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According to the literature, anxiety levels are exacerbated in individuals attempting to
overcome addiction to nicotine (NIDA, 1998). It was hypothesized that a structured leisure
education intervention, when added to an existing smoking cessation program, would
reduce anxiety levels in individuals participating in the program. There have been no
documented studies of leisure education being utilized as an intervention with individuals
in a smoking cessation program.

The existing smoking cessation program which was used for the study consists of an
initial visit to the Department of Veterans Affairs Tennessee Valley Healthcare System
(VATVHS) Murfreesboro Campus Preventive Medicine Clinic. The initial visit included a
written intake evaluation and an educational session which includes tobacco-related health
information and education, discussion between the participant and a Preventive Medicine
nurse and physician and the provision of pharmaceutical aids, when indicated, to assist with
the smoking cessation process. Subjects were drawn from veterans who voluntarily
participated in this smoking cessation program. To obtain a treatment group (n=25) and a
control group (n = 25), a scripted consistent fifteen minute verbal leisure education session
and structured consistent written leisure education information were provided to cach
participant in the treatment group. The participants in the control group did not receive this
leisure education session or the written materials. Participants in both groups completed
the previously validated Beck Anxiety Inventory (BAI) during their initial visit and during
two subsequent interviews by the investigator. Mean anxiety scores from the three
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administrations of the BAI to the treatment group and control group were analyzed using
a 2 x 3 repeated measures analysis of variance (ANOVA) to identify interaction effects.
The results indicate no statistically significant interaction effect of the leisure
education intervention on anxiety levels of the participants. However, the mean of the

treatment group across time does show a significant difference.
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CHAPTER1

INTRODUCTION

Despite the decline of smoking prevalence among adults in the United States from
42.4% in 1965 to 22.5% in 2002 (CDC, 2002), tobacco use continues to be the leading
preventable cause of death in the U.S. (U.S. Department of Health and Human Services,
2001). As compared to these numbers for the general population, the prevalence of
smoking among veterans of the U.S. military who utilize the Veterans Health
Administration (VHA), a division of the U.S. Department of Veterans Affairs (DVA), for
healthcare is much higher at 32.5% (VHA, 2001). Studies indicate that this may be
attributed to the high prevalence of smokers among active personnel in the U.S. military
and that those with previous military experience have a higher rate of lifelong patterns of
cigarette smoking behaviors (Feigelman, 1994). The impact of cigarette smoking is
extremely costly in terms of lives lost and the economic impact of treating individuals
with smoking-related illnesses and disabilities is tremendous.

Studies of the mortality rate of smokers in the general U.S. population indicate
that cigarette smoking causes an estimated 440,000 deaths, or about 1 of every 5 deaths
each year (CDC, 2002 & CDC, 2003). Cigarette smoking kills an estimated 264,000 men
and 178,000 women in the U.S. each year (CDC; 2002). More deaths are caused each
year by tobacco use than by all deaths from human immunodeficiency virus (HIV),

illegal drug use, alcohol use, motor vehicle injuries



suicides, and murders combined (CDC, 2002 and McGinnis and Foege, 1993). On
average, adults who smoke cigarettes die 13-14 years earlier than non-smokers (CDC,
2002). Based on current cigarette smoking patterns, an estimated 25 million Americans
who were alive in 1997 will die prematurely from smoking-related illnesses, including 5
million people younger than 18 (CDC, 1997). Due to their higher prevalence of smoking
than compared to the general U.S. population, U.S. veterans who utilize the VHA for
healthcare represent a large percentage of these statistics.

The higher prevalence of smoking among VHA patients represents a tremendous
health risk for veterans and an economic burden to the VHA and is an indication for the
need of effective smoking cessation programs. Therefore, the VHA has increased the
availability and accessibility of smoking cessation programs and services to individuals
that they serve. According to Smoking Cessation Special Initiative for Fiscal Year 1997,
all VHA facilities were mandated to implement a strategic plan based on Agency for
Health Care Policy and Research (AHCPR) recommendations (VHA, 1996).

Many smokers acknowledge the fact that smoking is a health risk and express a
desire to quit. There are numerous smoking cessation programs offered by many of the
156 VHA Medical Centers and 710 Community-Based Outpatient Clinics, howevér,
based on a report on the 1999 Large Health Survey of Veterans, these services are often
not provided to veterans seeking treatment (Miller, Lee, Kalman, Spiro & Kazis, 2001a).
This report also indicated that over 80% of VHA smokers who visited a VA healthcare
provider in the past 12 months reported needing treatment services for their smoking, but
only 17% of them indicated they usually or always received the services they needed to

quit.



3

Traditional smoking cessation interventions offered by the VHA are composed
primarily of pharmaceutical interventions such as nicotine patches, inhalers, and
medications. Studies indicate that medical interventions alone are not adequate to treat
all of the symptoms associated with nicotine withdrawal (U.S. Surgeon General, 2000
and Shipley, 1998). It is recommended in these studies that multi-faceted interventions
which address the physical and psychological addiction symptoms associated with
nicotine withdrawal be implemented. Such symptoms may include anger, anxiety,
depressed mood, loss of ability to concentrate, increased appetite, and craving for
nicotine (NIDA, 1998).

In an effort to reduce one of these symptoms, anxiety, this study proposes to
examine the effects of incorporating a therapeutic leisure education intervention into an
existing smoking cessation program. No literature exists that assesses, specifically, the
effects of a leisure education intervention on anxiety during a smoking cessation
program. However, there are numerous reasons to hypothesize that the addition of a
leisure education intervention may assist in reducing the symptoms of nicotine
withdrawal. According to the National Institute on Drug Abuse (NIDA, 1987),
“Substance abuse is a multifaceted syndrome that cannot be treated as a straightforward
medical problem that will respond to medical treatment only.” Duncan and Gold (1982)
report that professionals, including therapeutic recreation specialists, are in a web of
complex behaviors and physiological problems when they work with individuals in
substance abuse recovery. There have been studies, which report the treatment outcomes
of various therapeutic recreation interventions in reducing anxiety, improving coping
skills, reducing boredom, managing stress, and other benefits in various patient

populations (Coyle, Kinney & Shank, 1991). There also exist studies which investigate
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therapeutic recreation treatment outcomes specifically for individuals recovering from
addictions (Burling, Seidner, Robbins-Sisco, Krinsky & Hanser, 1992 and Carruthers &
Busser, 1995). However, other than Rancort, (1991a) there exist very few studies which
specifically examine the effect of a leisure education intervention as a treatment modality
when used for individuals with addictions. It has been reported that there is a need for
additional descriptive and outcome research in this area (Rancourt, 1991b). Additionally,
there are no studies which specifically investigate leisure education as an intervention to
reduce anxiety in a smoking cessation program. This study will focus specifically on the

_effects of leisure education as an intervention to reduce anxiety among participants in an
existing ongoing smoking cessation program.

Based on the Stages of Change Model (Prochaska, 1992), additional
interventions, such as leisure education, offered in a smoking cessation program may
provide assistance in motivating and encouraging the individuals to make specific plans
to change their behavior. Based on the literature, it is hypothesized that leisure education
offered as part of a multi-faceted smoking cessation program will reduce anxiety levels in
the participants by giving the participants the skills to develop concrete plans and set
goals for leisure involvement and will provide reinforcement to continue the plan and to
meet the goals which are set.

Statement of the Problem

Behavioral risk factors contribute to the overall poor health and greater use of

services by veterans eligible for treatment by the VHA medical centers. Lifestyle and
health habits influence the risk of disease and overall health. The prevalence of smoking
among individuals receiving healthcare from the VHA is 32.5% as opposed to 22.7% in

the general U.S. population. Traditional smoking cessation interventions offered by the
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VHA are generally pharméceutical in nature and do not address many of the symptoms
associated with nicotine withdrawal. Anxiety is one of these symptoms.
Purpose of the study

The purpose of the study is to examine the effect of a therapeutic leisure
education intervention on anxiety levels of individuals participating in a smoking
cessation program at the VATVHS, Murfreesboro Campus.
Hypothesis

1. The leisure education intervention will have a significant effect on reducing

anxiety levels among the participants in the treatment group.
Assumptions

1. Research indicates that the symptom of anxiety is exacerbated in individuals
engaged in the smoking cessation process. Research also indicates that anxiety levels
may be reduced in individuals with numerous conditions and diagnoses, including
addictions, when leisure education is utilized as a treatment intervention. Therefore, it
may be assumed that leisure education would have positive effect in reducing anxiety
levels in individuals participating in a smoking cessation program.

2. Participants in the treatment group will engage in the leisure education
program.
Delimitations
This study will be delimited by the following factors:
1. Treatment and control groups will consist of veterans eligible for medical treatment by
the VHA.
2. Treatment and control groups will consist of individuals who volunteer to participate in

an existing smoking cessation program offered by the VATVHS Murfreesboro Campus.
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3. Treatment and control groups will be composed of approximately 25 subjects each.
Definitions of terms

Recreational Therapy — A treatment service provided to restore, remediate or
rehabilitate in order to improve functioning and independence as well as reduce or
eliminate the effects of illness or disability. This treatment is provided by qualified
recreational therapists who are trained and certified, registered and/or licensed to provide
Therapeutic Recreation (American Therapeutic Recreation Association, 1987). For the
purpose of this study recreational therapy is defined as the service offered by recreational
therapists employed by the VHA to provide leisure education to the patients.

Leisure Education — A treatment intervention provided by recreational therapists
that focuses on the development and acquisition of skills, attitudes, and knowledge
related to leisure participation and leisure lifestyle development. These services utilize
an educational model as opposed to a medical model and operate on the assumption that
behavior can change and improve as the individual acquires new knowledge, skills,
attitudes, and abilities (Peterson and Gunn, 1984). In this study leisure education is
defined as the verbal and written information provided to the participants in order to
educate them regarding the role leisure activities may serve during times of nicotine
cravings during the nicotine withdrawal process.

Anxiety — 1a: a painful or apprehensive uneasiness of mind usually over an
impending or anticipated ill b: a cause of anxiety 2: an abnormal and overwhelming
sense of apprehension and fear often marked by physiological signs (as sweating, tension,
and increased pulse), by doubt concerning the reality and nature of the threat, and by self-

doubt about one’s capacity to cope with it (Merriam-Webster, 2006). Anxiety is a
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recognized symptom associated with the nicotine withdrawal process. For the purpose of
this study, anxiety is defined as participants’ scores on the Beck Anxiety Inventory.

Addiction — An illness in which a person seeks and consumes a substance, such as
alcohol, tobacco or a drug, despite the fact that it causes harm (Mayo Clinic, 2006). For
the purpose of this study addiction is defined as the participants’ scores on the

Fagerstrom Nicotine Dependence Scale.



CHAPTER I

REVIEW OF THE LITERATURE

Studies have shown that the prevalence of tobacco use by active duty U.S.
military personnel has traditionally been much higher than that of the U.S. general
population. Nicotine addiction followed these individuals from military to civilian life.
Long-term use of cigareftes due to nicotine addiction leads to chronic tobacco related
illnesses and conditions which are often subsequently treated by the VHA. Studies also
indicate that smoking cessation produces numerous physical and psychological
symptoms due to the nicotine withdrawal process. One of these symptoms is anxiety,
which is a common symptom in recovery from addiction. Leisure education has been
proven to be successful when utilized as a treatment intervention for individuals with
addictions. There are no reports of any studies that have been conducted to examine the
effect of leisure education on anxiety levels during nicotine withdrawal. However,
inferences may be made from the available literature that leisure education as an
additional treatment intervention may have a significant effect on anxiety levels in
individuals participating in a smoking cessation program.

Historical Perspective on Smoking Prevalence in the U.S.

Tobacco use is the leading preventable cause of death in the U.S. (U.S. DHHS,

2001). Cigarette smoking causes an estimated 440,000 deaths, or about 1 of every 5

deaths, each year (CDC, 2002).



