselling, audiovisual materials, a workbook, NRT, and RN-initiated
telephone follow-up at 2, 7, 21, and 90 days post-discharge. The intervention produced one-year,
biochemically corroborated quit rates of 70% versus 53% for usual care. Zhu et al (1996) used a
relapse-sensitive schedule which provided five counselling sessions over a 30 day period - three in
the first two weeks and two over the next two weeks in their study of telephone support with a
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self-help intervention. These authors suggest that the critical period for delivering counselling
services is over the first one to two weeks.

Personal preference may play a role in the effectiveness of telephone counselling, although the
current study was not designed to answer this specific question. People who indicated a
preference for telephone counselling at baseline had the highest quit rate (34%) at 26-week follow-
up, whereas people who identified no assistance as their preference had the worst quit rate (22%).
Perhaps telephone counselling is best offered on an optional basis to people who think that this
type of assistance may help them.

This is the first time that telephone counselling has been paired with other powerful interventions
such as the structured physician advice and NRT that comprise the Guide Your Patients program.
Previous studies have used telephone counselling only in combination with self-help materials,
personalized feedback and social support training. It appears that telephone counselling may be
more valuable if it is used in motivated volunteers with less powerful interventions (such as self-
help). There is no incremental benefit when it is combined with already powerful interventions

such as the Guide Your Patients program.

A secondary objective of this study was to explore the impact of proactive telephone counselling on
the use of processes of change during smoking cessation. Analyses of the various processes of
change indicated that eight of 10 processes of change changed significantly during the treatment
period, but there were no differences in the use of the processes of change between the two
treatment groups. As suggested by the transtheoretical model (Prochaska and DiClemente, 1992),
the onset of treatment coincided with a decline in the use of cognitive/experiential processes of
change, and the increased use of all behavioural processes of change, in particular,
counterconditioning, stimulus control and self-liberation. While there is evidence that there were
positive changes in the processes of change during the treatment period, these changes are not
necessarily attributable to treatment. It is conceivable that limitations in the reliability of the
measures and demand characteristics could account for some or all of the observed change: there
was no untreated control group to assess these issues.

During the treatment period, it was observed that successful quitters endorsed significantly less use
of self-reevaluation processes and more use of counterconditioning and helping relationships than
people who had relapsed by the 26-week follow-up point. Partially consistent with the findings in
the current study, the cross-sectional study of Ahijevch and Wewers (1992) reported that long-term
quitters made frequent use of environmental reevaluation and counterconditioining. More
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generally. Prochaska and DiClemente (1992) found successful quitters used more behavioural
processes (such as counterconditioning and helping relationships) in the action stage of quitting.

The third objective of this study was to explore the impact of telephone counselling on the
development of self-efficacy during smoking cessation. It had been hypothesized that telephone
counselling would enhance the development of self-efficacy. There was no effect of treatment on
the development of self-efficacy in social, negative affect, or habitual situations or on total self-
efficacy. Both treatments resulted in significant enhancements in self-efficacy during the treatment
period. Confidence in social, negative affect and habitual situations increased significantly
between the baseline and mid-treatment assessment points and remained high or decreased slightly
through the end of treatment. As with the evaluation of changes in the use of processes of change
during treatment. changes in self-efficacy may not necessarily be attributable to treatment. There
was no untreated control group to assess these changes.

The results of the current study are consistent with previous studies that have demonstrated that
perceived self-efficacy increases during successful treatment (Candiotte and Lichtenstein. 1981:
Coelho, 1984; de Vries and Backbier. 1994: DiClemente, 1986: DiClemente. et al.. 1985:
O'Leary, 1985). At the end of treatment. participants who were able to stop smoking had
significantly greater self-efficacy expectations than those who had not. Post-treatment self-efficacy
evaluations are significant predictors of maintenance of smoking cessation, at least in the short-
term of three to six months after treatment (Coelho, 1984; Mclntyre, et al., 1983). There is
potential for circular explanations in the discussion of the relationship between self-efficacy and
abstinence, i.e.. are people abstinent because their self-efficacy is high or is their self-efficacy high
because they are abstinent? (Baer, et al., 1986).

Similarities between the groups with respect to cessation outcomes are consistent with the
similarities between the groups for processes of change and self-efficacy. key psychological and
behavioural factors that underlie the quitting process.

In examining the characteristics of individuals who were successful, regression analysis identified
perceived stress at baseline, level of nicotine dependence, and educational attainment as factors
which were predictive of abstinence at 26-week follow-up. Participants with a low level of stress
(PSS < 8), post-secondary education, and/or a low FTQ score (< 7) at baseline were more likely to
be abstinent at follow-up.
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A number of other studies have examined predictors of smoking cessation. Norregaard,
Tonnesen and Petersen (1993) identified predictors and reasons for relapse with nicotine and
placebo patches in a study of 289 volunteer subjects participating in a smoking cessation trial.
Stepwise multiple logistic regression analysis showed nicotine treatment (as opposed to placebo
treatment) to be the most important predictor of outcome after six weeks. For nicotine treated
subjects, subjects who had tried to quit before had higher abstinence rates (odds ratio = 6.7, CI:
1.8-24.7). Saliva cotinine concentration at baseline (indicative of baseline nicotine intake) was the
most important smoking-related parameter (> 425 ng/ml odds ratio = 0.4, CI: 0.3-0.8). Other
predictors (years smoking, Horn-Russell Scale score, BMI, cigarette consumption, age, sex, and
FTQ score) failed to reach statistical significance. None of the predictor variables reached
significance using abstinence at l-year as the dependent variable.

Nides, Rakos, Gonzales, Murray, Tashkin and Bjornson-Benson (1995) analysed predictors of
end-of-treatment (four months) smoking cessation and subsequent relapse at 12 and 24 months
among 3,923 participants enrolled in the Lung Health Study's cognitive-behavioural group
smoking cessation program. Nicotine gum (2 mg) was available to all participants. Baseline
variables associated with initial quitting in both genders included greater education, being married,
lower nicotine dependence, and fewer respiratory symptoms. Social support for quitting also
contributed to the prediction of initial quitting. Both men and women were more likely to quit if
there were no other smokers in the house, and men were more likely to quit if a support person

attended the smoking cessation orientation meeting.
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6.0 CONCLUSIONS

Physician assistance, as described in the Guide Your Patients to a Smoke-Free Future program,
and incorporating nicotine replacement therapy, can help some well-motivated volunteer smokers
to quit smoking. Quit rates are not improved by the addition of nurse-mediated telephone
counselling. Additional research may determine if telephone counselling benefits smokers
receiving less than optimal assistance from their physician, or smokers who self-select this form of
assistance. Further studies may also determine if a different telephone intervention or altered
timing of the calls could yield different resuits.

The current study was not specifically designed to evaluate the efficacy of the Guide Your Patients
program. However, these findings generally support the notion that a well-conducted brief
intervention by physicians, supported with NRT and self-help materials, can have a significant
effect on the smoking behaviour of relatively heavy smokers. The results achieved by participants
in the control (GYP ) group provide some tentative evidence regarding the potential impact of the
Guide Your Patients program. The ability to generalize these results to a normal office practice
may be limited by the method of recruitment and follow-up procedures used in this study.

Since overall cessation rates are highest in low nicotine-dependent smokers, NRT use should be

more frequently extended to low dependent smokers, rather than being reserved for high nicotine
dependent smokers.
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APPENDIX A: RADIO SPOTS - Study Recruitment
Advertisement #1 - Opening speaker is a male, about age 40.
Male Ex-Smoker:

I must have tried a hundred times to quit smoking. But nothing ever made me stop for good.
Having to smoke outside in the rain and cold didn't do it. My kids nagging me all the time didn't
do it. Even watching what smoking did to my own dad's health wasn't enough to make me quit.
I felt like there was no point in even trying anymore. So when my doctor asked, I said that [
would never be able to quit -- case closed, you know? But he said there was something that might

Announcer:

The University of Ottawa Heart Institute is recruiting smokers for a stop-smoking study. If you're
nineteen or older, smoke at least 15 cigarettes a day - and really want to quit - you may be eligible.
To find out more, call 761-4753. That's 761-4753, to see if you qualify for this 13-week study.
This study uses a product that helps relieve your physical craving for cigarettes. Even if you've
tried before and failed, you may still be eligible. Call 761-4753.

Advertisement #2 - Opening speaker is an ex-smoker, a woman about 45 years old.

Female ex-smoker:

People who don't smoke don't understand what it's like to quit --- it's hard ..... Really hard. I
never made it through more than a week without starting up again. And the terrible thing was,
each time I caved in, [ would be thinking ---- as [ lit up that cigarette ---- "oh, [ really wanted to
quit this time." When my doctor suggested [ quit smoking, I told her that I had tried many times
.... And just couldn't pull it off. And she said that most people who want to quit try several times

-- and that some people just need a little extra help ....

Announcer:

Same as in Advertisement #1.
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APPENDIX B: Operational Definitions For Exclusion Factors

Exclusion Factor

Operational Definition

1. Participation in another program for
smoking cessation.

Participant is participating in another program of
smoking cessation.

2. Pregnancy or lactation.

Participant is a woman who is pregnant, or nursing
or is planning to become pregnant in the near
future.

3. Unreliable birth control.

Participant is a woman who is of child-bearing
potential and is not using a reliable method of birth
control.

4. Recent heart disease.

Participant has had a heart attack within the past 6
months.

5. Severe heart disease.

Participant has severe heart disease (NYHA Class
III or greater).

6. Active or untreated arrhythmias.

Participant has clinical evidence of major rhythm or
conduction disturbance requiring treatment with
anti-arrhythmic medication.

7. Cerebral vascular disease.

Participant has a clinical history of severe
atherosclerotic cerebral vascular disease.

8. Liver or kidney disease.

Participant has severe liver disease (liver enzymes
twice the upper limit of "normal”. other
gastrointestinal tract or renal disease (creatinine >
2.0 mg/dL), which could alter the absorption,
metabolism or excretion of the study drug.

9. Other systemic diseases.

Participant is suffering from neutropenia (WBC <
2.5 X 10%/L), failure of a major organ system,
severe infection, or malignancy.

10. Dermatological disorders.

Participant has contraindications to, or known
hypersensitivity to, transdermal nicotine
replacement therapy.

11. Alcoholism or drug abuse.

Participant has current or past diagnosis for alcohol
or drug abuse; current recreational drug use.

12. Psychiatric illness.

Participant is currently using psychotropic
medications; and/or has had psychiatric episodes
within the past 12 months.

13. Diabetes.

Participant has diabetes requiring insulin.
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APPENDIX C:

STUDY TITLE: TELEPHONE COUNSELLING AS AN ADJUNCT TO
NICOTINE REPLACEMENT THERAPY IN SMOKING CESSATION

PARTICIPANT INFORMED CONSENT
INTRODUCTION

[ understand that I am being asked to take part in a research study being conducted by the Smoking
Cessation Clinic at the University of Ottawa Heart Institute Prevention and Rehabilitation Centre.
The Principal Investigator for this project is Dr. Andrew Pipe. The Co-Investigator is Mr. Bob
Reid. The purpose of this study is to evaluate different forms of educational advice designed to
assist smokers attempting to quit smoking using nicotine replacement therapy (the "nicotine
patch™). In addition, the data from this study will be used by Mr. Reid in the preparation of a
doctoral thesis for the Department of Health Studies at the University of Waterloo. This thesis
research is being supervised by Dr. Roy Cameron at the University of Waterloo. This study will
involve my quitting smoking and using a nicotine patch called NICOTROL with one of two levels
of educational support. NICOTROL is a form of nicotine replacement therapy (patch) and has
been approved in Canada by the Health Protection Branch for use as an aid to individuals who are
quitting smoking.

