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Introduction

Proponents of prostate cancer early detection argue that the combination of digital rectal
examination and prostate-specific antigen testing is effective and that early detection leads to improved
chances for survival. Others caution against routine screening because no mortality benefit has been
shown in randomized trials and treatment of diagnosed prostate cancer can have serious side effects.
Typically, patients who undergo testing are not aware of these uncertainties and do not participate in
deciding whether to screen. We are conducting a prospective study with men 50-69 years of age to
evaluate the efficacy of a counseling intervention designed to promote value-based decision-making.

A baseline survey questionnaire was administered to measure demographic, cognitive, and psychosocial
characteristics. A Standard Intervention Group received a generic educational booklet about prostate
cancer early detection. An Enhanced Intervention Group received a theory-based educational counseling
session. The booklet was enhanced by an Analytic Hierarchy Process educational counseling session
delivered by a health educator. The session engaged participants in a personally-tailored process of
evaluating whether to have or not have an early detection exam. The behavioral outcome is the
proportion of men in each group who have an early detection exam during a six-month follow up period.
This outcome was measured using data obtained via medical chart audit. Cognitive and psychosocial
outcomes will be assessed using endpoint survey data.

Specific aims of this Phase I study are to:

(1)  Develop and pilot test an intervention (i.e., an educational booklet and educational counseling)
intended to facilitate informed decision making about prostate cancer screening;

(2)  Measure intervention impact on screening; and
(3)  Evaluate intervention effect on patient knowledge, attitudes, and beliefs.

We hypothesize that exposure to educational counseling will affect prostate cancer screening and related
perceptions.
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Baseline Survey

A total of 199 Baseline Surveys were completed with Jefferson Internal Medicine Associates
(JIMA) patients. Of this total, 103 (52%) were completed via telephone by the survey sub-contractor.
An additional 96 (48%) men completed and returned a printed, self-administered version of the survey
that was mailed to them.

Table 1 shows descriptive characteristics of men who completed the Baseline Survey.

Table 1 — Baseline Survey Responder Characteristics

Variable Response category Number Percent
Age 50 to 59 years 140 70.4
60 to 69 years 59 29.6

Place of birth Philadelphia 90 45.5
Other US location 99 50.0

Foreign 9 4.5

Race / ethnicity White 147 74.6
Black 41 20.8

Other 9 4.6

Education <12 years 14 7.0
12 years 46 23.1

> 12 years 139 69.9

Marital status Not married 54 273
Married 144 72.7

Family history of prostate cancer No 181 91.0
Yes 18 9.0

DRE and PSA in previous 12 months No 112 56.3
Yes 87 437

Cognitive and psychological representations, social support and influence, and intention related to
prostate cancer screening were also measured on the Baseline Survey. These additional data are not
reported here, but will be included in planned analyses of study outcomes.




Assignment of Survey Responders to Study Groups

According to the research design, men who completed the Baseline Survey were randomly
assigned to one of two study groups: Standard Intervention Group (N=99) and Enhanced Intervention
Group (N=100). Within the study groups, men were also randomly assigned to one of five cohorts.
Each cohort was targeted, in turn, to receive study contacts.

Contacts with Men in the Study Groups

Men in the Standard Intervention Group received a generic educational booklet about prostate
cancer early detection. Enhanced Intervention Group men also received the booklet. In addition, they
were invited to participate in an educational counseling session delivered by a health educator. Overall,
60 men (60%) went through the educational counseling session. The remaining 40 (40%) did not go
through this session. Reasons for not completing the educational counseling session include: no longer
fulfilled original eligibility criteria (N=20), unavailable for contact (N=11), and refused (N=9).

Screening Decision Factors Reported by Men in the Enhanced Intervention Group

Men who participated in the educational counseling session were asked to report spontaneously
on their own reasons for wanting to and not to have a prostate cancer screening examination. Preliminary
inspection of these responses showed that men DID want to have a screening exam for the following
reasons:

e It might show that I have prostate cancer or another serious health problem.
e [t might have a positive effect on my health and well-being.

e Itis encouraged by my health care provider.
e Itis encouraged by my family members and/or friends.