Cigarette smoking is the single most preventable cause of premature death in the
U.S., killing approximately 1300 people each day (CDC, 1993; Peto, Lopez, Boreham,
Thun, Heath and Doll 1996). Smokers are at a greatly increased risk of various forms of
cancer, emphysema, chronic obstructive pulmonary disorders, heart disease, strokes, and
other diseases and conditions. At the time of the first U.S. Surgeon General’s Report in
1964, 42% of adults smoked cigarettes. Smoking prevalence declined to 29% in 1987
(U.S. DHHS, 1989) and to 25.7% in 1991 (CDC, 1993). In 1995, an estimated 47 million
adults (24.7%) were current smokers (CDC, 1997). In 2002, smoking prevalence among
U.S. adults 18 years of age and older was 22.5% (CDC, 2004). Based on Healthy People
2010 one of the U.S. health objectives is to reduce the prevalence of cigarette smoking
among adults to < 12%.
Historical perspective on smoking prevalence among active U.S. military personnel

The U.S. military, until the 1980s, promoted the use of tobacco by military
personnel. Cigarettes were generously included in the rations provided to the soldiers
during World War I and, according to Borio (1993), “virtually an entire generation
returned from the war addicted to cigarettes.” Also according to Borio, those opposed to
sending cigarettes to the “doughboys” were accused of being traitors. World War I
General John J. Pershing was quoted as saying, “You ask me what I need to win this war.
I answer tobacco as much as bullets.” (Borio, 1993). Borio also quoted Pershing as
saying, “Tobacco is as indispensable as the daily ration; we must have thousands of tons
without delay.” Borio also reports that in 1918 the War Department purchased the entire
output of Bull Durham tobacco to assure that U.S. soldiers would be provided cigarettes

and Bull Durham advertised, “When our boys light up, the Huns will light out.”
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As a part of the war effort during World War II (1939-1945), U.S. President
Roosevelt declared tobacco a protected crop. General Douglas McArthur made the
corncob pipe his trademark by posing with it on dramatic occasions such as wading
ashore during the invasion and reconquest of the Philippines. Cigarettes were included in
the U.S. soldiers’ C-Rations. Tobacco companies sent millions of free cigarettes to U.S.
soldiers, mostly popular brands. Civilians in the U.S. resorted to smoking off-brands
such as Rameses and Pacayunes. Cigarette sales reached an all-time high and a fierce
shortage developed (Borio, 1993).

High prevalence of tobacco use among the soldiers in the U.S. military continued
for many years. It was not until 1980 that the Department of Defense (DoD) Military
Health System began to address the health risks of the active-duty military personnel,
many of which were attributed to tobacco use, and began to conduct surveys to assess the
prevalence of substance use (alcohol, illicit drugs, and tobacco) among military personnel
(Research Triangle Institute, 2005). Additional studies were conducted by DoD in 1982,
1985, 1988, 1992, 1995, and 1998 with the broad goals of assessing the health of persons
in the military against selected Healthy People 2000 targeted objectives and to continue
to assess the prevalence of substance abuse among military personnel. According to the
results of these surveys, the percentage of active U.S. military personnel who smoked
worldwide decreased from 51.0% in 1980 to 29.9% in 1998. However, when the survey
was conducted in 2002 to assess military personnel health against selected Healthy
People 2010 targeted objectives, the number of active military personnel who smoked
increased to 33.8%. This increase, along with other indicators of stress and mental

health, were attributed to the military’s role in worldwide events during the previous two
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years according to Dr. William Winkenwerder, Jr., Assistant Secretary of Defense for
Health Affairs (Research Triangle Institute, 2005).

The high prevalence of tobacco use by active duty Air Force personnel resulted in
smoking-attributable direct medical care costs of $20,098,339.00 in 1997 (CDC, 2000).
The same study reported the smoking-attributable productivity costs of time lost spent on
breaks, days sent in the hospital, and time away from duty station for outpatient clinic
visits for 1997 totaled $87,142,716.00 (CDC, 2000).

Tobacco smoking doesn’t only affect those military personnel who smoke.
Children of military personnel who are routinely exposed to environmental tobacco
smdke (ETS) are at increased risk for respiratory diseases, and older children with asthma
may experience exacerbation of their asthma, accounting for $661 million in increased
annual healthcare costs nationally (Lee, 1998).

Historical perspective on smoking prevalence among U.S. military veterans who utilize
the Veterans Health Administration for healthcare

Studies show that the prevalence of tobacco use among veterans is much higher
than that in the general population. According to a VHA study in 1997 approximately
30% of males and 27% of females treated by the VHA currently smoked cigarettes
(VHA, 1997). In areport on a more recent study, the 1999 Large Health Survey of
Veterans, it was found that 36.7% of male patients and 28.6% of female VHA patients
smoked as compared to 25.2% and 20.5% respectively in the general population (Miller,
Spiro, Kalman, Lee,' and Kazis, 2001b).

According to Robert Sullivan, MD, Director of the VA National Center for Health

Promotion, surveys in 1997 and in 1998 of 43,000 veterans enrolled in VA primary care
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clinics found that 30% of the patients treated by the VHA used tobaccc.). Based on the
results of the National Medical Expenditure Survey (NMES) conducted in 1987,
prevalence of smoking in U.S. veterans was 26% higher than in non-veterans, and
smoking prevalence in veterans seeking healthcare within the VA System was 52%
higher than in veterans using other sources for their health care (McKinney, Mclntire,
Carmody, and Joseph, 1997). A report by Miller based on the 1999 Large Health Survey
of Veterans indicates that due to the historic promotion of cigarette smoking in the
* military, tobacco use accounts for a substantial proportion of the diseases and illnesses,
which require healthcare services for eligible veterans who are treated by the VHA
(Miller, et al., 2001b). The same report states that 36.7% of VHA patients smoke
compared to 25.2% of the general population. It was concluded that more and better
smoking cessation services should be offered by the VHA due to the tremendous health
benefits which could be derived from effective smoking cessation programs.
Impact of tobacco-related illnesses in the general U.S. population

Smoking-related illnesses, conditions, and disabilities create an enormous national
economic burden in terms of health care costs and lost productivity. A 1993 study
estimated the national cost of care provided for conditions related to smoking was $50
billion and the loss of productivity was $47 billion (Burdick, 1998). A more recent study
reported that national costs to treat smokers who suffer from smoking-related diseases
totaled $72.7 billion a year (Rice, 1998). Lightwood and Glantz (1997) report that a 1%
drop in the smoking prevalence in the U.S. would result in 924 fewer hospitalizations for
heart attack and 538 fewer hospitalizations for stroke each year, which would save over

$44 million annually. Also reported, (Lightwood, Phibbs and Glantz, 1999) a drop of -
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1% in the smoking prevalence among pregnant smokers in the U.S. would result in 1,300
less low birth weight live births per year and save $21 million annually in direct medical
costs.

The largest numbers of smoking-related deaths annually are a result of lung
cancer (124,000), heart disease (111,000), and the chronic lung diseases of emphysema,
bronchitis, and chronic airways obstruction (82,000) (CDC, 2002). The risk of dying
from lung cancer is more than 22 times higher among men who smoke cigarettes and
approximately 12 times higher among women who smoke cigarettes compared with those
individuals who never smoked (Novotny and Giovino, 1998). Since 1950, lung cancer
deaths among women have increased by more than 600% and since 1987, lung cancer has
been the leading cause of cancer-related deaths in women (U.S. DHHS, 2001). Cigarette
smokers are two to three times as likely to die from coronary artery disease (Novotny and
Giovino, 1998). Cigarette smoking is associated with a ten-fold risk of dying from
chronic obstructive lung disease (Novotny and Giovino, 1998). Approximately 90% of
all deaths from chronic obstructive lung diseases are attributable to cigarette smoking
(U.S. DHHS, 2001; Novotny and Giovino, 1998).

Impact of tobacco-related illnesses in veterans receiving healthcare from the Veterans
Health Administration

There have been numerous studies by the VHA to examine the health risks of
tobacco use and the health care costs associated with smoking in the veteran population.
In a study by Sherman, et al., (2001b) patients from 18 VHA facilitics were surveyed
using questions adapted from the California Tobacco Survey, the Medical Outcomes

Study and other previously validated sources. It was determined that current smokers
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who utilize the services of VHA have higher outpatient mental health use, social work
visits, and more nursing home admissions than former smokers and those who never
smoked. There were no significant differences in the uses of emergency room or general
medicine visits between current smokers and those who were former smokers and those
who never smoked. Results suggest that current smokers have a higher prevalence of
utilizing VHA services for chronic conditions which require repeated episodes of care or
continuous long-term care. Costs for these services are higher than periodic emergency
room visits or general medicine visits for acute conditions.
Symptoms associated with nicotine withdrawal

Before effective smoking cessation programs may be offered, it is imperative that
nicotine addiction and withdrawal be understood. Smoking cigarettes is not merely a
habit that may be broken. It is an addiction, much like an addiction to alcohol, heroin,
cocaine, or any other addictive drug. In 1988, the 20 Report of the Surgeon General
concluded that cigarettes and other forms of tobacco are addicting (Windom, 1988). It
also concluded that nicotine is the drug in tobacco that causes addiction and that the
pharmacological and behavioral processes that determine tobacco addiction are similar to
those that determine addiction to such drugs as heroin and cocaine. A study funded by the
National Institute on Drug Abuse (NIDA) has confirmed that nicotine affects the same
brain mechanisms in rats as other drugs of abuse and increases brain levels of dopamine
(Pidoplichko, DeBiasi, Williams and Dani, 1997). In another NIDA-funded study
(Epping-Jordan, Watkins, Koob and Markou, 1998), researchers studied the effects of
nicotine abstinence on the brain’s sensitivity to pleasure by systematically inducing

electric pulses. Nicotine was administered to rats until their nicotine blood levels equaled
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that of a human who smoked thirty cigarettes per day. While nicotine was administered,
the animals’ sensitivity to brain reward remained stable. When the rats’ nicotine was
removed, the scientists had to increase the intensity of electrical current by more than
40% before the rats showed through their behavior that electrical pulses to the brain were
again pleasurable. Stephenson (1998) reported, “These results are comparable to the
altered brain reward sensitivity found during withdrawal from many other addictive
drugs.” Also in this report Allen I. Leshner, M.D., Director of NIDA was noted as
stating, “This understanding may also help in the development of better treatments to
address the withdrawal symptoms depression, anxiety, irritability, and craving that
interfere with people’s attempt to quit.” It is important to understand the chemical
aspects of nicotiﬁe addiction if effective smoking cessation treatment interventions are to
be designed. However, nicotine addiction must be addressed in a similar fashion as
addiction to other drugs that are commonly used and abused. This means that the
treatment must be comprehensive, multi-faceted and address behavioral and
environmental issues, as well as the physical addiction (U.S. Surgeon General, 2000).
Smoking is an addiction much like that of alcohol, heroin, and cocaine (Cohen,
Pickworth and Henningfield, 1991). With this being the case, smoking cessation results
in many symptoms due to the process of nicotine withdrawal. Benowitz (1992) stated
that symptoms of acute smoking cessation include restlessness, irritability, anxiety,
drowsiness, impatience, confusion and impaired concentration. It is also reported that
nicotine withdrawal involves symptoms such as anger, anxiety, depressed mood,
difficulty concentrating, increased appetite, and a craving for nicotine (NIDA, 1998).

The Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition (DSM-IV)
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designates Diagnostic Criteria for 292.0 Nicotine Withdrawal to include the following
signs following abrupt cessation after the daily use of nicotine for at least several weeks:
(Ddysphoric or depressed mood, (2)insomnia, (3)irritability, frustration, or anger
(4)anxiety, (5)difficulty concentrating, (6)restlessness, (7)decreased heart rate,
(8)increased appetite or weight gain (American Psychiatric Association, 2000). For
purposes of this study, the symptom of anxiety during nicotine withdrawal will be further
explored.
Anxiety as a symptom of nicotine withdrawal

In a pilot study conducted to assess the acute effects of smoking cessation on
health-related quality of life (HRQoL) and perceived work performance results indicated
that from baseline to one week post-quit there was a significant increase of anxiety in the
participants (Erickson, Thomas, Blitz, Pontius, 2003). Another study reports that there
was no evidence of an increase in anxiety following smoking cessation (West and Hajek,
1997). The DSM-IV, which identifies anxiety as a symptom of nicotine withdrawal,
states “Withdrawal symptoms can begin within a few hours of cessation, typically peak in
1-4 days, and last for 3-4 weeks.” In this context it is implied that anxiety may fluctuate
over time and can vary in intensity. This type of anxiety is best described as “state
anxiety” according to Spielberger (1980). Spielberger describes “state anxiety” as a
“transitory emotional state of the human organism that is characterized by subjective,
consciously perceived feelings of tension and apprehension, and heightened autonomic
nervous system activity.” When increased anxiety remains at a relatively stable level in

an individual, Spielberger describes the condition as “trait anxiety.” Trait anxiety is
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manifested as an anxiety disorder and causes an individual to possess a general tendency
to perceive a general level of threat in their environment

Using the Beck Anxiety Inventory (BAI) this study will measure the anxiety
levels of participants prior to engaging in smoking cessation which would indicate a
baseline measure of their existing anxiety levels. The BAI was chosen as the
measurement instrament because it is designed to have the participants indicate the
prevalence of various physiological symptoms of anxiety during the past week. Anxiety
levels will again be measured in the participants when they are 7 to 10 days into the
smoking cessation process and then again 21 to 25 days later. It is anticipated that the
anxiety levels will fluctuate among the 3 measures and therefore indicate that the
participants are experiencing state anxiety.
Current smoking cessation treatment interventions offered by the Veterans Health
Administration

In the late 1980s recognition of the high prevalence of tobacco use among active-
duty military personnel, which subsequently resulted in the high prevalence among
veterans treated by the VHA, caused the VHA to actively pursue smoking cessatiqn
promotion. This was done in an effort to reduce tobacco-related illnesses and conditions
in the veterans treated and the subsequent health care costs associated with the treatment.
Prior to this time, the VHA had few policies and no health program initiatives regarding
cigarette smoking among the veterans treated by the VHA. Preventive medicine was not
addressed. The VHA primarily treated existing diseases, illnesses, and conditions, which
were presented by the patients. Many changes in policies and treatment delivery began to

occur during the early 1990°s. Preventive medicine began to be addressed in an effort to
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meet healthcare needs of the veterans in regards to preventing illnesses, diseases, and
conditions instead of treating those which had already occurred.

The VHA National Center for Health Promotion (NCHP) has, as one of its
responsibilities, oversight of the VHA Preventive Medicine Programs “Special
Initiatives.” Each year the NCHP selects a significant preventable health problem and
emphasizes it through the implementation of Special Initiative Guidelines in all VA
Primary Care Clinics. The NCHP collects data on these special initiatives from all VA
Primary Care Clinics and reports to clinicians on how to further improve preventive
measures in health care which address these identified high-profile potentially
preventable health problems. Smoking cessation was chosen in 1996 as the Special
Initiative for FY 1997. This called for all VHA facilities to implement a strategic plan
based on the Agency for Health Care Policy and Research (AHCPR) recommendations.
VHA Directive 96-006 dated October 16, 1996 and titled, Smoking Cessation Special
Initiative for FY 1997 provided a worksheet which was completed by 147 VA Medical
Centers (VAMCs) providing primary care services. The NCHP staff compiled the data
from the worksheets submitted by the 147 VAMCs. Some of the responses were
estimated where data were unavailable. Therefore the findings must be viewed with this
limitation in mind. Findings show that veterans were being screened for the use of
tobacco, but that few of them were referred to comprehensive effective smoking
cessation programs. The findings of the Special Initiative included the consideration that
coordinated multidisciplinary strategies are needed to substantially lower rates of

veterans who smoke (Burdick, 1998).
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In an effort to improve the health of the veterans treatedl by the VHA and to
reduce healthcare utilization and healthcare costs associated with cigarette smoking, the
VHA has implemented programs and services which address those veterans who smoke
cigarettes. These efforts are not only designed to address medical treatment for those
veterans who present themselves to the VAMCs with already manifested smoking-related
illnesses and conditions, but those who currently smoke and desire to stop in an effort to
prevent further and future health-related problems.

In an effort to assess the number of veterans who smoke and their healthcare
needs, including smoking cessation programs, the VHA has initiated many surveys and
screening tools which are administered to veterans being treated by the VHA. Lifestyle
and health habits influence the risk of disease and overall health. Behavioral risk factors
of veteran patients treated at VAMCs have been studied by the VHA in such studies as
the 1999 Large Health Survey of Veterans. Behavioral risk factors determined by these
results were stratified with comparable estimates from the Behavioral Risk Factor
Surveillance System (BRFSS) and National Health Interview Survey (NHIS) for the
general population (U.S. sex/age standardized for VHA vs. U.S. population) where
available. Results indicated that less than 30% of VHA enrollees exercised regularly and
32.5% smoked tobacco. According to the results of this survey, 45.7% of the respondents
reported that a VA provider had inquired about amount of physical activity and 71.8%
reported they had been asked about smoking. Over 80% reported that they did not get the
services required to make the lifestyle changes (Miller, Lee, Kalman, Spiro, and Kazis,
2001a). In another report based on the same survey it was stated that most smokers said

that, in the past year, VHA providers had asked about their smoking (76%) and advised
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them to quit (69%), but only 27% had been referred for cessation, and only 15% said they
were given the services they needed to quit (Miller, Kazis, & Spiro, 2000). In another
report by Miller, et al., (2001b), it was concluded that the impact of this interpretation of
the data from the 1999 Large Health Survey of Veterans should lead to more and better
services and programs to promote smoking cessation. The authors also concluded that
tobacco use accounts for a tremendous proportion of disease, illness burden, and health
care costs for the VHA and there would be substantial benefits in its reduction.

Another report on the study by Sherman, Yano, Lanto, Simon & Rubenstein
(2001a) reported that of the 7,706 patients contacted, 1,457 (19%) were current smokers.
A majority (85%) of those smokers felt thatA smoking was harmful to their health and a
comparable number felt they were addicted to nicotine. Approximately half of those
surveyed who currently smoked were interested in quitting in the near future. Even
though most of those surveyed reported a VA provider asked them about their .smoking
habits, few were referred to a smoking cessation program. This report concluded that the
VHA is missing opportunities to refer patients to smoking cessation programs and that
better smoking cessation programs should be developed.

Historically, smoking cessation programs have included pharrhaceutical
interventions such as nicotine replacement therapy (NRT) in the form of patches,
inhalers, or gum, antidepressants such as Zyban or Wellbutrin, hypnosis, group and
individual counseling, and various other interventions such as recommendations on
behavior changes which may be made by the participants to assist in coping with the

symptoms of nicotine withdrawal.
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It has been determined that a combination of pharmaceutical and behavioral
therapies are the best methods for overcoming nicotine addiction. In a study, which
examined the complementary effects of nicotine replacement therapy (NRT) and
behavior therapy, it was shown that a single therapy has a 20 to 25 percent effectiveness
rate. But, when a combination of the two therapies was used, the success rates for long-
term abstinence were as high as 35 to 40 percent (Stitzer, 1998). According to Stitzer,
there are three reasons why combined pharmaceutical and behavioral treatment is most
effective in nicotine addiction treatment: 1) enhanced compliance with treatment
interventions, 2) independent effects on different outcome targets (withdrawal relief
producing better initial abstinence versus new coping skills producing better long-term
outcomes), and 3) independent effects on different populations such that some people
benefit from pharmacotherapy and others from behavior therapy. However, Stitzer goes
on to say that with the exception of craving, symptom suppression has not been reliably
related to abstinence success. A report by the Surgeon General also recommends
combining pharmacological and behavioral counseling when treating smoking cessation
(U.S. Surgeon General, 2000). This report states that up to 25% of quitters can remain
abstinent for at least one year when they participate in a program which combines
pharmacological and behavioral counseling techniques.

Leisure education

Leisure education is a treatment intervention commonly used by recreation
therapists to change and improve behavior based on the client’s acquisition of knowledge
skills, attitudes, and abilities. It is utilized as an educational model as opposed to a

medical model (Peterson and Gunn, 1984). It is imperative that clients possess an
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understanding of leisure as well as have a variety of leisure interests and abilities in order
to effectively develop and manage their leisure lifestyle. Leisure awareness involves a
cognitive awareness of leisure and its benefits. In addition to the awareness of leisure
and its benefits, individuals must have a personal awareness of leigure which includes
knowledge of their own personal leisure values, attitudes, and skills. Another component
of leisure awareness is related participatory and decision making skills. With these skills
an individual possesses the capacity for decision-making skills, leisure planning, and
problem-solving techniques (Peterson and Gunn, 1984). Leisure education is based on a
model of self-determination which allows an individual to determine what they need
through leisure experiences in his/her life (Bullock & Mahon, 1997; Mundy & Odom,
1979). According to the Clinical Practice Guideline for Treating Tobacco Use and
Dependence, these skills are essential for individuals participating in smoking cessation
to be successful. The Guidelines state that three types of counseling and behavioral
therapies were found to be especially effective and should be used with all patients
attempting tobacco cessation. One of these therapies is “provision of practical counseling
(problem solving/skills training)” (Fiore, et al., 2000). According to George and Dustin
(1988) individuals who have been chemical dependent need to learn to positively
structure their time and learn to cope with feelings and situations which were previously
addressed by abusing drugs.

When an individual engages in smoking cessation it is essential that they develop
a personal plan for action. Leisure education may assist by providing the individual the

skills needed to develop the plan by providing them with needed information through
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specific and predetermined content as related to smoking cessation issues brought on by
symptoms of nicotine withdrawal, specifically anxiety.
Leisure education as a treatment intervention for individuals with addictions

Yoder (1990) and Annis (1986) contend that individuals in treatment for addiction
should be taught skills, which will enhance their ability to identify and confront aversive
problems. These skills will enable those individuals to effectively cope with situations,
which may otherwise cause relapse. According to Duncan and Gold (1982),
professionals who are working with individuals recovering from drug abuse are involved
in a web of complex behaviors and physiological problems. There are many theories of
drug use, abuse, and dependency. Gold (1980) contends that drug abuse theories which
address coping mechanisms are related to theories that address self-esteem and learning.
An individual’s perception of anxiety and their perceived ability or inability to cope with
the anxiety is correlated with their level of self-esteem. Gold states that drugs do for the
abuser what they feel they cannot do. This includes reducing anxiety, giving them a
feeling of control, and a feeling that they can control their environment.

Although there are no studies in the literature involving the effects of leisure
education on anxiety during nicotine withdrawal, there are numerous studies which cite
recreation therapy as an effective intervention in anxiety reduction and stress
management associated with substance abuse and other illnesses and disabilities.
Rancourt (1991a and 1991b) studied the effects of a leisure education program on stress
reduction for women who were in treatment for substance abuse. McAuliffe and Ch’ien
(1986) also reported that recreational activities were effective in reducing stress among

individuals with addictions. Several studies have shown that exercise, which is an
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enjoyable leisure pursuit for many individuals, may reduce anxiety associated with stress
(Berger 1983 and 1986, Long, 1984 and Sachs, 1982). The inclusion of a leisure
education intervention offers an addition to smoking cessation programs which may
reduce the participants’ anxiety symptoms associated with 11i¢otine withdrawal.
Summary

Tobacco use is the leading preventable cause of death in the U.S. Smoking
prevalence among U.S. military veterans is higher than that of the general U.S.
population. Smoking prevalence among U.S. military veterans utilizing the VHA for
health-related services is higher than the general U.S. military veteran population. The
VHA continues to strive to provide more effective smoking cessation services to the
veterans they serve,

Increased anxiety is a symptom of nicotine withdrawal. There have been no
studies to examine the effects of leisure education on anxiety levels in individuals
participating in a smoking cessation program. Leisure education has been proven to
reduce anxiety in individuals undergoing treatment for chemical dependence. This study
will examine the effects of leisure education as an added intervention on anxiety levels in
participants utilizing an existing smoking cessation program.

It is hypothesized that there will be a significant effect on anxiety levels among

the participants in the treatment group.
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CHAPTER I

METHODOLOGY

Participants

The participants in the study were drawn from individuals enrolled in a smoking
cessation program at the VATVHS Murfreesboro Campus. The participants consisted of
U.S. military veterans who are eligible for medical treatment by the VATVHS. Due to
the fact that the patient population served by the VHA is predominantly male, the same
was true for this study. The age range of the participants was 25 — 68 years of age.
Procedures

This study was approved by the Institutional Review Board at Middle Tennessee
State University (see Appendix A), the VA Tennessee Valley Healthcare System
Institutional Review Board (see Appendices B and C), and the VA Tennessee Valley
Healthcare System Research and Development Committee (see Appendix D).