PROCEDURES

In order to determine my eligibility for participation in this study, [ will be asked to complete a
number of paper and pencil surveys which ask about my experience with and attitude toward
cigarette smoking/use of tobacco. If I am eligible to participate in this study, [ will have a physical
exam completed by a study physician and blood work (a single sample of approximately 2
tablespoons) completed. If [ am enrolled in the study, [ understand that I will then be randomized
(like the toss of a coin) to receive a treatment program for smoking cessation that does or does not
include a telephone counselling component. The doctor will not know which program [ am
receiving.

The study will require me to visit the Heart Institute 6 times over the next year. Together with a
study physician, I will establish a date to quit smoking. Treatment during smoking cessation will
consist of two clinic visits 4 and 12 weeks after my quit date, and the use of the nicotine patch over
a period of 12 weeks from my target quit date. Each clinic visit will last approximately 15-20
minutes. At each clinic visit, I will also be asked to complete a number of questionnaires. These
questionnaires will take approximately 15 minutes to complete. There are 3 dosage strengths of the
NICOTROL patches. I understand that I will use the NICOTROL patch for a total of 12 weeks. [
will begin my treatment with the starting dose of NICOTROL. After 8 weeks, I will be given
smaller patches containing less nicotine. These patches will be used for 2 weeks. For the final 2
weeks of my treatment I will use the smallest patch. If [ am randomized to the group that is to
receive telephone counselling, I must also be willing to receive telephone calls from a study
counsellor on a three occasions during the treatment period. Each telephone call will take
approximately 20 minutes. I will provide to the study coordinator a time to receive these calls that
Is convenient to me.

Follow-up by mail, telephone and in person will occur 6 and 12 months after the beginning of the
study. At each visit, my progress will be followed through the use of questionnaires. I will also
be asked to provide a breath sample or a saliva sample (1 table spoon) to assess my smoking
status. No hospitalization is required for this study.
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RISKS

I understand that there are some risks involved. As with any blood sampling procedure, drawing
blood may result in pain or bruising at the needle site. I may also be inconvenienced by receiving
telephone counselling at home or work and by returning to the Heart Institute for treatment and
follow-up tracking visits.

[ understand that I must not smoke while using a NICOTROL patch because the risk of side effects
will increase. Possible side effects of using the NICOTROL patch include headache, dizziness,
upset stomach, and skin irritation. Should any of these side effects occur, I should contact the
study coordinator at 761-4753. The study doctor will stop the medication. If any new problems
and side effects occur which are not listed and are not expected, I will be informed of any changes
in the way the study will be done and any new risks to which [ may be exposed.

If I am a women, I should not become pregnant (that is, I should use a reliable method of birth
control) while I am using the NICOTROL patches during the first 12 weeks of the study.

I also understand that [ should not participate in this study if:

I am a woman, and am pregnant or breast-feeding;

[ have recently (within the past 6 months) suffered a heart attack:
I have severe heart disease;

I have kidney or liver disease;

I have diabetes requiring insulin;

[ am being treated for a psychiatric illness;

I have alcohol or other chemical dependencies.

NICOTROL can be poisonous to children or pets if applied to the skin or swallowed. I understand
that [ must keep new or used NICOTROL patches out of the reach of children and pets.

BENEFITS
The potential benefits of participating in the study, above and beyond normal treatment, include: an

improved chance of successful smoking cessation; and structured support and care during smoking
cessation.
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REMUNERATION

[ will not receive money for participation in this study. I understand that if [ agree to voluntarily
participate in the study, NICOTROL patches will be provided at no cost to me (approximate value
= $350). I will be reimbursed for parking for the follow-up tracking visits at 26 and 52 weeks.

CONFIDENTIALITY

I understand that no information bearing my name will leave the University of Ottawa Heart
Institute and [ will be identified by study number only. The data collected may be examined by the
study sponsors, McNeil Consumer Products and the National Cancer Institute of Canada. Results
from this study may be published in the final research report, but under no circumstances would
any names or identifying characteristics be used. I will receive a copy of this consent and an
executive summary of the study once it has been completed.

PARTICIPATION

Participation in this study is entirely voluntary. I may refuse to answer any questions or refuse any
component of the evaluation at any time. [ may discontinue my participation in this study at any
time without giving any reasons for discontinuation. Discontinuation of participation would in no
way reflect on further care which is received either from my own physician or from the University
of Ottawa Heart Institute.

I have been invited to discuss any further questions about this study with the investigator, Dr.
Andrew Pipe at 761-4682 or the co-investigator, Bob Reid at 761-5058.

[ agree to participate in this study.

Name (please print)

Participant Signature Witness

Date

Investigator's Signature



APPENDIX D: HEART INSTITUTE SMOKING STUDY
PARTICIPANT INTAKE QUESTIONNAIRE

Name: Today's Date:

Tel# H: W:

Mailing Address:

City: Province: Postal Code:
Family or

Referring Physician:
Participant Number:

——— —

A. DEMOGRAPHICS

1. Gender
Male___ Female_
2. Age
Date of Birth / / Age yrs

Y M D
3. Education

Check off the highest level of education completed:
i)  Primary school
it)  High school
iii) College

iv)  University

|

4. Height: infem.  Weight: lbs/kg.

5. What language do you speak at home? English  French  Other
B. MEDICAL HISTORY

1. Has a physician told you that you suffer from any of the following conditions or illnesses? (Check
all that apply).

Heart attack
Coronary heart disease
Angina

Stroke

Blood vessel disease
Diabetes

High blood pressure
Kidney disease
Liver disease

Lung disease
Cancer

T

9
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Have you ever been treated for alcoholism or other drug dependency?

{Questions B4 - 6 apply to women only).

4.

wn

Are you currently pregnant?

no........ 2

SMOKING STATUS AND HISTORY

1.

Do you currently smoke cigarettes?

no........ 2

In the last year, how many times have you quit for a least 24 hours?
0 1 2 3 4 5 6 7 8 9 >9

On average how many cigarettes per day do you smoke? cigs/day.

What is the name of your usual brand?

At what age did you begin smoking on a daily basis? ____yrs.
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USE OF OTHER SMOKING CESSATION MATERIALS
L. Do you currently use any of the following products? (check all that apply)

Nicotine gum (e.g. Nicorette)
Nicotine patch (e.g., Nicoderm, Habitrol. Pro-step, Nicotrol)
Lifesign Computer

Other smoking cessation devices?

2. Are you currently participating in a stop-smoking program?
YeS.eirennennn 1
NO...cconnnn 2

NICOTINE DEPENDENCE

1. How soon after you wake up do you smoke your first cigarette.
within 30 min........... 1
after 30 min.............. 0

2 Do you find it difficult to refrain from smoking in places where it is forbidden?
Y€S.uierarenns 1
NO.ccoeeeenes 0

3. Which cigarette would you hate most io give up?
the first one in the morning................. 1
any other............ 0

4. How many cigarettes/day do you smoke?
15 or less......... 0
16-25..ienen. 1
26 or more...... 2

5. Do you smoke more frequently during the first hours after awakening than during the rest of the

day?
YeS..oimiunnene 1
No...cceveee. 0

6. Do you smoke if you are so ill that you are in bed most of the day?
Y€Siiriiiannnnns l
NO.eivneenneneens 0

7. What is the nicotine level of your usual brand of cigarette?
0.9 mg or less...... 0
1.0-1.2 mg........... 1
1.3 mg or more...... 2

8. Do you inhale?

never... 0
sometimes... 1
always........ 2
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0%

0%

0%

0%

SMOKERS IN YOUR ENVIRONMENT

1.

7.

10

10

10

10

What percentage of your friends smoke?

20 30 40 50 60 70 80 90
What percentage of your co-workers smoke?

20 30 40 50 60 70 80 90
What percentage of time do you spend with others who smoke?

20 30 40 50 60 70 80 90
How many smokers currently live in your household?

Please fill in the number

Are you exposed to other people’s tobacco smoke at work?
YeS.iuiennannnn |
N0..c.ccee... 2

NO..covuennn.. 2

YeS.iiraranns l
NO....cen..... 2

Please estimate how much this person smokes: cigarettes per day

100%

100%

100%

Please think about your social activities in the average week. At what percentage
of these activities is there someone (or a group of people) smoking? Please circle one number.

20 30 40 50 60 70 80 S0
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G. PROS AND CONS OF SMOKING

The following statements represent different opinions about smoking. Please rate HOW IMPORTANT each
statement is to your decision to smoke according to the following 5 point scale with 5 = Extremely Important and 1

= Not Important.

Not Extremely
[mportant {mportant
1. Smoking cigarettes relieves tension. 1 2 3 4 5
2. I'm embarrassed to have to smoke. 1 2 3 4 5
3. Smoking helps me concentrate and do better 1 2 3 4 5
work.
4. My cigarette smoking bothers others. I 2 3 4 5
5. 1 am relaxed and therefore more pleasant when 1 2 3 4 5
smoking.
6. People think I'm foolish for ignoring the 1 2 3 4 5

warnings about cigarette smoking.
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H. IMPACTS ON SMOKING

The following experiences can affect the smoking pattern of some people. Think of any similar experiences you
may be currently having or have had in the Jast month.- Then rate the FREQUENCY of each event on a 5 point

scale with 5 = Repeatedly and | =Never.

Never Occasionally Repeatedly
1. When I am tempted to smoke, I think about 1 2 3 4 5
something else.
2. Itell myself I can quit smoking if I want to. 1 2 3 4 5
3. I notice that nonsmokers are asserting their | 2 3 4 5
rights.
4. I recall information people have given me on [ 2 3 4 5
the benefits of quitting smoking.
5. I can expect to be rewarded by others if I don't 1 2 3 4 5
smoke.
6. I stop to think that smoking is polluting the 1 2 3 4 5
environment.
7. Wamnings about the health hazards of smoking t 2 3 4 5
move me emotionally.
8. I get upset when [ think about my smoking. 1 2 3 4 3
9. I remove things from my home or place of 1 2 3 + 5
work that remind me of smoking.
10. I have someone who listens when I need to 1 2 3 4 5
talk about my smoking.
11. I think about information from articles and ads | 2 3 4 5
on how to stop smoking.
12. 1 consider the view that smoking can be I 2 3 4 5
harmful to the environment.
13. [tell myself that if [ ry hard enough I can I 2 3 4 5
keep from smoking.
14. I find society changing in ways that make it 1 2 3 4 5
easier for nonsmokers.
15. My need for cigarettes makes me feel 1 2 3 4 5
disappointed in myself.
16. I have someone I can count on when I'm l 2 3 4 5
having problems with smoking.
17. Ido something else instead of smoking when 1 2 3 4 5
I need to relax.
18. I react emotionally to warnings about 1 2 3 4 5
smoking cigarettes.
19. I keep things around my home or place of 1 2 3 4 5
work that remind me not to smoke.
20. [ am rewarded by others if I don't smoke. 1 2 3 4 5
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I. TEMPTATIONS TO SMOKE

The following is a list of situations that lead some people to smoke. Please indicate how

tempted you would feel to smoke in each of these situations by circling the appropriate number.