The men also indicated that they DID NOT want to have a screening exam for the following reasons:

It might show that I have prostate cancer or another serious health problem.
It might have a negative effect on my health and well-being.

It is NOT encouraged by my health care provider.

It is NOT encouraged by my family members and/or friends.

It is uncomfortable.

It is embarrassing.

It is inconvenient.

It is expensive.

Content analyses are currently underway to produce a final set of categories for decision factors (i.e.,
reasons that men want to and did not want to have a screening exam).



Endpoint Chart Audit

Endpoint Chart Audits have been completed for all 199 men in the study. The chart audits of the
study participants' medical records collected information on whether or not a prostate cancer screening
examination was performed. An analysis is currently underway to determine the impact of study
intervention on screening behavior.

Preparation for Administration of Endpoint Survey

We plan to administer an Endpoint Survey to study participants. Participants will be mailed the
survey questionnaire. The questionnaire will be accompanied by a cover letter from their JIMA
physician explaining the purpose of the survey and encouraging completion and return. A postage-paid
return envelope will also be enclosed. Prior to survey mailing, a telephone call will be made to all men,
verifying current address and telephone number, and notifying them that they will be receiving the
survey. If the survey is not returned in 15 days, a reminder telephone call will be made to encourage
response.

Key Research Accomplishments

e Completion of baseline survey

e Completion of cohort randomization
e Completion of intervention delivery
e Completion of endpoint chart audit

Reportable Outcomes
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Conclusions

In accordance with the original study design, we assigned a total of 199 men either to a Standard
Intervention Group (N=99) or an Enhanced Intervention Group (N=100). Although we invited all men
in the Enhanced Intervention Group to participate in an educational counseling session, only 60 (60%)
actually completed the educational counseling session. Of the 40 men who did not go through the
session, 20 were found to no longer satisfy initial study eligibility criteria, 11 could not be located, and 9
refused to participate. Future efforts will need to focus attention on increasing the proportion of eligible
men who participate in the educational counseling session.

For men who participated in the educational counseling session, each was able to report one or
more reasons why he would or would not want to have a prostate cancer screening examination (decision
factors), weight the decision factors in terms of their importance, and compare the decision factors in
pairwise fashion. This experience highlights the fact that it is feasible to elicit decision factors from men
who are considering prostate cancer screening. Using these data, we will be able to generate a numeric
decision score that indicates the individual's decision (i.e., to have an exam, no preference, or not to have
an exam) and correlate this score with actual screening behavior.

We have succeeded in completing and Endpoint Chart Audit for each study participant who was
randomized to one of the study groups. Data on screening behavior has been obtained from the chart
audit. These data are currently being tabulated and will be provided in the final report.

In the coming months, each study participant will be mailed an Endpoint Survey questionnaire.
This instrument that will be administered to Standard Intervention Group men includes items from the
Baseline Survey. The Endpoint Survey for Enhanced Intervention Group men also includes these items,
along with process measures related to exposure to the intervention.

Final data analyses will draw on data collected through the Baseline Survey, the educational
counseling session, the Endpoint Chart Audit, and the Endpoint Survey. These analyses will allow us to
report on measures of screening-related knowledge, attitudes and beliefs; characterize factors involved in
decision-making related to prostate cancer screening ; and identify predictors of screening behavior,
including exposure to educational counseling.
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Preparatory Education for Informed Decision-
Making in Prostate Cancer Early Detection