Clinical data were gathered from the standard TVHS Department of Preventive
Medicine Smoking Cessation Intake Evaluation (see Appendix E) currently being utilized
in the smoking cessation program. The intake evaluation solicits demographic
information and information regarding the smoking habits of the smoking cessation
program partiéipant. For the purposes of this study, the Beck Anxiety Inventory (BAI)
(see Appendix F) was self-administered by the participants who agreed to participate in

the study. Participants in the study consisted of veterans eligible for treatment by the
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VHA who voluntarily enrolled in the smoking cessation program. The smoking cessation
program has an average of 8 participants who enroll into the program each month. The
study continued for a total of six months until a total of 50 participants representing the
treatment group (n=25) and the control group (n=25) agreed to participate and completed
the study. This sample size was deemed adequate based on the power analysis which was
performed prior to initiating the study. Each patient who voluntarily presented
themselves for evaluation to be included in the smoking cessation program during the
timeframe of the study was asked to voluntarily participate in the study. Those who
agreed to participate completed and signed the VA Research Consent Form (see
Appendix B) and the VA Authorization to Use/Disclose Protected Health Information
Form (see Appendix C). In addition to the intﬁke evaluation interview by a Preventive
Medicine Clinic physician, each participant was individually provided education on the
smoking cessation process by the physician.

The investigator personally met with each participant in the treatment group and
control group following the completion of their initial interview and evaluation by the
physician. Interventions for the treatment group included verbal scripted leisure
education from this investigator (see Appendix G) and written educational information to
be taken home with them following the session (Appendix H). The leisure education
sessions conducted with the treatment group participants by this investigator lasted
approximately 15 minutes and the administration of the BAI to participants in each group
took approximately 10 minutes. Participants in the control group did not receive verbal

or written leisure education information.
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The BAI was also administered to all participants in the treatment and control
groups during either a follow-up interview in person or by phone within 7-10 days after
the initial interview and again approximately 3 weeks (21-25 days) after the second
completion of the BAI to assess the anxiety levels of the participants. Following the
completion of the BAI during this contact the participants were asked if they were
currently smoking cigarettes and if they were using any antidepressant medication which
is commonly prescribed by a physician to assist in the smoking cessation process.

Data Collection

During the timeframe of data collection a total of 112 appointments were made
for outpatients to be enrolled in the Preventive Medicine Clinic smoking cessation
program. Of the 112 patients scheduled 44 (39%) either did not show up for their
appointment or rescheduled their appointment for a later date. Of those reporting to the
clinic for their appointment (n=68) eight patients declined to participate in the study. Six
patients were deemed inappropriate for the study either due to complicated medical or
mental health diagnoses or due to the fact that they smoked only cigars or used smokeless
tobacco and did not smoke cigarettes. The investigator was not available to request
participation from two eligible participants and two patients were dropped from the study
due to the inability of the investigator to contact them by telephone to collect needed data
following their initial visit.

The participants were assigned to the treatment group (n=25) or control group
(n=25) using an adapted randomization method based on a coin toss prior to assignment

of the first subject (Hedden, Woolson, & Malcolm, 2006). The coin toss determined that
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the first participant would be assigned to the control group and future participants were
assigned alternately to the treatment or control group as they were enrolled into the study.

All patients enrolled in the smoking cessation program complete a self-
administered Department of Preventive Medicine and Health Smoking Cessation Intake
Evaluation (see Appendix E), Beck Depression Inventory (see Appendix J), and
Fagerstrom Test for Nicotine Dependence, which is incorporated into the Intake
Evaluation as items 29 - 34, prior to being evaluated by a physician to determine if the
patient is appropriate for enrollment in the program. The patients deemed appropriate by
the physician for the smoking cessation program were seen by the investigator
immediately following their evaluation to explain the study and request the patients’
participation.

Those participants who volunteered to participate in this study also completed a
self-administered BAI (see Appendix F) and signed a VA Research Consent Form 10-
1086 (see Appendix B) as well as a VA Research Consent Form 10-1086 Authorization
for Release of Protected Health Information for Research Purposes (see Appendix C).
Those participants assigned to the treatment group then received the verbal leisure
education intervention (see Appendix G) and review of written leisure educational
materials given to them to be taken home for use (see Appendix H). Those assigned to
the control group did not receive the intervention or the written educational materials.
Follow-up telephone calls or personal contact were made by the investigator to all
treatment group and control group participants 7-10 days following their initial visit to
the Preventive Medicine Clinic and again 21-25 days following the first follow-up call or

personal contact. During the two follow-up calls or contacts the participants were asked
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by the investigator to complete a BAI by responding to the investigator during the call or
completing the BAI during the personal contact. At the conclusion of the second follow-
up completion of the BAI the participants were asked to report if they were smoking
equally as much as prior to their enrollment in the smoking cessation program, not
smoking at all or if they had reduced the amount of cigarettes they were smoking prior to
enrolling in the program. They were also asked to report whether or not they were taking
any type of prescribed antidepressant medication.
Instrumentation

Demographic/Descriptive data.

Instruments utilized to collect the demographic/descriptive data consisted of the
TVHS Department of Preventive Medicine and Health Alvin C. York VA Medical Center
Smoking Cessation Intake Evaluation (see Appendix E), which includes the Fagerstrom
Test for Nicotine Dependence, and the Beck Depression Inventory (BDI) (see Appendix
I). Demographic and descriptive data from these instruments which was included in the
analysis consisted of a variety of variables including age, gender, ethnicity and smoking

habits of the participants.
Anxiety measurements.

Data from the BAI, which was administered to each participant on three
occasions, was analyzed as results from this instrument indicate measures of anxiety
which was the dependent variable being investigated by this study. The BAI consists of
21 items which each describe a common symptom of anxiety. It was designed to

discriminate anxiety from depression in individuals and is recommended for use in
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assessing anxiety in clinical and research settings. The respondents are asked to rate how
much they have been affected by each symptom over the past week, including that day,
using a 4-point scale ranging from 0 — 3. The items are summed to obtain a total score
which can range from 0 to 63 to indicate the level of anxiety they have been
experiencing. The BAI has proven reliability with internal consistency using item-total
correlation ranging from .31 to .71 (median=.60). Validity of the BAI has been |
confirmed as the correlations of the BAI with a set of self-report and clinician-rated
scales were all significant. The correlation of the BAI with the Beck’s Depression
Inventory (BDI) is .48. The correlation of the BAI with the Hamilton Anxiety Rating
Scale — Revised (HARS-R) and Hamilton Rating Scale for Depression — Revised (HRSD-

R) are .51 and .25, respectively.

Data collected during the three administrations of the BAI were analyzed to assess
the difference in anxiety levels between the control group and the treatment group at the
beginning, approximately a week after the beginning, and approximately a month after
the beginning of the study. The differences in the data reflect the effect of leisure
education on anxiety levels between the two groups. It was hypothesized that results
would indicate a significantly lower level of anxiety in the treatment group as compared

to that of the control group.

Statistical Analyses

The power analysis conducted prior to the study indicated that a total of 50
participants would be needed to ensure that the number of participants in the sample

would be sufficient to produce differences in the anxiety levels of the treatment group
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and control group if in fact there were differences. Descriptive statistics were calculated
in order to describe the sample being tested. A 2 x 3 repeated measures ANOVA was
used to identify the interaction effect of the leisure education intervention on anxiety
levels between the two groups. This type of statistical analysis is appropriate because the
study consisted of two groups and the same participants appear in all three conditions of
the study. The dependent factor, anxiety, was measured in each participant under three
conditions of time. This analysis was conducted from data collected during the intake
evaluation, at the interview between 7-10 days later and from a subsequent interview
between 21-25 days following the second interview. This analysis was conducted using
the Statistical Package for the Social Sciences (SPSS) software package. The level of

statistical significance was set at .05.
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CHAPTER IV
RESULTS

The purpose of this study was to examine the effect of a therapeutic leisure
education intervention on anxiety levels of individuals participating in an existing
smoking cessation program in the Preventive Medicine Clinic at the VATVHS
Murfreesboro Campus. Participants in the study consisted of veterans eligible for
treatment by VHA who voluntarily enrolled in the snioking cessation program.

Participants in the study were assigned to the treatment or control group using an
adapted randomization method. The treatment group participants received a leisure
education intervention. 'fhree Beck Anxiety Inventory (BAI) measures were collected
from all participants in the treatment and control groups. Statistical analyses were
performed using the mean BAI scores for each measure from the two groups to identify
interaction effects.
Demographic/Descriptive Data

The 50 participants in the study were predominantly male (z = 45). Ethnicity of
the participants included 44 (88%) Caucasian and 6 (12%) African American. Ages
ranged from 25-68 years with a mean age of 53.2. A summary of the following
descriptive data appears in Table 1. Participants reported a history of years smoking
from 12-53 with a mean of 36.2 years. Scores on the Beck Depression Inventory ranged
from 0-34 with a mean score of 13.6 which indicates mild to moderate depression (Beck

etal., 1961). Results from the Fagerstrom Test for Nicotine Dependence (Heatherton et
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al., 1991) indicated that dependence levels ranged from 2-9 with a mean level of 5.9
which indicates most participants had a medium to high nicotine dependence score.

The mean baseline BAI measure for the treatment group was 14.3. It decreased at
the second measure to 11.8 and again at the third measure to 10.1. The control group
mean baseline measure of 11.8 decreased at the second measure to 10.60 but increased
slightly to 10.64 at the third measure (see Table 1).

Analysis of Anxiety Levels

The primary objective of this study was to examine the effect of the leisure
education intervention on anxiety levels of the participants. The BAI scores were used in
a 2 x 3 [two groups by three measures] repeated measures ANOVA to determine the
interaction effect of the intervention over time between the treatment group and control
group. Mauchly’s Test of Sphericity did not indicate a within-subjects statistical
significance (p =.453). The assumption of sphericity was proven to be correct.

There was no statistically significant interaction effect of the leisure education

intervention on anxiety levels (F'(2,96) = 1.382, p = .256 (see Table 2).



Table 1

Descriptive Data of the Participants (N = 50)

Variable M+ SD N
History of Years Smoking 36.2+104 50
- Beck Depression Inventory 136+ 8.7 50
Fagerstrom Nicotine Dependence 59+ 1.7 50
Beck Anxiety Inventory
Baseline Measure
Treatment Group 143 +11.5 25
Control Group 11.8+104 25
Second Measure
Treatment Group 11.8 +11.0 25
Control Group 10.6 + 8.2 25
Third Measure
Treatment Group 10.1+ 93 25
Control Group 10.6 +10.0 25




Table 2

Tests of Within-Subjects Effects
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Source of Type III Sum Mean

Variation of Squares ar Square F Sig
Sphericity Assumed

Time 187.893 2 93.947 4.459 .014
Time *

TXCONTGR 58.240 2 29.120 1.382 256
Error 2022.533 96 21.068




Table 3

Characteristics Between Groups
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Variable Tx Group (N=25)  Control Group (N=25)
Mean Years Smoked 36.6 35.7
Mean Fagerstrom Dependence Score 6.1 5.8
No Longer Smoking 7 8
Smoking Same Amount 5 8
Smoking Less 13 9
Taking Antidepressants 15 10
12.6

Mean Beck Depression Score 14.7
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Summary of Results

Based on the literature it was anticipated that the anxiety levels of the participants
would increase as the participants experienced nicotine withdrawal during the smoking
cessation process and then return to baseline levels within 21-25 days of cessation. This
did not occur. The mean BAI scores decreased in both groups from baseline to the
second measure 7-10 days later (see Figure 1). The mean BAI score of the treatment
group decreased again from the second measure to the third measure (see Figure 2). The
mean BAI score of the control group increased very slightly from the second measure to
the third measure (see Figure 3).

It was assumed based on the literature that the mean BAI scores would increase
for both groups from the baseline measure to the second measure and that the mean BAI
scores for the treatment group would increase at a lower rate than the control group. The
results of the 2 x 3 repeated measures ANOVA, however, indicate that the interaction
effect between group and time on anxiety levels was not significant (p=.256).

Effect was not significant due to the discrepancy between the means used from a

prior study to perform the power analysis and the means obtained from the present study.
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CHAPTER V

CONCLUSIONS AND RECOMMENDATIONS

The purpose of this study was to examine the effect of a leisure education
intervention on anxiety levels of individuals participating in a smoking cessation
program. A total of 52 participants began the study. Two participants did not complete
the study. Analysis was conducted on data collected from the 50 participants who
completed the study. The independent variable was a leisure education intervention
provided to the participants in the treatment group (n = 25) but not provided to
participants in the control group (n = 25). The dependent variable was anxiety level
measures obtained at three different times by the investigator from all participants in the
treatment and control groups. All participants were patients eligible for treatment by the
VATVHS and voluntarily participating in a smoking cessation program provided by the
Preventive Medicine Clinic at this facility. The 50 participants (males = 45, females = 5)
had a combined mean age of 53.2 and a combined mean of 36.2 years reported history of
smoking cigarettes.