1. Atabar or cocktail lounge having a drink.

2. When I am desiring a cigarette.

3. When things are just not going the way [
want and [ am frustrated.

4. With my spouse or close friend who is
smoking.

5. When there are arguments and conflicts
with my family.

6. When [ am happy and celebrating.

7. When [ am very angry about something or
someone.

8. When I would experience an emotional
crisis, such as an accident or death in the
family.

9. When [ see someone smoking and
enjoying it.

10. Over coffee while talking and relaxing.

11. When I realize that quitting smoking is an
extremely difficult task for me.

12. When [ am craving a cigarette.

13. When I first get up in the morning.

14. When I feel I need a lift.

15. When I begin to let down on my concern
about my health and am less physically
active.

16. With friends at a party.

17. When I wake up in the morning and face a
tough day.

18. When I am extremely depressed.

19. When I am extremely anxious and
stressed.

20. When I realize [ haven't smoked for
awhile.

Not at all
tempted

1

1
1
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Slightly Moderately Very Extremely

tempted tempted tempted tempted
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 5
2 3 4 5
2 3 4 5
2 3 4 5
2 3 4 5




J. CONFIDENCE IN NOT SMOKING

Here is the same list of situations from the previous page. This time, please indicate how confident you are that

you would not smoke in each of these situations by circling the appropriate number.

Not at all Slightly Moderately Very Extremely
Confident Confident Confident Confident Confident

1. At a bar or cocktail lounge having a drink. 1 2 3 4 5

2. When I am desiring a cigarette. [ 2 3 4 5

3. When things are just not going the way [ 1 2 3 4 5
want and [ am frustrated.

4. With my spouse or close friend who is l 2 3 4 5
smoking.

5. When there are arguments and conflicts 1 2 3 4 5
with my family.

6. When I am happy and celebrating. 1 2 3 4 5

7. When I am very angry about something or 1 2 3 4 5
someone.

8. When [ would experience an emotional 1 2 3 4 5
crisis. such as an accident or death in the
family.

9. When I see someone smoking and 1 2 3 4 5
enjoying it.

10. Over coffee while talking and relaxing. 1 2 3 5

11. When [ realize that quitting smoking is an 1 2 3 4 5
extremely difficult task for me.

12. When [ am craving a cigarette. 1 2 3 4 5

13. When [ first get up in the morning. [ 2 3 4 5

14. When [ feel [ need a lift. l 2 3 4 5

15. When [ begin to let down on my concern l 2 3 4 5
about my health and am less physically
active.

16. With friends art a party. 1 2 3 4 5

17. When I wake up in the morning and face a 1 2 3 4 5
tough day.

18. When I am extremely depressed. 1 2 3 4 5

19. When I am extremely anxious and 1 2 3 4 5
stressed.

20. When I realize I haven't smoked for 1 2 3 4 5
awhile.
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K. PERCEIVED STRESS

1. In the last month, how often have you felt that you were unable to control the
important things in your life?

never 0
almost never 1
sometimes 2
fairly often 3
very often 4

2. [n the [ast month. how often have you felt confident about your ability to handle your
persenal problems?

never 0
almost never l
sometimes 2
fairly often 3
very often 4

3. In the last month. how often have you felt that things were going your way?

never 0
almost never i
sometimes 2
fairly often 3
very often 4

4. In the last month, how often have you felt difficulties were piling up so high that
you could not overcome them?

never

almost never
sometimes
fairly often
very often

W — 0O

L. PREFERENCES

1. Under normal circumstances, that is, if you were not involved in this research study. what kinds of
counselling assistance would you maost prefer to help you quit smoking? (Circle only one).

No assistance preferred
Self-help materials
Individual counselling
Group counselling
Telephone counselling

WMo W -
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APPENDIX E: HEART INSTITUTE SMOKING STUDY
Physician and Clinical Data Form

Participant No. Initials
Visit Date: Physician:
day month year

A. INCLUSION CRITERIA

No Yes
1. Participant is at least 19 years of age. —
2. Participant smokes at least 15 cigarettes per day. —
3. Participant is seriously interested in quitting smoking. e
4. Participant has provided informed consent before any -

study procedure or change in treatment has occurred.

If the answer to any of the above questions is NO, the participant is not eligible
for inclusion into the study.

B. EXCLUSION CRITERIA

L. Participant is participating in another program
of smoking cessation.
2. Participant is a woman who is pregnant, or nursing
or is planning to become pregnant in the near future.
3. Participant is a woman who is of child bearing
potential and who is not using a reliable method
of birth control.
4. Participant has had a heart attack within the past 6 months.
5. Participant has severe heart disease
(NYHA Class III or greater).
6. Participant has clinical evidence of major arrhythmia

or conduction disturbance requiring treatment with
antiarrhythmic medication.

7. Participant has severe atherosclerotic cerebral
vascular disease.
8. Participant has severe liver disease (liver enzymes twice

the upper limit of "normal"), other gastrointestinal tract
or renal disease (creatinine > 2.0mg/dL), which could
alter the absorption, metabolism, or excretion of the
study drugs.

9. Participant is suffering from neutropenia
(WBC < 2.5 x 10%L), failure of a major organ system.
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severe infection, or malignancy.

10.  Participant has contraindications to, or known
hypersensitivity to transdermal nicotine
replacement therapy.

11.  Participant has a history of alcoholism
or other drug abuse (past diagnosis or treatment for
alcohol or drug abuse; current recreational drug use).

12.  Participant is suffering from a psychiatric illness.
(Current use of psychotropic medications; psychiatric
episodes within the past 12 months)

13.  Participant has diabetes requiring insulin.

If the answer to any of the above questions is YES, the participant is not eligible
for inclusion in the study.

C. OTHER MEDICATIONS:

List any other medications the participant is taking.

Type Name Dose Comments

Blood
Pressure
Cholesterol
Reduction
Heart

Birth Control

Hormones

Other

Allergies:
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D. CLINICAL TEST DATA

Visit: Pre TR1 TR2 FU1 FU2

Date: 0000 | ecccemaceee | cemavcencne | cncncccece | ccececencan | senecceneas

Blood Pressure (mm Hg)

Weight (kg)

CO (ppm)

Has the patient smoked (even a
puff) in the past 7 days?

Has the patient smoked (even a
puff) since the last appointment?
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APPENDIX F: HEART INSTITUTE SMOKING STUDY
Physician Contact Sheet
Treatment Visit # 1

Participant No. [nitials
Visit Date: Physician:
day month year
A. ASK
8 Smoking status number of years smoked years
number of cigarettes per day 8 <2 8>20
first cigarette & > 30 min. 8 <30 min.

8 Reasons to stop

8 Concems about stopping/reasons not to stop
8 withdrawal 8 weight gain 8 other smokers 8 other

B ADVISE
"You've made an excellent decision 10 quit smoking. [ can support you and help vou stop smoking. Let's talk about some
things that might help you to quit.”

C. ASSIST

8 Have patient use Stop Smoking Now! video and booklet before quit date to develop plan
8 Past attempts discussed 8 Why Test discussed

8 Symptoms of withdrawal are normal

8 Negotiate Target Quit Date (the patient must select a day within the next week)

day month year
8 Address Personal Concerns
8 withdrawal - lasts 3-5 days. then decreases
- urges last 3-5 minutes and decrease over 2-3 weeks
& weight gain - exercise. eat right. stress control
8 other smokers - avoid triggers. contract them to help you

8 other

8 Describe use of Nicotrol patch
8 apply first thing in the AM
8 apply to smooth, clean part of the skin - use different site each day
8 remove the patch before retiring at night

8 Behavioural Strategies
8 Trnggers - meals, coffee, alcohol. stress. weight gain
- avoidance. change routine. pian response
8 Attitude - vou are in control
- rewards
8 Stress - one day at a time. relaxation. activity, caffeine. limit worrving

8 Discuss Relapse Prevention
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APPENDIX G: HEART INSTITUTE SMOKING STUDY
Physician Contact Sheet
Treatment Visit # 2 and 3

Participant No. Initials
Visit Date: Physician:
day month year

A. ASK

8 Smoking status Smoked (even a puff) in the past 7 days? 8 Yes 8 No

Smoked (even a puff) since the last appointment? 8 Yes 8 No
Date of relapse

If no, congrarulate on success to date

B. ASSIST

8 Assess quit attempt/discuss relapse as a predictor of success
8 Address concerns (CHECK)

8 withdrawal reactions/cravings cut down so don't need to quit
8 weight gain/increased appetite need to cut down more
handling negative emctions/stress lack willpower
loss of pleasure/companion low confidence/fear failure
slips/temptations too much pressure to quit
not enough support

ambivalence need extra help/clinic

0 6o 00 00 00 o0 & o

8
8
8
8 travel
8
8 other

poor timing

IE SMOKING

8 Re-negotiate Target Quit Date (the patient must select a day within the next week)

day month year
8 Direct patient to review information in self-help material
8 If discontinued patch because of side effects, restart on smaller dose on new quit date
[E NOT SMOKING
8 Discuss relapse prevention plan
8 Review common situations associated with relapse

8 environmental cues. especially alcohol

8 emotional stress

8 when around others who continue to smoke

8 when undesired weight gain occurs

8 Review delay. avoidance and substitution strategies to cope with these situations
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APPENDIX H: Participant Treatment Questionnaire

Today's Date: TR1 TR2
Participant Number:

A, SMOKING STATUS

1. Have you smoked a cigarette, even a puff, in the last 7 days? Yes No
2. Have you smoked a cigarette, even a puff, since we last contacted you?Yes No
3. Date of relapse

B. IMPACTS ON SMOKING

The following experiences can affect the smoking pattern of some people. Think of any similar experiences you
may be currently having or have had in the Jast month. Then rate the FREQUENCY of each event on a 5 point

scale with 5 = Repeatedly and | = Never.

Never Occasionally Repeatedly
1. When I am tempted to smoke, [ think about 1 2 3 4 5
something else.
2. I tell myself I can quit smoking if [ want to. l 2 3 4 b
3. I notice that nonsmokers are asserting their l 2 3 4 5
rights.
4. I recall information people have given me on 1 2 3 4 5
the benefits of quitting smoking.
5. 1can expect to be rewarded by others if [ don't 1 2 3 4 5
smoke.
6. I stop to think that smoking is polluting the 1 2 3 4 5
environment.
7. Warnings about the health hazards of smoking 1 2 3 4 5
move me emotionally.
8. I get upset when I think about my smoking. 1 2 3 4 5
9. I remove things from my home or place of 1 2 3 4 5
work that remind me of smoking.
10. [ have someone who listens when I need to 1 2 3 4 5
talk about my smoking.
11. I think about information from articles and ads 1 2 3 4 5
on how to stop smoking.
12. I consider the view that smoking can be l 2 3 4 5
harmful to the environment.
13. [tell myseif that if I try hard enough I can 1 2 3 4 5
keep from smoking.
14. I find society changing in ways that make it 1 2 3 4 5
easier for nonsmokers.
15. My need for cigarettes makes me feel l 2 3 4 5
disappointed in myself.
16. I have someone I can count on when I'm 1 2 3 4 5
having problems with smoking.
17. Ido something else instead of smoking when I 2 3 4 5

I need to relax.

18. I react emotionally to warnings about l 2 3 4 5
smoking cigarettes.

19. I keep things around my home or place of 1 2 3 4 5
work that remind me not to smoke.

20. [ am rewarded by others if [ don't smoke. 1 2 3 4 5
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C TEMPTATIONS TO SMOKE

The following is a list of situations that lead some people to smoke. Please indicate how
tempted you would feel to smoke in each of these situations by circling the appropriate number.