and Treatment

Ronald E. Myers, PhD, and Elisabeth J. S. Kunkel, MD

Patients are expected to assume increased responsibil-
ity for self-management in health care. However, little
attention has been directed to the problem of preparing
individuals to play a more active role in the physician-
patient relationship. Preparatory education about pros-
tate cancer early detection and treatment is needed to
enable patients to recognize the importance of their
role in medical decision-making, voice personal values
and preferences related to health care choices, and
make informed choices under conditions of uncertainty
about possible outcomes. Effective decision aids are
needed to facilitate shared decision-making in the con-
text of the physician-patient relationship along the con-
tinuum of prostate cancer care. Decision aids for pa-
tients have taken the form of informational booklets,
scripted telephone counseling, decision boards, educa-
tional videotapes, interactive videodiscs, computer pro-
grams, and Internet Web sites. The impact of prepara-
tory education and the use of decision aids should be
evaluated in terms of change in knowledge and under-
standing, shifts in decision preferences, health care uti-

lization, and satisfaction with care. The need for this"

type of patient interaction will grow as technology in-
creases patient access to health care information.
Copyright © 2000 by W.B. Saunders Company

Key words: Prostate cancer, screening, treatment, de-
cision aids, and shared decision-making.

he American Urological Association' and the

American Cancer Society” recommend that men
who are 50 or more years of age and have a life ex-
pectancy of 10 or more years should be offered a
digital rectal examination (DRE) and a prostate-spe-
cific antigen (PSA) test on an annual basis and that
screening should be considered at an earlier age for
men under 50 years who are at high risk (ie, African
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American men and men with a family history of pros-
tate cancer). Guidelines put forward by the United
States Preventive Services Taskforce and the Cana-
dian Taskforce on the Periodic Health Examination
do not support routine prostate cancer screening.>*
The American College of Physicians has also recom-
mended against prostate cancer screening among
older adult men and has suggested that if screening is
performed, men should be advised in advance about
the potential benefits and harms of prostate cancer
early detection.’ This lack of consistency in recom-
mendations reflects the fact that there are different
interpretations of the available scientific evidence on
prostate cancer early detection.

Health care professionals who support routine
prostate cancer screening point out that combined
DRE and PSA testing is effective at identifying men
with early prostate cancer. In addition, they cite evi-
dence that men who are diagnosed with localized
prostate cancer and are treated aggressively have
higher survival rates compared with men who are
diagnosed with late-stage disease.®’ Opponents of
prostate cancer screening argue that no randomized
trials have demonstrated a reduction in mortality as a
result of prostate cancer screening.®° In addition,
they assert that it is not yet possible to reliably differ-
entiate indolent from aggressive prostate cancer, and
that treatment of early-stage prostate cancer with rad-
ical prostatectomy or radiation therapy can cause
substantial adverse outcomes (eg, impotence, incon-
tinence, stricture, bowel injury, and even death).'%!!
The arguments outlined herein give many men pause
as they consider whether or not to have a screening
DRE and PSA test. Unfortunately, results of current
randomized trials that are designed to determine
whether detecting and treating early prostate cancer
has an impact on mortality will not be available for
several years.'?"1*

Men who have been diagnosed with tumors con-
fined to the prostatic capsule are concerned about
reports that show incontinence and sexual perfor-
mance to be significant problems for men treated
with either radiotherapy or radical prostatectomy.®

172 Seminars in Urologic Oncology, Volume 18, Number 3 (August), 2000: pp 172-177
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A case in point is the results of a recent population-
based longitudinal cohort study of patients with lo-
calized prostate cancer. The study showed that at 10
months after radical prostatectomy, 8% of the men
were incontinent and 60% were impotent.'® Al-
though prostate cancer treatment techniques have
improved substantially and new options will emerge
in the future, the elimination of negative side effects
from therapy will remain an elusive goal.

It has been well documented that older adult men
are not well informed about the nature of prostate
cancer, the early detection and treatment alternatives
available, and controversies related to prostate cancer
early detection outlined above.!” In addition, it is
likely most men are simply not fully cognizant of the
fact that choosing to have an early detection exami-
nation may require further decisions about undergo-
ing diagnostic evaluation and treatment. There is an
acute need for effective preparatory educational ma-
terials and methods that can be used to help patients
make meaningful health care choices about prostate
cancer early detection. Preparatory education materi-
als and methods are also needed to facilitate informed
decision-making further along the continuum of care.