Comparison of Sample to the General Population

Smoking prevalence has declined among adults in the United States from 42.4%
in 1965 to 22.5% in 2002 (CDC, 2002). However, tobacco use among veterans of the
U.S. military who utilize the VHA, for healthcare is much higher at 32.'5% (VHA, 2001).

According to Feigelman (1994) the history of high prevalence of smoking among active
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personnel in the U.S. military has contributed to the higher rate of lifelong patterns of
cigarette smoking among this population. Therefore, the cost of lives lost among U.S.
veterans and the economic impact of treating these individuals for smoking-related
illnesses and disabilities by VHA is higher than that of the general population.
Background Information

Many smokers treated by VHA express a desire to quit and/or the knowledge that
smoking is a health risk. VHA facilities have increased the availability and accessibility
of smoking cessation programs and services to the individuals that they serve. However,
only 17% of veterans seeking treatment indicated that they usually or always received the
services they needed to quit (Miller, et al., 2001a).

The traditional smoking cessation interventions offered by the VHA are
composed primarily of pharmaceutical interventions such as nicotine patches, inhalers,
and medications. Studies indicate that medical interventions alone are not adequate to
treat all of the symptoms associated with nicotine withdrawal (U.S. Surgeon General,
2000 and Shipley, 1998). The results of these studies suggest that multi-faceted
interventions which address the physical and psychological addiction symptoms such as
anger, anxiety, depressed mood, loss of ability to concentrate, increased appetite, and
craving for nicotine associated with nicotine withdrawal should be implemented (NIDA,
1998).

Based on the literature, there are reasons to hypothesize that the addition of a
leisure education intervention may assist in reducing the symptoms of nicotine
_withdrawal. Studies exist which investigate therapeutic recreation treatment outcomes

specifically for individuals recovering from addictions (Burling, Seidner, Robbins-Sisco,
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Krinsky & Hanser, 1992 and Carruthers & Busser, 1995). Rancourt (1991a) examined
the effect of a leisure education intervention as a treatment modality for individuals with
addictions and reported that there is a need for additional studies in this area (Rancourt,
1991b). Unlike any previous studies, this one specifically investigated the effects of
leisure education as an intervention to reduce anxiety among participants in an existing
ongoing smoking cessation program.

Discussion of Anxiety Level Findings

Based on findings of previous studies identified in the literature, it was expected
that anxiety levels of individuals would increase from baseline for 7-10 days as they
experienced nicotine withdrawal during the smoking cessation process. Anxiety levels
would then begin decreasing until returning to their baseline anxiety level 21-25 days
after cessation (Erickson, Thomas, Blitz, Pontius, 2003). Similar findings are reported in
the DSM-IV, which identifies anxiety as a symptom of nicotine withdrawal and states
“Withdrawal symptoms can begin within a few hours of cessation, typically peak in 1-4
days, and last for 3-4 weeks.” However, the results of this study did not reflect the stated
expectations as based on the literature.

The mean BAI scores for the treatment and control groups decreased instead of
increasing from baseline to the second measure. The mean treatment group BAI score
decreased again between the second and third measures while the mean BAI score of the
control group increased very slightly. The mean BAI score of the treatment group
baseline measure was 14.3 and decreased to 10.1 at the third measure. The mean BAI
score of the control group decreased from a baseline measure of 11.8 to 10.6 on the third

measure. While the treatment group baseline mean BAI score was 2.48 points higher
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than that of the control group, the treatment group third measure decreased to .56 less
than that of the control group. The results indicate that the mean BAI scores of the
treatment group across time shows a statistically significant difference (¥ (1,48) = 5.685,
p =.006) (see Table 4).

This decrease instead of increase in the mean BAI scores for both groups from
baseline to the second measure could possibly be attributed to the pharmaceutical
interventions prescribed for the participants by the Preventive Medicine Clinic physicians
to aid in reducing the symptoms of nicotine withdrawal due to the smoking cessation
process. During the second follow up contact with the participants each participant was
asked if they were taking any antidepressants prescribed by physicians to decrease the
symptoms of nicotine withdrawal. At the time of the second follow up 25 (50%) of the
participants responded that they were taking prescription antidepressants.

Assuming that the participants taking prescription antidepressants would score
lower on the BAI, additional analyses were performed. These results revealed the
opposite. The third mean BAI score of those participants not taking antidepressants was
7.1 while that of the participants taking antidepressants was 13.6 representing a
significant difference (p = .014). (see Table 5).

It was thought that another contributing factor causing the anxiety scores of the
participants to decrease instead of increase could be lack of adherence to the goals of the
smoking cessation program. When asked by the investigator during the second follow up
contact, 15 subjects (30%) responded that they were not smoking cigarettes and 35 (70%)

indicated that they were still smoking cigarettes. Thirteen subjects (26%) reported that



Table 4

Treatment Group BAI Scores Across Time (N = 25)
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Source of Type 1T Sum Mean

Variation of Squares af ‘Square F Sig
Time *

Treatment Group ~ 222.907 2 111.453 5.685 .006

Error (time) 941.093 48 19.606




Table 5

BAI Measures Across Sample at Third Measure (N = 50)

45

Source of

Variation Mean N sd af F Sig
Taking

Antidepressants 13.6 25 10.7

Not Taking

Antidepressants 7.1 25 7.1

Between Groups

(Combined) 50 1 6.554 014
Smoking

Same Amount 16.4 13 10.2

Smoking Less 10.1 22 10.0

Not Smoking 55 15 4.8

Between Groups

(Combined) 50 2 5.291 .008
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they were smoking the same amount as prior to participating in the smoking cessation
program and 22 (44%) reported that they had reduced the amount of cigarettes smoked
prior to participating in the program. Of the participants who indicated a reduction in
smoking, some reported that they had significantly decreased the amount of cigarettes
they were smoking daily. It was felt that the fact that 70% of the participants were not
smoke-free at the time of the second follow-up might explain why the anxiety measures
did not increase between the first and second measures as expected. However, this does
not offer an explanation for the further decrease in anxiety levels of the treatment group
between the second and third measures. It is possible that the provision of the leisure
education intervention produced an interaction effect which caused the anxiety levels to
continue to decrease in the treatment group. However, further investigation is needed to
validate this assumption.

Further analysis was performed and it was found that participants reporting that
they were no longer smoking displayed significantly lower anxiety scores than the
participants who were smoking the same amount and those who reported they had
decreased the amount of cigarettes they previously smoked. The mean BAI score at the
second follow-up measure of those reporting that they no longer smoked was 5.5 while
the mean BAI score of those smoking the same amount was 16.4 and the score of those
who had reduced the amount of smoking was 10.1. These results indicate a significant

difference between groups (p = .008). (see Table 5).
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Limitations

Population.

Participation in this study was limited to individuals eligible for treatment by the
VHA. Therefore, the results of this study may not be considered to represent the general
population. Many of the participants had various pre-existing physical and mental health
diagnoses which would complicate their ability to control their nicotine addiction and/or
anxiety without prescribed medication.

Group Assignment.

The participants were assigned to the treatment and control groups using an
adapted randomization method instead of a true randomization method. The mean
baseline BAI measure of the treatment group was 14.3 while that of the control group
was 11.8. While this difference is not statistically significant it does represent a
difference of 2.5 in the mean scores of the two groups. This difference could be
attributed to the group assignment method used. Further data collection should be
modified to utilize a true randomization method instead of alternating group assignment
to give each participant equal chance of being assigned to each group.

Sample Size.

The power analysis performed prior to beginning the study indicated that a sample
size of 50 would be adequate to identify the interaction effect of the leisure education
intervention on anxiety levels. However, means used in the power analysis model
(Rexilius, et al., 2002) varied from means obtained in this study which resulted in a

statistical power which is low (.29). Additional data collection would be needed to



48

improve statistical power of the interaction effect of the leisure education intervention on
anxiety levels.

Appropriateness of Anxiety Measurement Instrumen.t.

The anxiety measurement instrument used for this study was the Beck Anxiety
Inventory (BAI). The BAI consists of 21 items which yield possible scores of 0 — 3 each.
The possible range of an overall BAI measure is 0 — 63. The mean BAI measures for the
two groups during the three measures ranged from 10.1 — 14.3 and the standard
deviations ranged from 8.2 — 11.5. The relatively low anxiety scores and large standard
deviations indicate that the BAI measurement instrument may not be sensitive enough for
a study of this type. This instrument was developed to distinguish symptoms of anxiety
disorders from symptoms of clinical depression in adult psychiatric patients. The use of
the BAI to detect anxiety levels in a population other than adult psychiatric patients may
not be appropriate. Therefore, another instrument which is more precise in measuring
anxiety levels in the general population should be used for further studies of this type.

Use of Prescription Antidepressants by Participants

During the interview by the investigator to obtain the second follow-up measure
the participants were asked if they were taking any prescription antidepressants. 15
(60%) of the participants in the treatment group and 10 (40%) in the control group
reported that they were taking antidepressants. As discussed earlier these medications
proved to have an effect on anxiety levels of the participants.

Overall Summary of Conclusions and Recommendations
It is recommended that this study be continued to include additional participants.

This will increase the likelihood that the difference in the baseline BAI mean scores of
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the two groups as well as the standard deviations will decrease which will allow for a
determination of whether or not the intervention did, in fact, cause a statistically
significant effect.

However, based on review of the methods used for this study, it is further
recommended that the study be redesigned to yield results which will more adequately
measure the true effect of the intervention on anxiety levels of the participants. The
redesign should include a true randomization method for group assignment for the
participants rather than an adapted randomization method. It should also include the use
of a more appropriate anxiety measurement instrument. These modifications to the
design would greatly improve the ability to obtain statistical results which would more

- precisely measure the interaction effect of the intervention on anxiety levels of the
participants.

Due to the statistically significant findings regarding the differences in anxiety
measures between the participants taking and not taking prescription antidepressants at
the time of the second follow-up measure, further study should also monitor more closely
the participants’ use of antidepressants throughout the study. It is possible that those
participants who had been deemed medically appropriate by their physician for
prescription antidepressants could possess inherently higher symptoms of trait anxiety.

It is also important to note that those participants who reported that they had quit
smoking at the time of the second follow-up measure scored significantly lower as a
group on the BAI than those participants who reported smoking the same amount or those
who had decreased the amount of cigarettes they were smoking at the time of this

measure. This could also indicate that those individuals who were successful in smoking
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cessation could possess lower trait anxiety than those who were unsuccessful with
cessation.

To further improve the study it is also recommended that the one-time leisure
education intervention be increased to a program which would include 3-4 leisure
education sessions. This would allow participants to benefit from additional leisure
education interventions and further their knowledge regarding the importance of
incorporating leisure activities into their smoking cessation plan.

Further recommendations include that this redesigned study be expanded to
include patients at multiple VA Medical Centers which provide smoking cessation
programs. A larger study which incorporates multiple VA healthcare facilities would
provide additional participants from across the country and assure that the sémple would

be truly representative of all veterans receiving healthcare from the VHA.
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pursgut o 43 CFR 46.161(0)(2} which invalves the nse of cducational terts cognitive, disgnostic, aplilude,
achievemmant), survey prosedurey, mlentos: procedhres or abacrvation of peblic behavior, there arc wa idgmilicrs
involvod; and, sy digslosors ol the Jumpan subjaiis” repomses ould net reascnbly pluce the sulbjocts at risk.

You nill need o sabmid 2 end-af-project yepoet tn the (H¥ice of Complisnce wpon completion of veur reseacch.
Complote razearch menns (hat you bave Snished collecting and analyxing data.  Should yon not finich your
roscarch weithin tha one {1) yeer poried, wou musl swbmil & Progress Report and request 8 cantinustion pwinr to
tho cxpiration det;, Plegye sffow timg lov covien and reyuosted rovisions.  Pleuse: sute, yoor stody caxpires
December 4, 2007, Pleas® contagt my 0l Lo dulwoaime whint [vpe of report von oeed to filo, ic. codof-
RRGjort ur progress.