Not at all  Slightly Moderately Very Extremely
tempted tempted tempted tempted tempted

1. Ata bar or cocktail lounge having a drink. 1 2 3 4 5

2. When [ am desiring a cigarette. 1 2 3 4 5

3. When things are just not going the way [ | 2 3 4 5
want and [ am frustrated.

4. With my spouse or close friend who is 1 2 3 4 5
smoking.

5. When there are arguments and conflicts l 2 3 4 5
with my family.

6. When [ am happy and celebrating. 1 2 3 4 5

7. When I am very angry about something or 1 2 3 4 5
someone.

8. When I would experience an emotional 1 2 3 4 5
crisis, such as an accident or death in the
family.

9. When I see someone smoking and 1 2 3 4 5
enjoying it.

10. Over coffee while talking and relaxing. 1 2 3 4 5

11. When [ realize that quitting smoking is an 2 3 4 5
extremely difficult task for me.

12. When [ am craving a cigaretie. 1 2 3 4 5

13. When I first get up in the morning. 1 2 3 4 S

14. When [ feel I need a lift. 1 2 3 4 5

15. When I begin to let down on my concern ! 2 3 4 5
about my health and am less physically
active.

16. With friends at a party. 1 2 3 4 5

17. When [ wake up in the moming and face a l 2 3 4 5
tough day.

18. When I am extremely depressed. l 2 3 4 5

19. When I am extremely anxious and l 2 3 4 5
stressed.

20. When I realize [ haven't smoked for 1 2 3 4 5
awhile.
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D. CONFIDENCE IN NOT SMOKING

Here is the same list of situations from the previous section. This time, please indicate how confident
you are that you would not smoke in each of these situations by circling the appropriate number.

Notat all Slightly Moderately Very Extremely
Confident Confidemt Confident Confident Confident

1. Ata bar or cocktail lounge having a drink. 1 2 3 4 5

2. When [ am desiring a cigarette. 1 2 3 4 5

3. When things are just not going the way I 1 2 3 4 5
want and [ am frustrated.

4. With my spouse or close friend who is 1 2 3 4 5
smoking.

5. When there are arguments and conflicts 1 2 3 4 5
with my family.

6. When [ am happy and celebrating. 1 2 3 4 5

7. When I am very angry about something or 1 2 3 4 5
someone.

8. When I would experience an emotional 1 2 3 4 5
crisis, such as an accident or death in the
family.

9. When I see someone smoking and I 2 3 4 5
enjoying it.

10. Over coffee while talking and relaxing. 1 2 3 4 5

11. When I realize that quitting smoking is an 1 2 3 4 5
extremely difficult task for me.

12, When [ am craving a cigarette. 1 2 3 4 5

13. When I first get up in the morning. 1 2 3 4 5

14. When [ feel [ need a lift. 1 2 3 4 5

15. When I begin to let down on my concern 1 2 3 4 5
about my heaith and am less physically
active.

16. With friends at a party. 1 2 3 4 5

17. When I wake up in the morning and face a l 2 3 4 5
tough day.

18. When [ am extremely depressed. 1 2 3 4 5

19. When I am extremely anxious and t 2 3 4 5
stressed.

20. When I realize [ haven't smoked for 1 2 3 4 5
awhile.
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PERCEIVED STRESS

1. In the last month, how often have you felt that you were unable to control the
important things in your life?

never 0
almost never 1
sometimes 2
fairly often 3
very often 4

2. In the last month, how often have felt confident about your ability to handle your
personal problems?

never 0
almost never l
sometimes 2
fairly often 3
very often 4

3. In the last month. how often have you felt that things were going your way?

never 0
almost never I
sometimes 2
fairly often 3
very often 4

4. In the last month, how often have you felt difficulties were piling up so high that
you could not overcome them?

never 0
almost never [
sometimes 2
fairly often 3
very often 4 SCORE:
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F. NICOTINE REPLACEMENT THERAPY
THE FOLLOWING INFORMATION IS TO BE FILLED IN BY STUDY PERSONNEL ONLY.

1. Using prescription: ves, no dose

2. Side effects/overdose effects:

l. skin irritation 2. itchiness or redness

3. sleep disturbances 4. headaches

5. dizziness 6 anxiety

7. irritability 8. stomach upset

9. drooling 10. vomiting/diarrhea

11. cold sweat 12. blurred vision

13. difficulty hearing 14. fainting/confusion
G. (of@) WEIGHT

H. REASONS FOR RELAPSE OR CONCERNS

I. withdrawal reactions/cravings 9. cut down so don't need to quit
2. weight gain/increased appetite 10. need to cut down more

3. handling negative emotions/stress 1. lack willpower

4. loss of pleasure/companion 12. low confidence/fear failure

5. slips/temptations 13. too much pressure to quit

6. travel 14. not enough support

7. ambivalence 15. need extra help/clinic

8. poor timing/too busy/too much stress  16. other

11t



APPENDIX I: Telephone Counselling Scripts

.

FOX CHASE
CANC

NCERCENTER

Patncw Hursche
Vice President
Busmcss Development and Requlutory Afars

77l Brerhobine Avenuz
Phiudetphus, Pennsyivarua (9111
215 728 2468

FAX 215 713 259¢

mterner: NHP_Hursche @ foce.edu

July 19, 1994

W.A. Dafoe, M.D.

Director

Prevention and Rehabilitation Centre
University of Ottawa Heart Institute
1053 Carling Avenue

Ouawa, Ontario, Canada K1Y 459

Dear Dr. Dafoe:

This is in response to various conversations and correspondence with Bob Reid related to the use of
telephone scripts developed by Fox Chase Cancer Center (hereinafter "Fox Chase"), as part of its Clear
Horizons program, in the University of Ottawa Heart Institute’s (hereinafter "Heart Institute™) smoking
cessation program known as "Stop Smoking Now". Fox Chase would be pleased to license the use of
these scripts under the following terms and conditions:

1.

The Heart Institute acknowledges that Fox Chase owns the copyright in and all rights, title and
interest in those portions of the smoking cessation telephone scripts developed by Fox Chase and
used by the Heart Instirute ("Fox Chase Material™).

Fox Chase grants to the University of Ottawa Heart Institute a non-exclusive, non-transferable, non-
assignable royalty free license to use, produce, copy, modify. display, translate & perform in any
material form, the Fox Chase Material for non-profit use including, but not limited to:

a. telephone counseling in your smoking cessation clinic;
b. telephone counseling in smoking cessation research;
c. the preparation of Mr. Reid’s Ph.D. thesis.

[n addition, Fox Chase grants to the Heart Institute a non-exclusive right to sub-license the right to
use, produce, copy, modify, display, transiate & perform in any material form the Fox Chase
Material as part of a commercial agreement between the Heart Institute and McNeijl Consumer

Products for a telephane counselling program.

As consideration for the right (o sublicense to McNeil, the Hear Iastitute agrees to pay Fox Chase
Cancer Center $1.00 (U.S.) for each person enrolled in the Heart Institute telephone counsetling
program during each year of the agreement between the Heart Institute and McNeil Consumer
Products. Payments wiil be made wittun 30 days of the end of cach quarter ending September 30th.
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December 30th, Mar¢h 31st and June 30th untl such time as the agreement between the Heart
Institute and McNeil terminates. Paymeants will be made in the form of a check made payable to the
Treasurer, Fox Chase Cancer Center and will be accompanied by a report providing details of the
number of persons enrolled in the previous quarter as well as the total to date.

The Heart Institute shall keep accurate records and books of account of all persons enrolled in the
program and shall take reasonable steps to ensure that its sublicensee maintains such books and
tecords. The Heart Institute shall permit Fox Chase to conduct an audit upon 10 days prior written
notice and during normal business hours of such books and records to verify the correctness of the
reports given to Fox Chase with respect to the payments due to Fox Chase under this agreement.
Such audits shall take place no more frequenty than annually.

The Heart Institute agrees to acknowledge the contribution of the Fox Chase Cancer Center in all
written materials, brochures, reports and publicity materials whether developed for its own use or as
part of the commercial agreement with McNeil where same includes the Fox Chase Material.

The Heart Institute and Fox Chase represent that each has the full power and authority to enter into
and perform its obligations under this agreement and to grant the rights granted to the other.

This license from Fox Chase to the Heart Institute shall continue in effect, unless earlier terminated,
for the duration of Fox Chase’s copyright term to the Fox Chase Material. Fox Chase may terminate
this license at any time, by 10 days written notice to the Heart Institute, in the event that the Heart
Institute violates any of the provisions of this agreement and fails to cure or to be attempting to cure

same within said 10 day period.

Fox Chase makes no warranties whatsoever and hereby disclaims all warranties either expressed or
implied, including, without limitation, any implied warranties of marketability, fitness for a
particular purpose, or any implied warranties arising from the course of dealing, usage or trade
practice. The Heart Institute hereby agrees to hold Fox Chase harmless from any and all claims or
damages, expenses, costs and/or liabilities, including any costs or fees for litigation or threatened
litigation, arising from the Heart Institute’s printing, publication, reproduction and/or use of the Fox
Chase Material, save & except written said claims/damages, etc. arise from Fox Chase’s
infringement of third party intellectual property rights by the Fox Chase Material or by the
negligence or wilful acts of Fox wil-identify the Heart Institute concerning claims/damages
etc. arising from Fox Chase's infringerhent of third party intellectual property rights up to but not

exceeding the value of the royalties received by Fox Chase hereunder. %
Fox Chase wrll (ademnif .
This license shall be effective upon the date of execution by Fox Chase and the Heart Insurute noted

below.

This agreement coantains the complete and exclusive agreement between the parties, supersedes any
and all prior oral and written communications, proposals and agreements, and may not be waived

and modified except by written agreement Of the parties.

Fox Chase releases the Heart Institute from any claims whatsoever regarding infringement of
copyright in the Fox Chase Material prior to this agreement.
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If you agree to these terms, please acknowledge that agreement by signing one of the originals and
returning it to me. Thank you. -

Sincerely, M

Patricia Harsche

Acknowledged and agreed to by the
University of Ottawa Heart Institute

N BA @ - wEon

Title: DiRECTIR SEn/eElre-
Date: 9v-08.,

cc: C. Tracy Orleans, Ph.D.
Bob Reid
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Call No. 1
INTRODUCTION

Al "Hello Mr./Ms./Mrs. This is_ I'm calling on behalf of the Heart
Institute Smoking Cessation Study to welcome you on board and see if you have any
questions. Do you have a few minutes right now?"

If yes, go to B.
If no, "When could I call you back in the next day or so?"

Date: __/ /  Time: _ _ 00 Hrs.
B. "What are some of your reasons
for wanting to quit smoking?"
1. Personal health
2. Family health
3. Economic
4. Social
5. Control of Behaviour
6. Physicians suggestion
7. Other

"Those are (all) important/good
reasons. [ hope you'll find the
program and materials we have provided for you helpful.”

Cl. ""Have you quit smoking?" Yes No
C2. If yes, "for how long?" Days
D ""Are you smoking now? Yes No
E. What dose of Nicotrol has your doctor prescribed for you?
————mg

F. "It would be helpful if you could get your kit out now.

Is it close by? Yes No
G. ""Have you had a chance to review the Yes No

contents of the kit?

"Get started with your

quitting plans?"” Yes No

Prompt with description. if necessary
(Box set containing video, booklet. and coping card)
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H. BEHAVIORAL CRITERIA STAGE GO TO PAGE

Not looked at kit contents or PREPARATION BUFF
Not made any quitting plans, or
Not made a serious quit attempt

L.ooked over kit or ACTION GOLD
Made some quitting plans, or

Taken pre-quitting actions or

Quit less than 48 hours but now smoking - Go to I Below

Has quit and been smoke-free MAINTENANCE GREEN
for 24 hours or more (with or

without slips) and is not

smoking right now.

Quit for 48 hours or more, RELAPSE BLUE
but is now smoking daily - Go to [ Below

L. For anyone who has quit since receiving materials
but has gone back to smoking and is smoking now.

CONGRATULATE: "Congratulations! Quitting for even a short time puts you a step
ahead.”