Preparatory Education for Informed
Decision-Making

In a review of the patient education literature, van
den Borne'® noted that today patients are being asked
to assume an increasing level of responsibility for self-
management of personal health care. This trend has
stimulated work that is directed towards developing
ways of empowering patients to become equal part-
ners along with health care professionals in the pro-
cess of maintaining health and well-being.

The notion that patients and their physicians
should routinely engage in “shared decision-mak-
ing”'® about health-related issues is indicative of a
paradigm shift in the physician-patient relationship.
The shared decision-making paradigm, which de-
fines the physician and patient as co-participants in a
process of managing personal health and well-being,
has largely supplanted the more traditional model in
which the medical practitioner assumes most of the
responsibility for choosing a health care strategy that
is in the best interests of the patient.

There are a number of obstacles to achieving the
ideals of shared decision-making. First, patients vary
in terms of their familiarity with medical terminology,
beliefs about health and illness, and readiness to con-
sider multiple alternatives. Second, research has sug-

gested that patients generally want to receive as much
information as possible about options available to
them.?%?! However, in contrast to the desire for in-
formation, there appears to be great variation in the
extent to which patients wish to be involved in treat-
ment decisions.”**> Many patients still view physi-
cians as experts who can give them the “right deci-
sion” that should be made to resolve uncertainties in
health care. Such patients may perceive active per-
sonal involvement in the process of choosing among
options to be inappropriate or irrelevant and may
refuse to play an active role in decision-making. Sec-
ond, it is important to consider how information
should be presented; patients vary in terms of their
familiarity with medical terminology, beliefs about
health and illness, and readiness to consider multiple
alternatives.

Physicians, themselves, differ in how effectively
they convey complex medical information in a man-
ner that is easily understood and level of commitment
to facilitating shared decision-making. Furthermore,
if a goal is to maintain patient autonomy, then it is
crucial that information be presented in a way that
does not serve to systematically influence patient de-
cision-making about whether or not to opt for screen-
ing. However, there is question as to how, and
whether, “nondirectiveness” can be achieved. For ex-
ample, it has been suggested that simply offering
someone a test implies the recommendation to accept
that offer.2* Alternatively, a recent study suggests that
the extent to which individuals are encouraged to
consider or explore different issues related to testing
significantly influences decision-making*®

Other factors that serve to shape the practice en-
vironment, such as the amount of time that is avail-
able for physicians to devote to discussions of com-
plex health care issues with patients, may further
constrain the extent to which the goal of shared deci-
sion-making can be achieved.?®

Decision Aids in Prostate Cancer Early
Detection and Treatment

To facilitate informed decision making, it is im-
portant to enable patients to recognize the impor-
tance and legitimacy of their role in medical decision-
making, consider personal values and preferences
related to the choices at hand, and clarify the impli-
cations of choosing from among different health care
alternatives. Research is increasing on the develop-
ment of decision aids that may be used to accomplish
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these goals in relation to prostate cancer early detec-
tion and treatment.

In an urban community study conducted in Mich-
igan, media announcements were used to recruit men
to undergo prostate cancer screening with DRE and
PSA testing.”” Men completed a baseline survey ques-
tionnaire at the screening site, viewed an educational
videotape, and filled out an exit survey. At baseline,
African American men were significantly less knowl-
edgeable about prostate cancer and screening at base-
line than white men. Analyses of exit survey data
found that there was no longer a race-related knowl-
edge difference. These findings suggest that an edu-
cational videotape can help to minimize knowledge
differences about prostate cancer and screening.