According o MISU Poliy, & cesewrcher 35 defined s emvone who waks with dats ar has comiact with
participants. Anyent mgcting this deGinition noeds 1o b Listed co the protocal and needs i provide a certificnto
of training 1o the Office of Compliance, I yonr add researchiers Lo 2o spproved project, please foryrard an
upiuted list of rosearchers smd their certificaies of trafuing (o the Office of Compliares brfore they
begin t0 work an the project. Any changa to the protocal mwst be subeniel to fe IRB bobur fnplomorting

iy clauupe:.

Flease apic (hal auy unamlicipaled hanos 1o pricipenly or wlfvesse eventr nust be renorted to the Cftice of
Compliance at (615) 494-8218. Adso, all regeurch mutrrinbs moze be retained hy the PV or facnlty advisor (if
the. PLis.a stiulentt), [or a0 teast. (bvee [3). 2w ufier . shody. comopletion.  Shoibd oo o gre avagtiong ar.need,
addicanal infprmaion, plaase do vot hesilite 1o otolust me.

Sincerely,

Tera 08, Prairie
Comphonce Cificor
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Appendix B

VATVHS Informed Consent Form

VA RESEARCH CONSENT FORNLE
Veraion Data: 202/07

\ Tapartinent of ¥olo s AHfains

: The Effsct of o Leiswe Education Mogram on Anxiety Levels af Partisipants in
. Trtle of Study: 1 2 Smoking Cessafion Program

I : ! Tennessee Valizy
Principal Investigator: . Mary Ann Adusdee VAMC; | Heathcers System
Farticinant Nama: | Tater e e _
EVEPQRELRE THE SI00Y

You are being asked to toke part in & rectanss study 3¢ $he Tanhossee Velley Heslthcare Sysiern
Murireesbone Gampus becalze you are a cigarsite smoker and Jave volurtarily agraed to pericipate ™
tha Smalung Cegesgtion Progrem provided by the Preventive Mod:cine Glinic. This study will examire
tha e of A brief verhal I gisore Tducation Prograrn:. ab snxiaty durine the srmaking crssation process.

DELCRIPTION OF THE PROCEGURES AND APFROXIMATE DURATION GF THE STWOY

K yau apres da pericipste in thie resasrch siudy vou vwill a0 asked to complete o Beok Arxiety fnveniory
threo mes. The Beck Anxiety Inventery consizts of 21 brsf statements and shauld take approxircately
£ minutes to corapls’s aach me.  You will be aaked to complele the Bock Anxialy inveniary 5t the Bme
yau coneent 10 particioete in this research stiedy or during tha initist =hudy vislk and then appreximately
are waek and three-feur wecks following yor inial sthody visit, The secord and third somplattans of
the Baok'Anxizy Inventony vill e accomplishad by Sclephone, ei=ail or postal mzll dapsnding on your
prefarenca. Yo will not have to refum b tha madical osater to compleas it

Partizipaniz in the study will be randemiy aesigned o 2 Treatmerd Greup ora Govrol Group, Your
chanoee of baing assigrec ta oithar group are SHYS0. A enir will ke fhpned prige fo ths teginning of the
stutly te deferming the graup assigtiten: for e firel pariicipant. The rersihing periicipania will be
assignad on an atemating beslk: ic ans of the bve groups.

DBESCRIPTION QF THE DISCGIIFORTS, INGONVENIENGES. AND/IOR RISKS

Thers a's o goetg, diesamions of rickz esgosicled with netticipetion in thix stidy. The only
incohvenlancas will be approximately 5-20 minutes. of your tine io complete tha inftial Beck Ansiety
Inveatory and the Leisure EdLcafion scssion degending upon your gioup mssignmant and
approvicatuly § minvisa of your fime te semglete the follow up inventories.

Farstutly perjichants wiad ane vabarens:

As £ voiergn subject you will not be required tu pay fur any trertment recsived ae a Tesuarch subjent
whicd] is being done solely for the puracee of this rescarh study. However. yeur lsurance cgrvier will
ba bil.4d for afl rautir2 zre ahd clinleal procsdures. if applluatla. K yau ene in & "priority group 2 7
vetaran wateron yoo ene subject v muking a co-paymem as Indicated by & means test, Your doclor
ghould b2 abls in powide vou vd faarnation gr efe- you 1o e appoapyise indtidual forany

questione you imay have. As @ veteran, you wiil eslve madical care and treatriet for injuries sufferad
28 g result of parisiazting in 3 VA rexeareh arogram in accordances wih Federa! Lawe. You will incur ao
atditicnal charges far additions] madial 2are that eeay esult from injury et compications £igt are a
cireG result of your pisticipation in this study.

P flﬂlIEiEGT'G INITIALS; t

p Pugy 1 of 8

WA FONA
IR 18


file:///feit
http://assigr.se
http://Ir.rarjriaBQn.pr

VA RESEARCH CONSENT FORH ~)

’ A\ - i P o pFEgL
. \.“:R Cepantment of ¥ gtemﬂ, Aftans Vrevglon Ditey Z7)07

Ths Exfsttof a Lalsude Edpeation Program-anAmioty Levels of Participenia-in

Title of Study: a Si'nc-king Coselion Program -

! P Tennessee Vallay

Principal Invesfigator:  Mary Aha Agusdre {yamG; | Heabhcars Systen:

1
Participant Name: 1 I Dates l

ANTICIPATED BENEFITS RESULTING FRQU STUDY FARTIGIPATICN

l'aleten part ity this sfidy may or mey not pereonally kaln vou, bBut your paricipzéion may lerd g
Kaovdadgs that will haelp others.You e not raquiras o taka par in this researsh study, Yaur
pélicipution is solimely volunZaty. You can refuza to pacticipate now ar you a3+ with.crevr from thie
siasy ai any ime aher giving vour consont withil sifecling vour healthsataimandoat or ather Flghs.
Thie wil not interfere sith your regulsr medical irmstment. if you are a palisnt

ALTERNATIE PROCEDURES/OTHER TREATMENT AVAN AHLE

Nnine at this. ime ather fhan the ‘raditicnal Smeking Cessatior: Progresm without s added educationa
intaeventian,

GONFIDENTIALITY ARD PRIVACY

Your rigats of piivacy Wil be mildained it e olowing srarner, Your medical records wiltbe
meintained scoording to this rmedical conted's requirements Bad in accondar os with the Privacy Act of
1574 erd &l other appiisable privacy and sorddental {y regufalions. All informadicn obtained abatt you
duing the ragewrch study vill be kert as contidential &3 rzgally passibls znd vl he anp2saible iy to
e Zwssilgator and any approrTiate government agency. Ressarch senneds, 3k any oiher Anspits!
itcards, may be inspectec Jy Federal regulatery authoriies, fncluding the Deparimers: of Veterans
Affairs, Fuud and Drug Adménistration {FDA). ssta regulatory suthesties, ant ‘sgslly quthorized pardes.
You Wil be asktec o sign = separafe ocneoat form expl2ining yair figtes ender the Healtl: Insuranca
Portanllity ang Ace-wntabiity Agt of 1996 {HIPAR).

RESEARGH RESULTS

In the everd new inliamation becomes avaflsbie that may affecs s 4sgs andfor bereiite ssgosisted
with thiv study oz your whilg ness Sa peeticipate n if, you &rd your piryslcian will be natifad 83 you can
maks a Jecisicn whather or nat te cuntinua your periciationin this study.

All sucy data ar indarmalion eatiested during this study wii ba eaalrtaingd in = locked file cabinet :n the
Brzvusntive Madicing Cliniz or in pyy effite denending on the document. Thase' coouments relaied 1o the
Sraoking Cesselicn Program tradiionally meiniaired on Smoking Gessatian Paogram perisipants by
the Prevenifve Medicine Ginic will be mafntained 'n the Clitle. “The additional dosumants gensratod by
ikiz studly will be maintained I Sy office. For puinosss of recording ths razulie of this study your
p=rsanai infarmation will be codad [ protech yatr privacy and cordidentialily. Afiar the informatior i ne
lotger nazded twill he destmyed.oftor 6.veers. . Avoess to fhis.coled-infaruaton will orbyte grerted
o the Principal Invesfigator (Msry Ann Aquadng] and, Foeeded, the throe metabors of her Dissertation
Commitize who are faculy members of Middle Teonszsge Stae Unversiy (Pets Cumningharm, Fh.D
23.—';!3; Ellis, PF.D and Minsao Keng, Fh.D). Access ta natded dets will be limited be Mary Ann

uzdro,

{mnpg@gq;y;{; : i —lsumsbr'sumw;s:

B . s
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" \t& KESEARGH CONSENT FORM
Verzion Bater 2TI0T

% {repanment ¢f Voterane L‘«ﬁang&

The ©fect of a Leisusb Edutatios Pregrasy ok Aniety Levels of Pedicioeniz in

Title of Btudy: 8 Smosirg Cesselion Prograr:
| Tannessow Valley
l Principal Investigstor: | jary Ann Aguado VANG: !'[L'a-lh-.fa:r:s. is?s?..e‘:nl i
LN i
. Participant Namc! Data:

If resu'ts of this study ar=reporied in medisal joumals or ai merlings, you «wilk nat be tdentificd by
carn, Yy recugnizable photograph, or by any ciher meens w thaut your spacific sonseal.

CONTACT INFORMATION
I you tuwve questiors sbout this study or need ic repott B ressanch-relsied injury, you can sontact:

Moy fintr Aguodra ot “his phone nurtber §1E-867 6000 x3385.
if you bave gonerd® quesliors about giving consanl &7 your nights as 4 partcipar in tis study you can
call the VA Tanncsece Valloy liegltheare Eystem Institutionz] Review Board ar (§75) 340-2868 ar the

Research and Development Servioe Offfce at (615) 3€0-5346 or the Middle Tenrsseee State Unfversity
Instivufional Review Bosnd Qfse at (G115} 4948018,

STATEMENT OF PERSON AGREFING 7O FARTIGIPATE IN THIS RESFARCH STUDY

| ave read ¢+ tie wongers form or bave had treadiome { ).

_fdi$ plained the shidy 1o me ang all cFmyhueesticns have been
answared, | have. b2er oli o7 the risks or dis sorronts and sossible bensiils o the study. | have LEsn
taid of cthear cheitzs of tresimant sveiisble fo me. ’

it da not fake peati i1 ilds siady. my mfussf o participate will Imvolve ng penalty or loss of rghts
which | aon entiticd | may withdrew irom thiz =tudy st sny time without penefly or loss of VA or Jikar
bissichis wa which | am antiad.

t have bé=n toid my fghts-ae'e regeeich subiect, and | folurtssly schiert ts veritipste n this study. |
Fave bean told whai ths study is aoout and tow 2nd why & & Seing done. All my gUestions have beeri
awered.

| will receive a copy of this sonsent femn and & copy will bs plated in my megize! chari ang a copy

filed ir tha VA& Tannesage Vallay Feslthcare Sysyiem Researth and Develaamen: Service Offivs,
kashwitle Gampirs.

Subjeal's Sigralure Gale

— e

P

H BUBIECTS INTRALS:

RS 101086 Pega 3ot 4
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VA RESEARGH CONSENT FORM, |
Vepsion Dabs: 2707 . | . I

Q’;_\ Deparkineny of Veterane Affais

- The Effect of a { sisurs Feucation Prograim uh Astisty Levéls o° Aartcipants in
Title of Study: ‘5 Srvoking Caseglion Prbgyary .
! Taanessce Vallay
Principal Investigstor: | kifery Ann Aguadno [ vang; | Heslbcere Systern |
T
Participant Name: _ } Oate:
Signature 9 Wilness - Winess (sl

™NCT an individual Ssscoiatzd with the research siudy)

Slghaure of Person Oboainihg Congart Dax

T A Doty

B 404085

| auBvECTS Nl . ]

@ Pagedof d
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Appendix C

VATVHS Authorization to Use/Disclose Protected Health Information Form

S

' VA RESEARCH CONSENT FORM |
Versien Date; 2707 .