REASSURE: "Most people try more than once before they quit for good. IN FACT, success

rates are twice as high for people who recently stopped for even just 24 hours. I'd like to
hear more about how things have gone for you."
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PREPARATION
A. Review workbook and video and emphasize choice

("Please open workhook to Table of Contents'")

"Let me go over what's in the Stop Smoking Now! Workbook and video so that you can use
it to your best advantage. The workbook and video are organized into 3 parts, for the
different stages of quitting, starting with Preparing to take Action."

B. "It all starts with understanding why you smoke and picking a quitting plan and date.
The second section suggests ways to cope with urges and triggers to smoke. It also outlines
ways to deal with stress, tension and weight gain without smoking. Are any of these
concerns for you?

1. Urges to Smoke Yes No
If Yes, see page 19

2. Stress and tension Yes No
If Yes. see page 23

3. Weight Gain Yes No
If Yes. see page 25

C. Smoking Habit
"I'd like to ask you a few questions about your smoking."
DI1. "On average how many cigarettes per day?" ___/day

2. "Do you usually smoke within 30 minutes of waking?"
Elicit commitment to start quitting plan.

"When would you want to get started with your quitting plan (reviewing the booklet and
video tape, getting Nicotrol prescription filled, revisiting doctor)”

E. Elicit commitment to quit date.

(consult calendar)
"What makes sense as a quit date
for you?" o T ___

F. Assist to pick a date - see CHOOSE A QUIT DATE - pg 10

"Write this date on your calendar
and on your personal action plan.

G. "Stop Smoking Now! also suggests other things that will help you quit smoking. In
general we've found that the more suggestions you try, the easier quitting will be, and the
more successful you'll be.”

"For instance, the workbook and video recommend understanding why you smoke and locating
alternatives to smoking that can help you when you quit. It can be helpful to complete the
Why I Smoke Test and Automatic Response Test on pages 6 and 8.

"Pages ** will help you get ready to quit, and page ** will help you from your quit date on,
with lots of tips for getting through urges and handling temptations after you quit."”
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H. Social Support - Other Smokers

"What about support from your family and friends? Do you live with other people who
smoke?" Yes No

"Stop Smoking Now! may also give you some new ideas about how friends and family can
help, even if they smoke. For instance, the workbook and video suggests asking friends and
family to help support you through your quit effort.”

"OK. You're on your way. If there's time: Do you have any questions at this point?"...(ALWAYS
REFER TO THE WORKBOOK AND VIDEO - CHECK TABLE OF CONTENTS )

LOSIN
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ACTION

A. Praise any actions taken, even if just looking over the workbook and video.
B. Review workbook and video and emphasize choice.
("Please open to Table of Contents") ' The workbook and video is organized into 3

parts, for the different stages of quitting".

C. "It all starts with understanding why you smoke and picking a quitting plan and date,
The second section suggests ways to cope with urges and triggers to smoke. It also
outlines ways to deal with stress, tension and weight gain without smoking. Are any
of these concerns for you?"

1. Urges to Smoke Yes No
If Yes, see page 19

2. Stress and tension Yes No
If Yes, see page 23

3. Weight Gain Yes No
If Yes. see page 25

E.l Have you picked/started with your Preparing to Quit methods? What things have you
done?
Yes No
E2. Identify Reasons for Stopping
Why [ Smoke
Locate Alternatives to Smoking
Select a Quit Date
Have Prescription Filled
Enlist Social Support
Complete Personal Action Plan
Complete 48 Hour Checklist
. Complete 24 Hour Checklist
If none of the above have been done return to Section D in preparation.

00 NO LA

IF YES: "GREAT! How's it going?" or '"Do you have any questions?"

FIl. If yes to prescription filled,
I. "Did you use OR Are you planning on using the patch during your quit attempt?"
If using the patch now.

F2. "Any side effects?" (do not prompt) Yes No

F4. 1. Sleep disturbance

Skin Irritation

Headaches

Dizziness

Anxiety

Irritability

Fatigue

Constipation

Stomach Upset

OO0 OV W

At this time I would like to talk to you about the NICOTROL patch. On page *** you will
find a detailed description on how to use the patch. Please remember that you should not
smoke while using the NICOTROL patch.
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G. Smoking Habit

"I'd like to ask you a few questions about your smoking.”

1. "On average, how many cigarettes/day?" cigs/day
2. "Do you usually smoke within 30 minutes of waking?" Yes No
H. IF QUIT FOR LESS THAN 48 HOURS (but smoking now),

Urge to try again.
If quit with a plan. go to J.
If quit without a plan, urge to try again with a new plan.

L Elicit commitment to start quitting plan.

"When would you want to get started with your quitting plan (reviewing the booklet and
video tape, getting Nicotrol prescription filled, revisiting doctor, completing the
checklists)"

I. Elicit commitment to quit date.

(consult calendar)

"What makes sense as a quit date

for you?"

"Write this date on your calendar

and on your personal action plan.” o

K. "Stop Smoking Now! also suggests other things that will help you quit smoking. In
general we've found that the more of these you try, the easier quitting will be.”

"For instance, the workbook and video recommend understanding why you smoke and locating
alternatives to smoking that can help you when you quit. It might be helpful to complete
the Why I Smoke Test and the Automatic Response Test on pages 6 and 8."

"Pages 3-14 will help you get ready to quit, and page 15 will help you from your quit date
on, with lots of tips for getting through urges and handling temptations after you quit."”

L. Social Support - Other Smokers

. "Do you live with other people who smoke?" Yes No

"Stop Smoking Now! may also give you some new ideas about how friends and family can
help, even if they smoke. For instance, the workbook and video suggests asking friends and

family to help support you through your quit effort.”

M. GO TO CLOSING
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MAINTENANCE
"Congratulations! How long ago did you quit?” _____ Days

"Did you use any of the Preparation to Quit Methods suggested to help you quit?"
Yes No

l. Reasons for Stopping

2. Why [ Smoke

3. Alternatives to Smoking

4. Select a Quit Date

5. Prescription Filled

6. Social Support

7. Personal Action Plan

8. 48 Hour Checklist

9. 24 Hour Checklist

If yes to prescription filled

"Are you using the Nicotrol patch now?" Yes No
If yes. “what strength?” ——— g

"Are you experiencing any side effects?"
(do not prompt)
Sleep disturbance
Skin irritation
Headaches
Dizziness
[rritability

Fatigue
Constipation
Stomach Upset
Anxiety

"What alternatives to smoking did you find the most helpful?”
Increased physical activity

Increased sleep

Using gum/mints/sticks/toothpicks

Find alternate pleasures (e.g.. music/reading/crosswords)
Relaxation/breathing techniques

Removing smoking materials from environment (e.g.. ashtrays)
Delay tactics

Positive self-talk

Assertive statements

Social support

Professional support

Change in routine

Praise all coping tactics mentioned - urge to keep using what works.
If none are mentioned, encourage to review WHY I SMOKE ALTERNATIVES CHART.
"These activities continue to help during your first few months off cigarettes."

"What about support from family and friends?"
1. "Do you live with other people who smoke?” Yes No

Praise actions to get support. Troubleshoot if there are problems. Refer to workbook and video for tactful ways to
deal with pressure.



F. "Have you had any particular (or other) concerns or problems?” or "Is anything coming
up that you are concerned about?" Circle as many as apply.

1) withdrawal reactions/cravings 10) cut down so don't need to quit
2) weight gain/increased appetite [1) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress 00)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)

Gl. "Have you been tempted to smoke or smoked at all since quitting?"
SLIPS? Yes No

At this time I would like to talk to you about the NICOTROL patch. On page *** you will
find a detailed description on how to use the patch . Please remember that you should not
smoke while using the NICOTROL patch.

If many slips,
G2 "Are you now having slips on a daily basis?" Yes No

"Temptations are inevitable. The key is being prepared, anticipating events that are likely to
catch you off guard. The last section of the workbook and video explains how you can handle
temptations to prevent slips. It also explains how to handle a slip, if you should ever slip
and smoke even one cigarette. It's best never to slip. But, if you should, remember: a slip
is NOT a failure. Don't let guilt or disappointment lead you back to smoking. Instead, learn
from the slip. It can be helpful to follow the directions in the workbook and video for
getting back on track. Your Coping Card can be carried with you to serve as a reminder."

If smoking on a daily basis, find out where slips are occurring and suggest alternative activities. Recommend
establishing a new quit date in 1-2 weeks.

H. REINFORCE STAYING SMOKE FREE, "Use whatever is working for you now. Add
some new ideas from sections 2 and 3 of the workbook and video - the more you try, the
easier quitting will be."

“Getting more exercise can be very helpful (p 26), so can finding new hobbies/pastimes to
take the place of smoking."

L GO TO CLOSING



RELAPSE/RE-CYCLING

A. CONGRATULATE AND REASSURE .
(SEE COVER PAGE - "Congratulations! Quitting for even a short time...")

B. I. "How long did you stay off cigarettes? Days
Cl. "Did you use any of the Preparation to Quit methods suggested?
Yes No

C2. What things did you do?"

Reasons for Stopping
Why I Smoke
Alternatives to Smoking
Select a Quit Date
Prescription Filled
Social Support

Personal Action Plan

48 Hour Checklist

24 Hour Checklist

hab el bl ol s e

If yes to prescription filled

DI. "Did you use the patch during your quit attempt?" Yes No

If yes,

D2. "What strength did you use?"

mg

D3. "Are you using the Nicotrol patch now?" Yes No
D4, "Any side effects?” (do not prompt)

I. Sleep disturbance
Skin irritation
Headaches
Dizziness
Anxiety
Irritability
Fatigue
Constipation

. Stomach Upset

Kol JREN s WU, I SN UL (8 ]

At this time I would like to talk to you about the NICOTROL patch. On page *** you will
find a detailed description on how to use the patch . Please remember that you should not
smoke while using the NICOTROL patch.

E "What were the circumstances that caused you to start smoking again?" (CIRCLE ANY

THAT COME UP)

1) withdrawal reactions/cravings

2) weight gain/increased appetite

3) handling negative emotions/stress

4) loss of pleasure/companion

5) slips/temptations

6) travel

7) ambivalence

8) poor timing/too busy/too much stress
9) don't like Stop Smoking Now! methods

10) cut down so don't need to quit

11) need to cut down more

12) lack willpower

13} low confidence/fear fatlure
14) 100 much pressure to quit
15) not enough support

16) need extra help/clinic

00)other:

specify

(refer to corresponding page for identified problem)



F. FIRST ASK: "What do you think might have helped?"”

THEN "Sounds like you ran into unexpected problems with

(Circumstance)

"Many people find this (...) difficult. The Stop Smoking Now! workbook and video suggests
several ways to deal with it... But, generally it is best to think about delay - avoidance and
substitution.”

G. 1. "Have you thought about giving it another try?" Yes No
Encourage to set up a new quitting plan and date...
Revised Quit Date: Y A A

H. "I'd like to ask you some questions about your smoking."

1. "On average, how many cigarettes/day?" cigs

2. "Usually smoke within 30 minutes of waking?”  Yes No

L IDEAS FOR GETTING BACK ON TRACK

Read over page 30, with ideas for getting back on track
Review first section again, renew your reasons for quitting

Talk with you Dr. re: the Nicotrol patch and re-read the sections about how to use the patch (p. 15-18)
(especially if used too little. had withdrawal problems, seems to be highly addicted smoker).

Read about ways family and friends can help.
J. 1. "What about support from family and friends? Do you live with other people who
smoke?" Yes No

Praise actions to get support. Troubleshoot if there are problems. Refer to workbook and video for tactful ways to
deal with pressure.

K. Go to Closing



CLOSING

One last question before you go, I'd like to find out how you learned about the Nicotrol Stop Smoking Now!?”
Doctor’s recommendation

Friend's suggestion

Word-of-mouth (other)

Magazine Advertisement

TV ad
Other

N

"Before I say good-bye, I want to let you know that I will be calling you again in 4 weeks to

see how you are doing, or see if you need any help.
Let me confirm your address."