Volk et al*® reported on a study concerning the
prostate cancer knowledge of 160 men who were 45
to 70 years of age and who presented at a university-
based family medicine clinic for scheduled office
visits. Men who completed a baseline survey were
randomly assigned either to a control group or an
intervention group. Men in the intervention group
were shown a 20-minute videotape that presented
information on the pros and cons of PSA testing. Two
weeks after the office visit, an endpoint survey was
administered. It was determined that men in the in-
tervention group provided more accurate responses
to survey items that concerned early prostate cancer
mortality rates, performance characteristics of PSA
testing, and treatment-related complications com-
pared with control group men. The authors con-
cluded that exposure to the videotape decision aid
enhanced the capacity of study participants to make
an informed decision about having a prostate cancer
early detection examination.

Wolf et al*® published results of a study involving
older adult men who presented at a primary care
physician office for an outpatient appointment. Men
who were exposed to a detailed description of the
pros and cons of prostate cancer early detection were
less likely to be interested in having an examination
than those who were exposed to a brief statement that
the examination was available. In another study re-
ported in the same article, older adult men who vis-
ited a general internal medicine clinic were randomly
assigned either to an intervention group that viewed a
videotape, which described prostate cancer early de-
tection in cautionary terms, or to a control group.
Men in the intervention group were much less likely
to have a prostate cancer early detection examination
than men in the control group. It is likely that the
equivocal nature of the more intensive educational

messages discouraged men from having an examina-
tion.

Myers et al** randomly assigned 413 African
American men who were 40 to 70 years of age either
to 2 minimal or enhanced intervention group. The
former group received an introductory letter that in-
vited them to visit a urology clinic to receive informa-
tion about prostate cancer early detection and to de-
cide whether to have an early detection examination
(DRE and PSA testing). The latter group received the
same contact plus a personally tailored educational
booklet and follow-up telephone counseling related
to prostate cancer early detection. At the clinic, men
from both groups were provided print materials that
described the pros and cons associated with prostate
cancer early detection. If the participant chose to have
an examination, he was asked to sign a written con-
sent for testing. Findings from the study showed that
men in the enhanced intervention group were signif-
icantly more likely than men in the minimal interven-
tion group to make a clinic visit and have an early
detection examination (51% and 29%, respectively).

In relation to preparatory education about pros-
tate cancer treatment, Schapira et al*' conducted a
pretest and post-test evaluation of a videotape deci-
sion aid that was designed to assist patients consider-
ing treatment options for clinically localized prostate
cancer. The study involved 32 men who were 50 to
85 years of age and did not have prostate cancer.
Analyses of survey data indicated that exposure to the
videotape increased participant knowledge about
treatment options and possible outcomes and gener-
ated increased interest in playing an active role in
treatment decision-making.

Davison and Degner*? conducted a study that was
designed to assess the impact of an informational de-
cision aid on prostate cancer patient anxiety and de-
pression and on patient role in decision making. Sixty
newly diagnosed patients from a community urology
clinic in Canada were randomly assigned to receive
either a package of print information that included a
list of questions to ask the treating physician during
medical consultation (N = 30) or the information
package plus an audiotape of the consultation (N =
30). Baseline and postconsultation survey measures
were obtained for patient-preferred decisional role
and for anxiety and depression. Findings from the
analysis of survey data showed that men in both study
groups chose to play an increasingly active role in
treatment decision-making and had decreased anxi-
ety and depression at 6 weeks following consultation.
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In another investigation, Onel et al*> identified
111 men with newly diagnosed localized prostate
cancer. The men, who were 48 to 83 years of age and
were patients in four physician practices, initially met
with their urologists and discussed personal PSA val-
ues and biopsy and staging results. Following the
presentation of treatment options, which included
radical prostatectomy, radiotherapy, and watchful
waiting, the men completed a baseline survey and
then viewed a 45-minute videotape. The videotape
provided detailed information on risks and benefits

, of available treatment options and described possible
outcomes. Information on the videotape was tailored
according to patient risk category as defined by Glea-
son grade (ie, 2 to 4, 5 to 7, and 8 to 10) and patient
age (ie, 55 to 65 and 66 to 75 years). A postvideo
survey was completed. Analyses of survey data
showed that there were significant increases in pa-
tient understanding of treatment options.