“'.\ Uepantment of Vaterans Affates

Tog Eifact of a Leisure Education Program en Anxiety Luvels o7 Individuals

Title of Study: Sarficipating In & Sroking Cessation Program
- ! "1 TernssszsVallay
Mary Ann Aguadra X
l Princigal Investigaton v " vamG: | Healthcare Sypae
! ,

i
Perticipant Namer | | Drate

Authorigation for Release of Pratected Health Information ko Hescarsh Purposes

Protected el informetion {PHI 5 incividualy identiflabl: health informatior that "2 cr hee been
coliected of maintainer by VA Tanncssea Valley Hoalitca-e Bystern fvATVHE), inthuding informatian
that is colfected for researc pupases snly, ant can be lirked baok (o e individual peritipant. Once
this hag acouried, Use ar cisc osuna of such irfacrmation mdst tollow fodars] privacy puidalines. A
dasion v parlicipaby in this ieseanch mears hal »oi apree b let the research -sam use and share yeur
Pl 4% deseddded hotov,

I accardanoe with 38 U.5.C. § 7332, the Imormarcn that w4l be relezssd includes ionnation regarding
the Tallovring conditiors:

__ Drug Abuse

... _Alochglisy sy A'zohol Ahuse

e TEENNG Tar ap Wfzztion Wit Humeah Imtsunadetisiensy Vics {HiY)

e SicKie el anamila

____Maas oftha sbove

As pan of the ghiey, Ksry Aan AqUaGRe may mpart tha resLits of vour siudy andfor non-gtudy mefatad -
irfomrnation to these groups nemed below. I your resaarch record ie reviewed by any of these grougs,
thay mey also necd ic review vour entire VATYHS medical record. Yeur reconds may alsa e reviewead i
onder to mes: federal ar siate reguiaiions, Revigwers may include reprasemiatives wom he Fead and
Orug Adsministration, Office of Human Research Protecions, te VATVHE Resaarch and Development
Committee, s Inslintional Review Board and represeniotives of the Department of Velorans Afoirs.

The etusy negulis will be relsined in your rescarch recond for ot iepst 83 ySdrs afer téstudy is
Sompledad. At that bne tha sesearch infe-mation nat slr=ady n your medinel recarg? will b -distrayed..
Any rascanch nfonraatian in yaur madliee! regord wiil Be zeof ingaknitahr.

You car revoke this autharzation, ik wiling, at eny trtc. Ta ravoks vaur evthgrizetion, you must wiite ia
ihe Direstor of Heslth information Matizgemet (VATVHS, 1319 28™ Avenue Seaih, Neshyille, TR
S7212-2637) etihia faciity or you can asi a mamber of tha fazasrch team to give you a form to mvoka
the authorzation. Yaur iequsst wid be valid wien the Sirector of Health infermation Menagemeat
raceives i T you revoke this awrbwrization, yau will net be akla o continue ia paricipele in e study,
This witl not #ffecd your right a3 & VHA pre.iurt lu hegimunt of Lenahts aulside the siudy,

If you revoka this actharizedizn, Mary Ann-Aquadro tan conilnte le ase idoneiiz sboul you that was
tollecked befors.secalpt of the revocaion, Tha-research tean will nol.oufledt infermation about you ahes

i 0.1086 Pags 1012
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.\ Departnrent of Vetorand Affatre

The ETent of 8 Leisuta Fousation P2

Verston Oete: 3-7-07

VA RESEARGH CONSENT FORM

ram on Arecisty Lsvels of Individusls

Title of Stady: Particigzting in g Srizking Cessation Prugnam
' ' - Yennceses Vall
" = Valley
| Princips) lovestigator: | 0/ n1 Aduad | vamc: | Hesiihoare System
L | WAMG: 1. HEE
i Participant Name: : Dizba: i

The VHA sanplles with the requiremeants of the Heaith insurance Portabilir and Accouniability Act of
1496 and its privacy reguistions and 21l other axplicable Iaws that protect yaur privady, 'Wa will prolael
yau: infermalian asconding to theae lawa. Despite theee protsctione, there is & possibllity $ist yaur

hormation could te used o7 disclosed ina way that & will qa longer be protecied.  Our Nolics of Privacy

Tractioes (8 separste docu.nend: pravides mors iffcmmation on how we pretect yoer informatinn, ¥ you
do Fot havs a copy of the Naoties, the reseach team will grovida ane o you.

Thae read this sudborizafion-fofm and have-besh givah the oppertunily i ask gueesions, If | have:
questicns Iafer, | understand | can contagt Mar Ann Aquacre-at {615) S67-6000 x84, Twill ba giveh a
ggned copy of this avthorization farm for my records, | eutharize the use of my denitfiadle Pramastion
as described in this form and § cerify Shat my signsture is provided reely, vsuntarily and wilhoui

coercion.

Sigratune of Farticipant:

Drate:

R s

L e T

wn FLPp 1010886
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%
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Appendix D

VATVHS Research and Development Committee Approval Letter

Department of Memorandum

Yeterans Affairy

Cstabar 26, 2006
Chinz, Reswarci au€ Development Commilies (313

IRE £ 80054, “Vhe Kifect of a |eisors Educetion Program ar Airdiery |.evel of Participants
e & Sweking Cesantion Progres (No Jonding)

Mary Anr Aquade, M S Oecnpetions | Tharapy (1TVYLS)

L. Al % et ou Ouslober 26, 2006, Qe Repearch und Develupinsn . (RE&ED) Cominillee revisvisd
the: Y owirg docurentErion: {a) Vo IRB  Apadieatios for Inwm Research Cued October 5, 2006,
{5] VU IRE appmval lecer 2ated Cetoher TU, 2006; (e) WA TYHS Raquest 2o Conduet Resemca i)
VA TVHS Clinical Tompuct Skest, i3] Rescarch Staff Roquess; (7 VFA 10-141365; (g) trainizg
docureniation for the orincipal investipaion (hy VAT 13-0598 {xaloly survey); and (1) VAT 161088
vargian date Segtorher &, 2006.

3, Pleass pols al Gie orision] copicr of (e sigred comsen] forae tust be mainiined by the
Investipamy, Kigned opies of the consent Forny ane 19 ba ziven 10 the sludy parlicipants smd copise
sentin iz Rozearch snd Desclapmert Rervios far seanning ins 218 pasfejranes® electrenic medical
reacnds. Secondary dosurromation of &z consent prooass must £ 50 b mainmincd in the
Cuzapuleized Palieil Recond Sylen (CPRE} alior vibier record systern (. officsfolinie Al
medics! record, case report feraw, ete.),

3, Pletse be vemindad any seriuus amd unepeeied udverse svenks involving study participents
eatlled ¢ the VATVINS are 00 be promplly repurted 1 he IRD aud Resewch Offles. 6w adverss
event is alarming: ymi eis requivesd to ropart e oveat immoed el

£, Pleasa tsote %At Lhis approval is Tor 2 |2-eunth period vnly, bused apon Cwe DRTE spprosal duiz
Any fivvher ehanges to the protoeed andiac consent Faon must be peseated oo the IRB and 1he RED
Cormnizec for appraval Hofere Implemencariorn. of the abeangaes.

5 The Vaterars leakn Adneinistration s¢nirss the contribulions of (le Deparlmert of Vekcens
Aflirs o vescecch avs appropriately paknawledged, Please find atached a copy of the M4 Hoxfboct
1306, 59, Prevewtstion of Ketsorh svedrs, for vour reforonee.

RAD Covoniztee Appreval: {ctober 26, 2006
Appraoveal oxtarded o v 4 Fs 10-1 086, vorsion date Seytombder §, 2006

,é'\ Roy Lai, ML, PhI) &ﬁ'\

e L 60

Co: VIO TRD

Atachmeyes: (3]
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Appendix E

VATVHS Department of Preventive Medicine Smoking Cessation Intake Evaluation

Department of Preventive Medicine and Health
Alvin C. York VA Medical Center

Smoking Cessation Initial Evaluation:
Date

Patient Name

Medical information:
Allergies: BP:
Medical History:

Medications:

History of : MI Angina Seizures Anorexia

MAO Inhibitors (such as furazolidone/Furoxone,
isocarboxazid/Marplan, nialamide, pargyline, phenelzine/Nardil, procarbazine/Marplan,
Selegiline/Eldapr] or Deprenyl, tranylcypromine/Parnate, moclobemide/Aurorix,
brofaromine/Consonar)

Hypersensitivity or allergy to: wellbutrin or zyban

Nicotine patch

Name of Inteviewer



70

Department of Preventive Medicine and Health
Alvin C. York VA Medical Center

Smoking Cessation Intake Evaluation

Date of Interview / / Interviewer Initials

1. Name (last) (first) (middle initial)

2. Social Security Number - -

3. Address (Street or P O Box)

City

State (Zip Code)

4. Phone Numbers (day or work phone)

(evening or home)

5. Gender male female 6. Date of Birth / / 7. Age

8. Which of the following best describes your occupation? If you are retired, please check your
former occupation, Mark only one.

0 Homemaker O Clerical or Office O Student 0 Sales
[0 Service worker, laborer 0 Factory Worker, Machine Operator (] Managerial U Military
O Craftsperson or supervisor [ Professional or Technical 0 Other

9. Are you presently retired? (circle one) Yes No

10. Are younow? [ Married [I Single/Never Married [ Widowed 0O Divorced

11. Which of these best describes your race or ethnic group?
OWhite OBlack OAmerican Indian/Eskimo [JAsian/Pacific Islander [Hispanic 0OOther

12. Please indicate the highest level of education you have completed. Mark only one.
O Some high school or less [ High school graduate [Technical, vocational school
U Some college [ College graduate O Post college O Graduate degree
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13. Please indicate average annual household income.

(0 less than $10,000 per year 0 $30,000 - 40,000 per year
0 $10,000 — 20,000 per year O $40,000 — 50,000 per year
0 $20,000 — 30,000 per year O greater than $50,000 per year

14. Number of adults (18 years or older) living in household
15. Number of children (less than 18 years old) living in household

Tobacco History ‘
16. At what age did you begin to smoke (use tobacco) ? years
17. What brand(s) of cigarettes (or tobacco) do you usually smoke now?

18. What type is your current brand? Mark one in each column.

Size? Filter? Menthol?
O Regular OFilter OMenthol
OKing Size [Non-filter [ONon-menthol
DOLong/100s
DExtra longs/120s

OSuper slims

ODeluxe, Wides, Specials

19. Are any of these words on your cigarette pack?
OLights/Low Tar/Milds
OUltra/Ultra Lights/Ultra Low Tar
OExtra Milds/Extra Lights

ONone of above words are on my pack
20. How many cigarettes do you éurrently smoke per day?
21. How many cigarettes did you smoke per day at your heaviest rate?
22. How many times have you seriously tried to stop smoking?

[0 Never (skip to question #25)
[0 Once
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0O Twice
0 Three times
OFour times

[IFive or more times

23. What is the longest period of time you have gone without smoking since you first started

smoking regularly?
OLess than one week O0One to 4 weeks MSeveral months (less than 6 months)
JSix months to 1 year [OMore than one year

24. Have you ever tried to stop smoking before now using any of the following methods?

(Mark all that apply)

{J Clinic or group O Self-help method 00 Gradual reduction
O Cold turkey/on my own [] Special filters O Hypnosis

00 Over the counter meds  [J Acupuncture 0 Nicotine gum

0 Nicotine patch 0 Buproprion/Zyban  [J Other

25. Do you currently smoke a pipe or cigar or use chewing tobacco or snuff?
No
Yes, apipe __ Pipefuls/day?
Yes,acigar ______ Cigars/day?
Yes, chewing tobacco ____ Chews/day?

Yes, snuff Dips/day?

26. Are your spouse, family or others encouraging you or discouraging you from trying to stop
smoking? If the category does not apply, check the first column. Mark one box in each row.

Does not apply Encouraged me Discouraged me Neither They don’t know

1 am stopping
Spouse 0 O | | O
Children o [ 0 ] n
Friends O O g 0 0
Co-workers ad d 0 O O

Parents O O O 0 0
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27. Do your household members, friends, co-workers smoke? Mark one in each row.

No Yes. afew Yes, many
Household members O O O
Friends O d 0
Co-workers O O d

28. How sure are you that you are ready to stop smoking at this time?

Not sure at all 00
Not too sure O
Fairly sure O
Quite sure 0

Extremely sure ad
MARK THE MOST APPROPRIATE ANSWER FOR THE FOLLOWING QUESTIONS
29. How soon after you wake up do you smoke your first cigarette?

After 30 minutes 0

Within 30 minutes 0

30. Do you find it difficult to refrain from smoking in places where it is forbidden, such as the

library, theater, doctor’s office?
0 No O Yes
31. Which of all the cigarettes you smoke in a day is the most satisfying?
The first one in the morning
Any other one than the first one in the morning [
32. How many cigarettes a day do you smoke?
1-150
16-250

26 or more [



33. Do you smoke more during the morning than the rest of the day?
O No 0 Yes
34. Do you smoke when you are so ill that you are in bed most of the day?