"Will this be a good time to reach you?"
Best day: Best time:
At this number? Yes No

"Alright then I've really enjoyed talking with you today and am looking forward to talking
with you again."



Call # 2
INTRODUCTION

A, "Hello Mr./Ms./Mrs. This is from the Heart Institute quit smoking
study. I called about 4 weeks ago to introduce the Stop Smoking Now! workbook and video.
I'm calling back this time, as I said I would, to find out how things have gone for you and
to see if I can be of any help. Do you have a few minutes now? [If no, "When could [ call
you back in the next day or so?"

DATE: __/ [/ TIME: ___.00

[f client refuses, code on cover page and go to closing.
If client can talk now, goto B

B. "When we last talked, you had...[describe any action taken] and were planning to
[describe any quitting plans and mention quit date]. How have things gone for you ?"

If appropriate:
BI. "Have you quit at all since getting the workbook and video?"

If Yes,

B2. "...for how long?" Days/Wks

Cl. "Do you still have your workbook and video?" Yes No

If yes:

C2. "Is it close by? It would be helpful if you could get it out now."

RECORD [F CLIENT HAS WORKBOOK AND VIDEO IN HAND Yes No

D. FOR ANYONE WHO HAS QUIT SINCE RECEIVING MATERIALS
BUT HAS GONE BACK TO SMOKING AND IS SMOKING NOW. check here__

E. BEHAVIORAL CRITERIA STAGE GO TO PAGE

Not looked over warkbook and video or preparation buff
Not made any quitting plans or

Not taken any pre-quitting actions or

Not made a serious quite attempt

Taken some pre-quitting actions or action gold
Make some quitting plans, or
Quit less than 48 hours but pow smoking --GO TO F BELOW

Has quit and been smoke-free for 24 hours  maintenance (new) green
or more (with or without slips) maintenance

and is not smoking now. quit at call 1 yellow
Quit for 48 hours or more, relapse blue

but is pow smoking daily--GO TO F BELOW relapse call 1 orange

F. CONGRATULATE: "Congratulations! Quitting for even a short time means you’re a
step ahead".

REASSURE: "most people try more than once before they quit for good, IN FACT, success
rates are twice as high for people who have recently stopped for even just 24 hours. I'd like
to hear more about how things have gone for you.”
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PREPARATION

A. "Sometimes it takes awhile after you decide to quit to get started. The nice thing
about the Heart Institute Smoking Cessation Study is that you can start at the time that is
best for you. Would you still like to try to quit smoking in the next few weeks?"

(Even if answer is "no", continue to probe to help clear the way to quitting when the time does come.)

"Has there been (or do you foresee) anything in particular in the way of you getting started?"
(CIRCLE ANY THAT COME ).

1) withdrawal reactions/cravings 10) cut down so don't need to quit
2) weight gainfincreased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress  00)other:

9) don't like Stop Smoking Now! methods specify

{refer to corresponding page for identified problem)

B. "It all starts with understanding why you smoke and picking a quitting plan and date.
The second section of the workbook and video suggests ways to cope with urges and triggers
to smoke. They also outline ways to deal with stress, tension and weight gain without
smoking. Are any of these concerns for you?"

l. Urges to Smoke see page 19

2. Stress and tension see page 23
3. Weight Gain see page 25
C. "I'd like to ask you a few questions about your smoking."

1. "How many cigarettes are you smoking each day, now?" cigs/day

D. Elicit commitment to start quitting plan.

"When would you want to get started with

your quitting plan?"" (reviewing the booklet and video tape, getting Nicotrol prescription filled, revisiting their
doctor)

E. Elicit commitment to quit date.

HELP TO PICK QUIT DATE IF NECESSARY
1. "What makes sense as a quit date
for you?" / /

Assist to pick a date - see CHOOSE A QUIT DATE - pg 10
"Write this date on your calendar and on your personal action plan."
G. "Stop Smoking Now! also suggests other things that will help you quit smoking. In

general we've found that the more of these you try, the easier quitting will be, the more
successful you'll be."



"For instance, the workbook and video recommend understanding why you smoke and locating
alternatives to smoking that can help you when you quit. It can be helpful to complete the
Why I Smoke Test and the Automatic Response Test. They are on pages 6 and 8 of the
workbook."

Pages ** will help you get ready to quit, and page ** will help you from your quit date on,
with lots of tips for getting through urges and handling temptations after you quit

H. "Do you have friends and family that can help you?" Yes No
Stop Smoking Now! may also give you some new ideas about how friends and family can
help, even if they smoke. For instance, the workbook and video suggest asking friends and

family to help support you through your quit effort.”

"OK. You're on your way. If there's time: Do you have any questions at this point?"...(ALWAYS
REFER TO THE WORKBOOK AND VIDEQ - CHECK TABLE OF CONTENTS - and GO TO CLOSING)

L GO TO CLOSING



ACTION

A. PRAISE ANY ACTIONS TAKEN. whether part of Heart Institute Smoking Cessation Study or not.
"Great. Sometimes the hardest part is getting started. The nice thing about this program is
that you can pick the timing that works best for you."

B. I. "Have you used the workbook and video at all to help you quit?"
Yes No

C. CLARIFY PRE-QUITTING ACTIVITIES
"What things did you try to help get you ready to quit?"

Reasons for Stopping
Why I Smoke
Alternatives to Smoking
Select a Quit Date
Prescription Filled
Social Support

Personal Action Plan

48 Hour Checklist

24 Hour Checklist

D. "Where are you now in your quitting plans?" or "Would you still like to try to quit in
the next few weeks?" (If quit for less than 48 hrs and relapsed: "Have you thought about giving it
another try?") Y__ N__

E. "Can you think of anything that might get in your way of taking the next
step?”(CIRCLE ANY THAT COME UP)

1) withdrawal reactions/cravings [0) cut down so don't need to quit
2) weight gain/increased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear faiiure

5) slips/temptations 14) too much pressure to quit

6) travel [5) not enough support

7) ambivalence 16) need exwra help/clinic

8) poor timing/too busy/too much stress  00)other:

9) don't like Stop Smoking Now! methods specify

(refer 10 corresponding page for identified problem)

F. "As we discussed last time. The first step in getting started again is picking a quit
plan and date. It's easy to pick up right where vou left off. What seems like a good date to
try again?"

Revised Quit Date: I

"Write this date on you calendar and on your Personal Action Plan.”

G. 1. "How many cigarettes are you smoking each day, now? ___ cig/day

L "Stop Smoking Now! also suggests other things that will help you quit smoking. In
general we've found that the more you try, the easier quitting will be, the more successful
you'll be.”
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"For instance, the workbook and video recommend understanding why you smoke and locating
alternatives to smoking that can help you when you quit. Completing the Why I Smoke Test
and Automatic Response Test on pages 6 and 8 can be helpful.”

"Pages 3-8 will help you get ready to quit, and page 15 on will help you from your quit date
on, with lots of tips for getting through smoking urges and handling temptations after you

quit."

L GO TO CLOSING
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MAINTENANCE (NEW QUITTER)

Al "Congratulations!
1. How long ago did you quit?" Days

B. 2. "Did you use the workbook and video at all to help you quit?”
Yes No

Cl. "Did you use any of the Preparation to Quit methods suggested? What things have
you done?" Yes No

Reasons for Stopping
Why [ Smoke
Alternatives to Smoking
Select a Quit Date
Prescription Filled
Social Support

Personal Action Plan

48 Hour Checklist

24 Hour Checklist

D00 W —

[f yes to prescription filled

"Are you using the Nicotrol patch now?" Yes No
If yes. what dose? . mg
Any side effects? (do not prompt)
Sleep disturbance

Skin irritation

Headaches

Dizziness

Anxiety

Irritability

Fatigue

Constipation

Stomach Upset

o AvRw]
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"What alternatives to smoking did you find the most helpful?"
Increased physical activity

Increased sleep

Using gum/mints/sticks/toothpicks

Find alternate pleasures (eg. music/reading/crosswords)
Relaxation/breathing techniques

Removing smoking materials from environment (eg. ashtrays)
Delay tactics

Positive self-talk

Assertive statements

Social support

Professional support

Change in routine

DO~ WU WY —(T]

———
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Praise all coping tactics mentioned - urge o keep using what works.
If none are mentioned, encourage to review WHY [ SMOKE ALTERNATIVES CHART.

"These activities continue to help during your first few months off cigarettes.”
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F. "Have you had any particular (or other) concerns or problems?" or "Is anything coming
up that you are concerned about?” Circle as many as apply.

1) withdrawal reactions/cravings 10) cut down so don't need to quit
2) weight gain/increased appetite 11} need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress  00)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)

G. 1. "Have you been tempted or smoked at all since quitting?"
Yes No

At this time [ would like to talk to you about the NICOTROL patch. On page *** you will
find a detailed description on how to use the patch . Please remember that you should not
smoke while using the NICOTROL patch.

3. "Smoking on a daily basis?" Yes No

"Temptations are inevitable, The key is being prepared, anticipating events that are likely to
catch you off guard. The last sections of the workbook and video explain how you can handle
temptations to prevent slips. They also explain how to handle a slip, if you should ever slip
and smoke even one cigarette. It's best never to slip. But, if you should, remember: a slip
is NOT a failure. Don't let guilt or disappeintment lead you back to smoking. Instead, learn
from the slip. Try following the directions in the workbook and on the video for getting
back on track. Your Coping Card can be carried with you to serve as a reminder."

[F SMOKING ON A DAILY BASIS, FIND OUT WHERE SLIPS ARE OCCURRING AND SUGGEST
ALTERNATIVE ACTIVITIES. RECOMMEND NEW QUIT DATE IN 1-2 WEEKS.

H. REINFORCE STAYING SMOKE FREE, '"Use whatever's working for you now. Add
some new ideas from sections 2 and 3 of the workbook and video. The more you try - the
easier quitting will be."

"Getting more exercise can be very helpful (p 26), so can finding new hobbies/pastimes to
take the place of smoking.

L GO TO CLOSING



MAINTENANCE (HAD QUIT BY CALL 1)

A. "Congratulations! How long has it been now?" ____ Days/Weeks
"How are things going?"
Al. "Have you noticed any positive changes ?"
Yes No
A2. breathe easier
cough less
less shortness of breath
food taste better
other:

APl S

B. ""Have you used the video and workbook to help you stay quit?”
Yes No

C. "Did you use any of the Staying Smoke-Free methods suggested?

Yes No
Review of High Risk Situations
Delay-Avoid-Substitute
Increased Physical Activity
Breathing Exercises
Muscle Tension Reduction.

wnH W —

DI1. "Are you using the Nicotrol patch now?" Yes No If yes,
D2. what dose? mg
Any side effects? (do not prompt)
D3. L. Sleep disturbance
Skin irritation
Headaches
Dizziness
Anxiety
Irritability
Fatigue
Constipation
Stomach Upset

R

E. "What alternative to smoking have you found to be the most helpful in keeping you
from smoKking?"”

Increased physical activity

Increased sleep

Using gum/mints/sticks/toathpicks

Find alternate pleasures (eg. music/reading/crosswords)
Relaxation/breathing techniques

Removing smoking materials from environment (eg. ashirays)
Delay tactics

Positive self-talk

. Assertive statements

10. Social support

11. Professional support

12. Change in routine

DoV WN—

Praise all coping tactics mentioned - urge to keep using what works.
"These strategies will continue to help you your first few months off cigarettes.”
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E. "What about support from family and friends?"
Praise actions to get support. Troubleshoot if there are problems.