Conclusions

Decision aids for patients have taken the form of
informational booklets, scripted telephone counsel-
ing, decision boards, educational videotapes, interac-
tive videodiscs, computer programs, and Internet
Web sites. They have been developed for use in rela-
tion to a variety of situations (eg, use of alpha blockers
in the treatment of benign prostatic hyperplasia
[BPH], surgery for BPH, adjuvant therapy for axillary
node-negative breast cancer patients, antithrombotic
therapy for stroke prevention in atrial fibrillation,
hormone replacement therapy for postmenopausal
women, and participation in clinical trials for women
who are diagnosed with breast cancer).***® Exam-
ples of decision aids that have been developed in
relation to prostate cancer early detection and treat-
ment are outlined above. In the future development
and evaluation of such tools, it is important to ensure
that the educational content that is provided effec-
tively addresses issues that are relevant and salient to
potential users.

Chan and Sulmasy*! have conducted extensive fo-
cus group research to identify issues of concern to
older adult men who are considering whether or not
to have a prostate cancer early detection examination.
They outlined specific content they believe to be ap-
propriate for inclusion in decision aids. At a mini-
mum, they recommend that men should be advised
that false-positive and false-negative results may oc-
cur and that it is not known whether PSA testing
reduces prostate cancer mortality. They also suggest

that information about the pros and cons of prostate
cancer early detection should be provided. Myers et
al*? have argued that educational messages should
include the follow-up of abnormal prostate cancer
early detection examination results. Message content
should be tailored to patient education level, per-
ceived self-efficacy, the belief that prostate cancer
screening should be addressed in a timely fashion,
belief that prostate cancer can be cured, and per-
ceived physician support.

Feldman-Steward et al*? identified 56 patients
who were newly diagnosed with early prostate cancer
within the previous year. A survey questionnaire was
mailed to the men in order to identify the most im-
portant questions that prostate cancer patients would
want to have answered. A total of 93 items, which
were compiled from discussions with cancer patients,
well lay people, oncologists, urologists, and health
care researchers, were included on the survey. Thirty-
eight men (68%) responded. There was agreement
among respondents that it was essential for patients
to be provided information about the nature of pros-
tate cancer and its etiology, treatment options that are
available should initial intervention fail, mechanisms
whereby therapeutic interventions are known to
work, likely impact of treatment impact on conti-
nence and sexual functioning, and the chances of
cure.

In a national survey conducted in Canada, prostate
cancer patients indicated that they did not fully com-
prehend information that that they received about
their stage of disease and different treatment options
and were not satisfied with the supportive care they
received.** Elsewhere, Iscoe et al*’ advised that it
would be helpful to expand the range of medical care
topics for discussion to include standard, experimen-
tal, and complementary alternative therapies. Find-
ings from the Canadian survey and from other
studies*®>! indicate that concerns related to sexual
dysfunction, impotence, pain, mood, and fatigue
should be addressed in educational messages con-
cerning prostate cancer treatment and recovery.

Coley et al® have observed that the optimal way to
provide effective preparatory education for informed
decision-making is not yet known. Preparatory edu-
cation provided in conjunction with use of tailored
decision aids may be extremely useful in facilitating
informed decision-making about prostate cancer
early detection, treatment, and recovery. More re-
search is needed to develop effective preparatory ed-
ucation messages and decision aids in the context of
growing access to technologies. This effort should be
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guided by a clear understanding of the concemns that
men and their supportive others have about the spe-
cific situations that they face at different points along
the continuum of prostate cancer care. In developing
these modalities, attention should be paid to the mat-
ter of reaching patient populations that display a wide
range of literacy levels and numeracy skills.>* Rigor-
ous evaluation is necessary to assess the impact of
these approaches on knowledge, attitudes, behavior,
and clinical outcomes. Effective preparatory educa-
tion approaches and decision aids should be dissem-
inated broadly for use by practitioners with their pa-
tients.
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Special Articles