1 No O Yes
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Appendix F

Beck Anxiety Inventory

BAL

NAME . DATE
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£ Unsteady
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13. Difficulty breathing.
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Appendix G
Leisure Education Session

Leisure Education Session

The following verbal and written educational information was provided to each
participant in the treatment group by the researcher during their initial visit to the
Preventive Medicine Clinic to enter the smoking cessation program. The participants
were encouraged by the researcher to take the written information home and review it
many times during the next few weeks as they participated in the smoking cessation
process.

1.) The participants were introduced to the benefits of leisure pursuits and the potential
benefits of leisure activity participation to reduce the symptoms, especially anxiety, of
nicotine withdrawal. This was accomplished by discussing six categories of leisure
activities and the importance of having a balanced leisure lifestyle which inctudes a
variety of activities. Handouts with information regarding the six categories of leisure
activities and an extensive list of possible activities were given to the participant. The
participants were encouraged to explore their leisure interests during the upcoming weeks
and choose some activities which would be enjoyable for them and feasible for their
participation. Participants were informed that it would be very important to have leisure
activities which require physical activity and/or mental concentration which will refocus
their feelings of nicotine cravings into physical and/or mental activity. Participants who
have attempted to quit smoking in the past were encouraged to explore the effects of idle
time on their success in remaining smoke-free during those past attempts.

2.) Potential barriers to participation were discussed as well as possible methods of
overcoming the barriers, A handout listing potential barriers was given to the participant.
Alternative activities were also discussed. Participants were encouraged to think about
their nicotine cravings during idle time and which leisure activities they may pursue to
refocus the feelings of the nicotine cravings into alternative thoughts and actions.

3.) Participants were asked to consciously think about their feelings during nicotine
cravings in the upcoming weeks and how they deal with these feelings. Will they
succumb to the feelings by smoking, merely tolerate the unpleasant feelings and
associated symptoms (i.e. depression, anxiety, perceived stress, etc.), or will they become
actively involved in a leisure activity? If they became involved in an activity, was that
effective in meeting their needs to overcome the feelings of nicotine cravings? A
handout which lists potential personal leisure needs and benefits was distributed to the
participants to aid in exploring their feelings during the smoking cessation process during
the next few weeks.



77

4.) Participants were given a handout to encourage them to plan potential leisure activity
participation as they engage in the smoking cessation process. '
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Appendix H
Written Leisure Education Information
Six Categories of Leisure Activities
For an improved balanced leisure lifestyle, it is necessary to participate in a variety of

leisure activities. It is important to have at least one which you enjoy and participate in
regularly in each of the following categories.

Physical Activities — Activities such as walking regularly, a personal exercise program,
jogging, sports which require physical exertion, aerobics, etc.

Social Activities — Any activity which involves others in a social atmosphere. This
includes family gatherings, visiting friends, group or club participation, church gatherings
or any other activity which involves participating with others.

Solitary Relaxation Activities — Activities which allow you to be alone and relax, yet are
constructive and enjoyable. Examples would be reading for enjoyment, watching
television for knowledge or entertainment, houseplants, listening to music, computer
games, etc.

Creative Expression Activities — Activities such as writing music or poetry, ceramics,
woodworking, photography, leather crafts, painting, or any other activity which allows
you to express feelings and creativity.

Intellectual Stimulation Activities — Activities which require using some thought to
improve knowledge or increase personal growth. These activities include crossword
puzzles, educational television shows, reading for knowledge, continuing education,
educational computer activities, etc.

Spectator Appreciation Activities — Activities which allow you to be passive, but allow
enjoyment through appreciation or interest. Such activities would be attending movies or
watching them at home, attending concerts, plays, attending sporting events or watching
them on television, people watching, etc.




Antiques

Beach combing
Backgammon
Backpacking
Badminton

Baking

Chess

Circuses

Clay

Composing music/songs
Computer games/activities
Crafts

Cribbage

Cross country skiing
Dancing

Darts

Deck tennis

Decorating
Dieting/Nutrition

Doing nothing in particular
Dolls

Dominoes

Drama

Drawing

Dreaming

Eating

Embroidery
Filmmaking

Fishing

Flying

Activity Inventory

Euchre

Exercising

Exotic cooking

Fairs

Aquariums

Archery

Art Object/Appreciation
Collections of any items
Attending Yard/Garage Sales
Auto mechanics
Baseball

Basketball

Boating — Canoe/Motor/Sail
Books

Bowling

Boxing

Bridge

Camping

C.B. operating

Candle making
Canning/Preserving
Cards

Car racing

Ceramics

Charades

Checkers

Home Improvement Projects
Football

Four square

Frisbee
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Gardening/Yard Work
Golf

Sunbathing
Shopping

Guitar playing
Gun collecting
Gymnastics
Handball

Hang gliding
Hiking

Hockey — Ice/Field
Horseback riding
Horse racing
Houseplants
Hunting

Ice Fishing
Instrument playing
Jewelry making
Jogging/Running
Knitting/Crocheting
Kite flying

Leaf collecting
Leatherwork
Listening to Music
Martial Arts

Member of Church/Club/School/ Social

Group

Member of a Community
Organization/Political Group

Metal Work
Miniature Golf
Model Building

Model Railroads
Motorcycling

Nature Collecting/Study/Walks
Painting

Pets

Photography
Physical Fitness/Exercise
Picnics

Pinball

Pitching horseshoes
Pottery

Printing

Quilting

Racing Sports
Racquetball

Reading

Restoring antiques/autos
Riflery

Sightseeing
Sculpturing

Singing

Scuba/Skin Diving
Snorkeling
Swimming

Table Tennis

Tennis

Theater Movies/Plays
Watching Telévision
Volleyball

Volunteer work
Water polo

Water skiing
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Watching sports in person or on TV
Weaving

Weight lifting

Wood refinishing/working

Word games

Working on your car/truck
Wrestling

Writing poetry/stories
Yoga/Meditation

Other
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Barriers to Leisure Participation

Directions: According to your own experience, what are the major barriers preventing
you from enjoying leisure? Please use the scale provided and rate each of the following
barriers as they apply to your life.

1 = This is rarely a barrier for me
2 = This is sometimes a barrier for me
3 = This is often a barrier to me
Rating Scale
______OftenIdon’t feel like doiﬁg anything
I have too many family obligations
_____ Work is the main priority now
_TIdon’t think leisure is important
I don’t know what is meaningful to me in my free time
____TI'have a great deal of daily stress
_____T'have a bad habit of making too many commitments
I don’t have enough money to do what I want to do

I am unemployed and I don’t think leisure is possible under those circumstances

I don’t have the physical skills
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______Idon’t have the artistic or creative skills

I don’t have enough free time

I don’t know what’s going on or what is available

I never feel well enough

There is no one to participate with

Social situations are awkward for me

Recreation programs and facilities are not available
______Making decisions about doing something is difficult for me
_____Following through on my intentions is difficult
What Prevents You from Participating?

Please check any of the following which have prevented you from participating in leisure
activities in the recent past.

____Depression
_____Took too much energy
___ Low motivation
____Physical discomfort

Fear or Anxiety



_____Lack of leisure skills / Don’t know how
____Afraid to ask someone

_____No one to participate with

_____Don’t know what to do

____Not having enough money

_____Not having enough time

Couldn’t get transportation

Adapted from LEAP Workbook by Pat O’Dea-Evans (1990)
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Personal Leisure Needs and Benefits

___Doing something meaningful

___Being physically active

___Being committed to something
___Keeping busy

___Doing lots of different things
___Relaxing and taking it easy

___Doing something different from work or school
___Being able to do what I want

___Being spontaneous

___Making and carrying out plans

___ Trying my own method of doing things
___Competing with others

__ Competing with myself to do better
___Laughing and enjoying others and activities
___Making use of my skills

__Improving my skills

___Developing my skills

___Having something to show for my efforts
___Getting approval for what I do

___Being successful at what I do

___Having a feeling of personal worth
___Learning more about myself
___Developing personal relationships
___Being a part of a group/team
__Meeting new people

___Developing friendships

___Helping others

Being in attractive surroundings

Adapted from LEAP Workbook by Pat O’Dea-Evans (1990)
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Leisure Planning Guide

List some activities you plan to participate in for:

Physical Activity

Social Activity

Solitary Relaxation Activity

Creative Expression Activity

Intellectual Stimulation Activity

Spectator Appreciation Activity

Activities which will be appropriate for participation during the evenings after work:
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Activities which will be appropriate for participation on days which you do not work:
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Appendix I

Beck Depression Inventory
Beck Depression Inventory

Please read each group of sentences. Then pick out the statement in each
group which best describes the way you have been feeling the past week,
including today. You may choose more than one statement in the group if each
applies equally well. Be sure to consider all the statements in each group before
making your choice. Write the statement number (0-3) in the blank beside each

group.

1. 0 1| do notfeel sad.
1 |feel sad.
2 | am sad all the time and can’t snap out of it.
3 | am so sad or unhappy that | can't stand it.

| am not particularly discouraged about the future.
| feel discouraged about the future.
| feel | have nothing to look forward to.

w N = O

| feel that the future is hopeless and that things cannot improve.

3. 0 !do not feel like a failure.
1 I feel | have failed more than the average person.
2 As | look back on my life all | can see is a lot of failures.
3 | feel | am a complete failure as a person.

4. 0 |get as much satisfaction out of things as | used to.

—

| don’t enjoy things the way | used to.
2 | don't get real satisfaction out of anything anymore.
3 | am digsatisfied or bored with everything.



10.

11.

w N = o w N = o w N oo W N = o w N o o

W N 2O

0
1
2
3

| don't feel particularly guilty.

| feel guilty a good part of the time.
| feel quite guilty most of the time.
| feel guilty all of the time.

| don’t feel | am being punished.
| feel | may be punished.

| expect to be punished.

| feel | am being punished.

I don't feel disappointed in myself.
| am disappointed in myself.
| am disgusted with myselif.
| hate myself.

| don't feel | am any worse than anybody else.

| am critical of myself for my weaknesses or mistakes.
| blame myself all the time for my faults.

| blame myself for everything bad that happens.

| don’'t have any thoughts of killing myself.

| have thoughts of killing myself but | would not carry them out.

! would like to kill myself.
| would kill myself if | had the chance.

| don't cry any more than usual.
I cry more now than | used to.
| cry ali the time now.

| used to be able to cry, but now | can’t cry even though | want to.

I am no more irritated now than | ever am.

| get annoyed or irritated more easily than | used to.

| feel irritated all the time now.

| don’t get irritated at all by the things that used to irritate me.
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12.

13.

14.

15.

16.

17.

w N -« O W N 2 o (=] W N = O

W N a0
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| have not lost interest in other people.

| am less interested in other people than | used to be.
| have lost most of my interest in other people.

| have lost all of my interest in other people.

| make decisions as well as | ever could.

| put off making decisions more than | used to.

| have greater difficulty in making decisions than before.
| can’t make decisions at all anymore.

| don’t feel | look any worse than | used to
| am worried that | am looking old or unattractive.

| feel that there are permanent changes in my appearance that make me
look unattractive.

| believe that | look ugly.

| can work as well as before.

It takes an extra effort to get started at doing something.
| have to push myself very hard to do something.

| can’t do any work at all.

| can sleep as well as usual.

| don’t sleep as well as | used to.

| wake up 1-2 hours earlier than usual and find it hard to get back to sleep.
| wake up several hours earlier than | used to and cannot get back to sleep.

| don’t get more tired than usual.

| get tired more easily than | used to.
| get tired from doing almost nothing.
I am too tired to do anything.



18.

19.

20.

21.
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0 My appetite is worse than usual.

1 My appetite is not as good as it used to be.
2 My appetite is much worse now,

3 1 have no appetite at all anymore.

0 | haven't lost much weight, if any, lately.

1 I have lost more than 5 pounds.

2 | have lost more than 10 pounds

3 | have lost more than 15 pounds.

I am purposely trying to lose weight by eating less. Yes No

0 | am no more worried about my health than usual.

-

I am worried abut physical problems such as aches and pains; or upset
stomach; or constipation.

| am very worried about physical problems and it’s hard to think of much else.

w N

| am so worried about my physical problems that | cannot think about anything
else.

0 | have not noticed any recent change in my interest in sex.
1 |am less interested in sex than | used to be.

2 | am much less interested in sex now.

3 | have lost interest in sex completely.

TOTAL SCORE