G. "You mentioned concerns about ... last time we talked. Any concerms about that
now? Have you had any other problems or concerus?” Or "Is there anything coming up that
you are concerned about?”

(CIRCLE ANY THAT COME UP)

t) withdrawal reactions/cravings @) cut down so don't need to quit

2) weight gainfincreased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15) not encugh support

7) ambivalence 16) need extra help/clinic

8) poar timing/too busy/too much stress  00)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)

HI. "Have you been tempted to smoke or smoked at all since you quit?
Yes No

H2. "Smoking now on a daily basis?"  Yes No

If yes to slips, "At this point [ would like to take the time to emphasize the risks involved with
smoking when using the Nicotrol patch as it can be hazardous to your health.

COUNSEL ABOUT SLIPS: "Being prepared is the best way to prevent slips. It's better never to
slip, but if you do you should get back on track. Figure out what went wrong, plan how to
prevent a slip next time.”

[F SMOKING ON DAILY BASIS, find out where slips are occurring and suggest alternative activities. Recommend
new quit date in 1-2 weeks.

L REINFORCE STAYING SMOKE-FREE, USING WHATEVER'S WORKING FOR YOU NOW. ADD
SOME NEW IDEAS FROM SECTIONS 2 AND 3 OF THE WORKBOOK AND VIDEQO - THE MORE OF
THESE YOU TRY, THE EASIER QUITTING WILL BE".

"Keep using whatever coping methods are working for you now - add some if needed like..."

"Getting more exercise can be very helpful (p 26), so can finding new hobbies/pastimes to
take the place of smoking.
Keep the workbook and video handy, view it often (useful as a reference long after you quit)."”

J. GO TO CLOSING
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RELAPSE/RE-CYCLING (NEW RELAPSER)

A. I. "How long ago did you quit?" __days/weeks

2. "How long did you stay off cigarettes?" . days/weeks

B. "What alternatives to smoking did you find to be the most helpful during the time you

were not smoking?"

1. Increased physical activity

2. Increased sleep

3. Using gum/mints/sticks/toothpicks

4. Find alternate pleasures (eg. music/reading/crosswords)

5. Relaxation/breathing techniques

6. Removing smoking materiais from environment (eg. ashtrays)

7. Delay tactics

8. Positive seif-talk

9. Assertive statements

10. Social support

11. Professional support

12. Change in routine

C. I. "Did you use the workbook and video to help you stay quit?"
Yes No Ifno. Go To E

D. “Did you use any of the Preparation to Quit methods suggested? Which things did you

do?"
Yes No

l Reasons for Stopping

2 Why I Smoke

3 Alternatives to Smoking

4. Select a Quit Date

5. Prescription Filled

6 Social Support

7 Personal Action Plan

8 48 Hour Checklist

9 24 Hour Checklist

E. If yes to prescription filled

El. "Are you using the Nicotrol patch now?" Yes No

E2. "Were you using the patch during your period of non-smoking?"

Yes No

E3. If yes, what dose? mg For how long? days/wks

E4. "Any side effects?" (do not prompt)

1. Sleep disturbance

2. Skin irritation

3. Headaches

4. Dizziness

5. Anxiety

6. Irritability

7. Fatigue

8. Constipation

9. Stomach Upset
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F. "What were the circumstances that caused you to start smoking again?" (CIRCLE ANY
THAT COME UP)

1) withdrawal reactions/cravings 10) cut down so dan't need to quit
2) weight gain/increased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress ~ 00)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)
G. FIRST ASK: "What do you think might have helped?"

THEN "Sounds like you ran into unexpected problems with

(Circumstance)

"Many people find this (...) difficult. The Stop Smoking Now! workbook and video suggests
several ways to deal with it... But, generally it is best to think about delay - avoidance and
substitution."

H. I. "Have you thought about giving it another try?"
Encourage to set up a new quitting plan and date...
Revised Quit Date: S A
L. "I'd like to ask you some questions about your smoking."
i. "On average, how many cigarettes/day now?" _____cigs
I IDEAS FOR GETTING BACK ON TRACK

___Read over page 30, with ideas for getting back on track

Review first section again, renew your reasons for quitting

___ Talk with you Dr. re: the Nicotrol patch and re-read the sections about how to use the patch (p. 15-
18) (especially if used too little, had withdrawal problems. seems to be highly addicted smoker).

Read about ways family and friends can help.

K. GO TO CLOSING
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RELAPSE/RE-CYCLING (HAD RELAPSED AT CALL 1)

(duration) then gone back to smoking.
(methods). What happened then?"

A. "When we last talked, you had quit for
You were thinking of quitting again using

[F THERE WAS A NEW QUIT ATTEMPT AND RELAPSE, ASK:

I. "How long did you stay off cigarettes this last time?" days
B. "What alternatives to smoking did you find the most helpful to quit and keep you from
smoking?"

Increased physical activity

Increased sleep

Using gum/mints/sticks/toothpicks

Find altemate pleasures (eg. music/reading/crosswords)
Relaxation/breathing techniques

Removing smoking materials from enviranment (eg. ashtrays)
Delay tactics

Positive self-talk

. Assertive statements

10. Social support

1. Professional support

\D OO JONUN AN~

12. Change in routine
Cl. "Did you use any of the Preparation to Quit methods suggested? What things have
you done?" Yes No
C2. 1. Reasons for Stopping
2. Why I Smoke
3. Alternatives to Smoking
4. Select a Quit Date
5. Prescription Filled
6. Social Support
7. Personal Action Plan
8. 48 Hour Checklist
9. 24 Hour Checklist
D. If yes to prescription filled
D. "Are you using the Nicotrol patch now?" Yes No
D2. "Were you using the patch during your period of non-smoking?"
Yes No

D3. If yes, what dose? mg For how long?
D4. "Any side effects?” (do not prompt)

days/wks

Constipation

. Stomach Upset

E. "What were the circumstances that caused you to start smoking again?" (CIRCLE ANY
THAT COME UP)

1. Sleep disturbance
2. Skin irritation

3. Headaches

4. Dizziness

5. Anxiety

6. Irritability

7. Fatigue

8.

9

1) withdrawal reactions/cravings 10) cut down so don't need to quit
2) weight gainfincreased appetite 11) need to cut down more

3) handling negative emotions/stress 12} lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit
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6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic
8) poor timing/too busy/too much stress ~ 00)other:
9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)
F. FIRST ASK: "What do you think might have helped?"

THEN: "Sounds like you ran into unexpected problems with

(Circumstance)

"Many people find this (...) difficult. The Stop Smoking Now! workbook and video suggests
several ways to deal with it... But, generally it is best to think about delay - avoidance and
substitution.”

G. 1. "Have you thought about giving it another try?"
Encourage to set up a new quitting plan and date...
Revised Quit Date: S A A
H. "I'd like to ask you a few questions about your smoking."”
1. "How many cigarettes are you smoking each day, now?" cig/day
[ IDEAS FOR GETTING BACK ON TRACK

Read over page 30 with ideas for getting back on track
Review first section again, renew your reasons for quitting

Talk with Dr. re: the Nicotrol patch and re-read the sections about how to use the patch (p. 15-18)
(especially if used too little, had withdrawal problems, seems to be highly addicted smoker).

Read about ways family and friends can help.

J. GO TO CLOSING
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CLOSING

"Before I say good-bye, I want to let you know that [ will be calling you again in 7 weeks
to see how you are doing, or if you need any help."”

"Will this stil be a good time to reach you?"
Best day: Best time:
At this number?

"Alright then I've really enjoyed talking with you once again and am looking forward to
talking with you in 7 weeks."”
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CALL # 3
A. “Hello Mr/Mrs/Ms This is from the Heart Institute Smoking
Cessation Study. I'm calling back as I said I would, to find out how things are going for you
and to see if I can be of any help to you. Is this a good time?” I[f no. “when could I call you
back in the next day or so?”
Date: I/ Time: :00

e e e ——

Bl. “In the past 7 days, have you smoked?”
If yes. go to relapse/recycle

If no
B2. “How long bave you quit for?” ____days/wks
Congratulate and go to C.

"Congratulations! You've reached another milestone. You've been smoke-free for almost __
months. Each day you've become stronger and have grown closer to total independence from
tobacco."

C.1. "Have you completed your Nicotrol prescription?” Yes No
c2. If yes, what dose(s) mg
C3. "When did you complete your prescription?"
Days/Weeks ago.
C4. "Have you experienced any symptoms of withdrawal since
completing your prescription?’ (do not prompt)
1. cravings?
unable to concentrate?
sleep disturbances?
change in appetite?
fatigue?
irritability?
restlessness?
anxiety?
. anger?
10. frustration?
(Counsel according to symptom)

D. "The last time we talked, you mentioned that you were concerned about
Do you have any concerns about these (this) now?"
"Have you any new problems or concerns?"

(CIRCLE ANY THAT COME UP)

1) withdrawal reactions/cravings 10) cut down so don’t need to quit
2) weight gainfincreased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14} too much pressure to quit

6) travel 15) not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress  0Q)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)
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F. I. "Have you been tempted or smoked at all since quitting?"
If yes.
2. "Smoking now on a daily basis?" Yes No

If yes to slips. "At this point I would like to take the time to emphasize the risks involved with
smoking when using the Nicotrol patch as it can be hazardous to your health.

COUNSEL ABOUT SLIPS: '"Being prepared is the best way to prevent slips. It's better never to
slip, but if you do you should get back on track. Figure out what went wrong, plan how to
prevent a slip next time."

G. REINFORCE STAYING SMOKE-FREE, USING WHATEVER'S WORKING FOR YOU NOW. ADD
SOME NEW IDEAS FROM SECTIONS 2 AND 3 OF THE WORKBOOK AND VIDEO - THE MORE YOU
TRY, THE EASIER QUITTING WILL BE, THE MORE SUCCESSFUL YOU'LL BE.

"Keep using whatever coping methods are working for you now - add some if needed like..."

"Getting more exercise can be very helpful (p 26), so can finding new hobbies/pastimes to
take the place of smoking.
Keep the workbook and video handy, view it often (useful as a reference long after you quit).”

H. GO TO CLOSING
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RELAPSE/RE-CYCLING (NEW RELAPSER)

1. "How long did you stay off cigarettes in total?" Days/Wks
2. "How long have you been back to smoking” Days/Wks

"What alternatives to smoking did you find to be the most helpful to quit and to

a non-smoker?"
Increased physical activity
Increased sleep

Find alternate pleasures (eg. music/reading/crosswords)

Relaxation/breathing techniques

Removing smoking materials from environment (eg. ashtrays)

Delay tactics
Positive self-talk
Assertive statements
Social support
Professional support
Change in routine

If yes,
what dose? -
Any side effects? (do not prompt)

Sleep disturbance
Skin irritation
Headaches
Dizziness
Anxiety
Irritability
Fatigue
Constipation
Stomach Upset

What were the circumstances that caused you to start smoking again?"

THE CIRCUMSTANCES)

1) withdrawal reactions/cravings

2) weight gain/increased appetite

3) handling negative emotions/stress

4) loss of pleasure/companion

5) slips/temptations

6) travel

7) ambivalence

8) poor timing/toc busy/too much stress
9) don't like Stop Smoking Now! methods

{refer to corresponding page for identified problem)

F.

"Are you using the Nicotrol patch now?"

Yes No

10) cut down so don't need to quit
11} need to cut down more

12) lack willpower

13) low confidence/fear failure

14) too much pressure to quit
15) not enough support

16) need extra help/clinic

00)other:

specify

FIRST ASK: "What do you think might have helped?"

THEN: "Sounds like you ran into unexpected problems with

(Circumstance)
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"Many people find this (...} difficult. The Stop Smoking Now! workbook and video suggests
several ways to deal with it... But, generally it is best to think about delay - avoidance and

substitution.”

G. [. "Have you thought about giving it another try?"
Encourage to set up a new quitting plan and date...
Revised Quit Date: —
H. "I'd like to ask you some questions about your smoking."
. "On average, how many cigarettes/day?" . cigs/day
L IDEAS FOR GETTING BACK ON TRACK

Read over page 30, with ideas for getting back on track
Review first section again. renew your reasons for quitting

Talk with Dr.re: the Nicotrol patch and re-read the sections about how to use the patch (p. 15-18)
(especially if used too little, had withdrawal problems, seems to be highly addicted smoker).

Read about ways family and friends can help.

J. GO TO CLOSING
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RELAPSE/RE-CYCLING (HAD RELAPSED AT CALL 2)

(duration) then gome back to smoking.

A. "When we last talked, you had quit for
(methods). What happened then?"

You were thinking of quitting again using

IF THERE WAS A NEW QUIT ATTEMPT AND RELAPSE, ASK:

I. "How long did you stay off cigarettes this last time?" days

B. "What alternatives to smoking did you find the most helpful to quit and keep you from
smoking?"

Increased physical activity

Increased sleep

Using gum/mints/sticks/toothpicks

Find alternate pleasures (eg. music/reading/crosswords)
Relaxation/breathing techniques

Removing smoking materials from environment (eg. ashtrays)
Delay tactics

Positive self-talk

Assertive statements

Social support

Professional support

Change in routine

—
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"Did you use any of the Preparation to Quit methods suggested?
Yes No

What things have you done?"

Reasons for Stopping

Why I Smoke

Alternatives to Smoking

Select a Quit Date

Prescription Filled

Social Support

Personal Action Plan

48 Hour Checklist

24 Hour Checklist

V00N~
SAEmNTQ

If yes to prescription filled

"Are you using the Nicotrol patch now?"  Yes No
If yes,

what dose? —__mg

Any side effects? (do not prompt)
Sleep disturbance

Skin irritation

Headaches

Dizziness

Anxiety

Irritability

Fatigue

Constipation

Stomach Upset

—
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E. "What were the circumstances that caused vou to start smoking again? (CIRCLE ANY
THAT COME UP)

1) withdrawal reactions/cravings 10) cut down so don't need to quit
2) weight gainfincreased appetite 11) need to cut down more

3) handling negative emotions/stress 12) lack willpower

4) loss of pleasure/companion 13) low confidence/fear failure

5) slips/temptations 14) too much pressure to quit

6) travel 15} not enough support

7) ambivalence 16) need extra help/clinic

8) poor timing/too busy/too much stress  00)other:

9) don't like Stop Smoking Now! methods specify

(refer to corresponding page for identified problem)
F. FIRST ASK: "What do you think might have helped?”

THEN: "Sounds like you ran into unexpected problems with

(Circumstance)

"Many people find this (..) difficult. The Stop Smoking Now! workbook and video suggests
several ways to deal with it.. But, generally it is best to think about delay - avoidance and
substitution."

G. [. "Have you thought about giving it another try?"
Encourage to set up a new quitting plan and date...

Revised Quit Date: Y A S
H. "I'd like to ask you a few questions about your smoking."
1. "How many cigarettes are you smoking each day, now?" ____ cig/day
L IDEAS FOR GETTING BACK ON TRACK

Read over page 30, with ideas for getting back on track
Review first section again. renew your reasons for quitting

—_ Talk with you Dr. re: the Nicotrol patch and re-read the sections about how to use the patch (p. 15-18)
(especially if used too little. had withdrawal problems. seems to be highly addicted smoker).

Read about ways family and friends can help.

I. GO TO CLOSING
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CLOSING
"I've really enjoyed talking to you today. This is the last time I'll be calling you. I'd like

to take this opportunity to wish you all the best and to thank you again for participating in
the Heart [nstitute Smoking Cessation Study. Good-bye.”
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APPENDIX J: Participant Follow-up Questionnaire

Today's Date: / / F/U 1 F/uU 2

PT NUMBER:

——

SMOKING STATUS

1. Have you smoked a cigarette, even a puff, in the last 7 days?

YeS..oounnn. 1 Date of Relapse for 7 consecutive days /
no........ 2
2. Have you smoked a cigarette, even a puff, since we last contacted you?
YES...oo...
no........ 2

3. If you are currently smoking. on average how many cigarettes per day
do you smoke? cigs/day

4. If you are currently smoking, are you seriously considering quitting
within the next 6 months?

yes oo, l
no........ 2
3. If you are currently smoking, are you planning to quit in the next 30 days?
yes.........
no........ 2

6. Since the last time we contacted you. how many times have you quit for
at least 24 hours?
0 1 2 3 4 5 6 7 8___9 >9
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B. IMPACTS ON SMOKING

The following experiences can affect the smoking pattern of some people. Think of any similar experiences you
may be currently having or have had in the last month. Then rate the FREQUENCY of each event on a 5 point

scale with 5 = Repeatedly and | =Never.

Never Occasionally Repeatedly
1. When [ am tempted to smoke. [ think about 1 2 3 4 5
something else.
2. Itell myself [ can quit smoking if [ want to. 1 2 3 4 5
3. I notice that nonsmokers are asserting their 1 2 3 4 5
rights.
4. Irecall information people have given me on l 2 3 4 5
the benefits of quitting smoking.
5. [ can expect to be rewarded by others if I don't 1 2 3 4 5
smoke.
6. I stop to think that smoking is polluting the 1 2 3 4 S
environment.
7. Warnings about the health hazards of smoking 1 2 3 4 5
move me emotionally.
8. I get upset when I think about my smoking. I 2 3 4 5
9. [ remove things from my home or place of [ 2 3 4 5
work that remind me of smoking.
10. I have someone who listens when I need to | 2 3 4 5
talk about my smoking.
11. I think about information from articles and ads 1 2 3 4 5
on how to stop smoking.
12. [ consider the view that smoking can be l 2 3 4 5
harmful to the environment.
13. Itell myself that if [ try hard enough [ can 1 2 3 4 5
keep from smoking.
14. I find society changing in ways that make it 1 2 3 4 5
easier for nonsmokers,
15. My need for cigarettes makes me feel l 2 3 4 5
disappointed in myseif.
16. [ have someone I can count on when I'm 1 2 3 4 5
having problems with smoking.
17. I do something else instead of smoking when L 2 3 4 5
[ need to relax.
18. [ react emotionally to warnings about 1 2 3 4 5
smoking cigarettes.
19. Ikeep things around my home or place of 1 2 3 4 5
work that remind me not to smoke.
20. [ am rewarded by others if I don't smoke. 1 2 3 4 5
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C TEMPTATIONS TO SMOKE

The following is a list of situations that lead some people to smoke. Please indicate how
tempted you would feel to smoke in each of these situations by circling the appropriate number.

Not atall Slightly Moderately Very Extremely
tempted tempted tempted tempted tempted

1. Atabar or cocktail lounge having a drink. 1 2 3 4 5

2. When [ am desiring a cigarette. l 2 3 4 5

3. When things are just not going the way [ 1 2 3 4 5
want and [ am frustrated.

4. With my spouse or close friend who is I 2 3 4 S
smoking.

5. When there are arguments and conflicts i 2 3 4 5
with my family.

6. When I am happy and celebrating. 1 2 3 4 5

7. When [ am very angry about something or i 2 3 4 5
someone.

8. When I would experience an emotional | 2 3 4 5
crisis, such as an accident or death in the
family.

9. When [ see someone smoking and ] 2 3 4 5
enjoying it.

10. Over coffee while talking and relaxing. l 2 3 4 5

11. When I realize that quitting smoking is an l 2 3 4 5
extremely difficult task for me.

12. When I am craving a cigarette. 1 2 3 4 5

13. When I first get up in the morning. 1 2 3 4 5

14. When [ feel [ need a lift. 1 2 3 4 5

15. When I begin to let down on my concern l 2 3 4 5
about my health and am less physically
active.

16. With friends at a party. | 2 3 4 5

17. When I wake up in the morning and face a l 2 3 5
tough day.

18. When I am extremely depressed. 1 2 3 4 5

19. When I am extremely anxious and 1 2 3 4 5
stressed.

20. When I realize [ haven't smoked for | 2 3 4 5
awhile.
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D. CONFIDENCE IN NOT SMOKING

Here is the same list of situations from the previous section. This time, please indicate how confident
you are that you would not smoke in each of these situations by circling the appropriate number.

Notatall Slightly Moderately Very Extremely
Confident Confident Confident Confident Confident

1. Atabar or cocktail lounge having a drink. 1 2 3 4 5

2. When [ am desiring a cigarette. l 2 3 4 5

3. When things are just not going the way [ 1 2 3 4 5
want and [ am frustrated.

4. With my spouse or close friend who is 1 2 3 4 5
smoking.

5. When there are arguments and conflicts [ 2 3 4 5
with my family.

6. When [ am happy and celebrating. 2 3 4 5

7. When [ am very angry about something or 1 2 3 4 5
someone.

8. When I would experience an emotional l 2 3 4 5
crisis, such as an accident or death in the
family.

9. When [ see someone smoking and 1 2 3 4 5
enjoying it.

10. Over coffee while talking and relaxing. 1 2 3 4 5

11. When [ realize that quitting smoking is an 1 2 3 4 5
extremely difficult task for me.

12. When [ am craving a cigarette. 1 2 3 4 5

13. When [ first get up in the morning. 1 2 3 4 5

14. When I feel I need a lifi. 1 2 3 4 5

15. When [ begin to let down on my concern 1 2 3 4 5
about my health and am less physically
active.

16. With friends at a party. { 2 3 4 5

17. When [ wake up in the morning and face a 1 2 3 4 5
tough day.

18. When [ am extremely depressed. 1 2 3 4 5

19. When [ am extremely anxious and 1 2 3 4 5
stressed.

20. When I realize I haven't smoked for | 2 3 4 5
awhile.
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PERCEIVED STRESS

L. In the last month. how often have you felt that vou were unable to control the
important things in your life?

never 0
almost never I
sometimes 2
fairly often 3
very often 4

2. In the last month, how often have felt confident about your ability to handle your
personal problems?

never 0
almost never 1
sometimes 2
fairly often 3
very often 4

3. In the last month. how often have you felt that things were going your way?

never 0
almost never 1
sometimes 2
fairly often 3
very often 4

4. In the last month, how often have you felt difficulties were piling up so high that
you could not overcome them?

never 0
almost never |
sometimes 2
fairly often 3
very often 4 SCORE:
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F. NICOTINE REPLACEMENT THERAPY
THE FOLLOWING INFORMATION IS TO BE FILLED IN BY STUDY PERSONNEL ONLY.

1. Using prescription: yes no dose
2. Side effects/overdose effects:

1. skin irritation 2. itchiness or redness

3. sleep disturbances 4. headaches

5. dizziness 6. anxiety

7. irritability 8. stomach upset

9. drooling 10. vomiting/diarrhea

It. cold sweat [2. blurred vision

13. difficulty hearing 14. fainting/confusion
G. Cco WEIGHT

H. REASONS FOR RELAPSE OR CONCERNS

I. withdrawal reactions/cravings 9. cut down so don't need to quit
2. weight gain/increased appetite 10. need to cut down more

3. handling negative emotions/stress 11. lack willpower

4. loss of pleasure/companion 12. low confidence/fear failure

5. slips/temptations 13. too much pressure to quit

6. travel 14. not enough support

7. ambivalence [5. need extra help/clinic

8. poor timing/too busy/too much stress  16. other