Biopsychosocial Aspects of Prostate Cancer

ELISABETH J.S. KUNKEL, M.D., JENNIFER R. BAKKER
RONALD E. MYERS, PH.D., OLU OYEsaNnMI, M.D.
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Prostate cancer early detection choices and treatment options are fraught with controversy. To up-
date the consultation-liaison psychiatrist who works with at-risk men, the authors reviewed all per-
tinent citations in the medicine database from 1966 to 1998 and in other relevant publications.
Though watchful waiting for early-stage prostate cancer has no side effects, men must cope psy-
chologically with issues of long-term cancer survivorship. Men can choose between different treat-
ment options (e.g., radiation vs. radical prostatectomy) with early detection. Urinary incontinence,
sexual dysfunction, and fatigue are major emotional and physical stressors for this population.
Consultation-liaison psychiatrists and physicians need to be aware of the psychosocial sequelae of
both prostate cancer and treatment-related side effects.

(Psychosomatics 2000; 41:85-94)

BIOPSYCHOSOCIAL ASPECTS OF PROSTATE
CANCER

Although fear, anger, confusion, and depression are com-
mon reactions to all cancers, treatrnent for prostate cancer
means dealing with impotence and incontinence. The bio-
psychosocial model' is reviewed as it applies to prostate
cancer.

Epidemiology

In the United States, prostate cancer is the most fre-
quently diagnosed non—skin cancer and the second leading
cause of cancer death in men. The American Cancer So-
ciety estimates 184,500 newly diagnosed cases of prostate
cancer for 1998, with 39,000 deaths. The lifetime risk of
prostate cancer is about 10%. White men survive longer
than African American, Hispanic, and American Indian
men, but survival rates for different races are similar when
corrected for grade and stage. The stage at diagnosis pre-
dicts S-year disease-specific survival rates: local stage dis-

ease, 100%; regional stage, 94%; and metastatic disease,
31%.2

Although African American men are twice as likely as
white men to get prostate cancer, African American men in
Philadelphia do not perceive their personal risk of prostate
cancer to be high.? Only some studies reveal differences in
the frequency of digital rectal exam (DRE) screening be-
tween African American men and white men.* African
American men are more likely to be diagnosed at later
stages, and men 65-69 years old, with localized disease, are
less likely to be treated via radical prostatectomy (RP).>

In one study, non—private patients were less likely to
receive prostate-specific antigen (PSA) screening.* Lower
socioeconomic groups are less willing than middle socio-
economic groups to participate in clinical trials because of
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distrust of the medical community.®’ RP is used more com-
monly in younger men (<60 years), and radiotherapy (RT)
or watchful waiting is mostly used in older men (>70
years). Married men tend to be diagnosed earlier. Not sur-
prisingly, survival rates are higher in married men from
higher socioeconomic strata.®

Perceived discomfort of prostate screening, embar-
rassment, and financial cost have been identified as barriers
to screening and need to be addressed by sensitive coun-
selors.? Churches consisting of predominantly African
American members, and work sites may be effective sites
for prostate cancer screening and education. '° Patients, par-
ticularly poorer ‘African Americans, may opt to forgo
needed care in the absence of available and affordable
means of transportation to treatment facilities. Healthcare
providers need to work with patients, families, and vol-
unteer agencies in the community to enhance transportation
to cancer treatment.'! Although racially and culturally sen-
sitive educational outreach programs need to provide edu-
cation about prostate cancer and reduce barriers to early
detection of prostate cancer among African American men,
the relationship between access to care and prostate cancer
outcome remains unclear. '

BIOLOGICAL ASPECTS

Anatomy and Physiology

The prostate gland surrounds the urethra, and prostatic
secretions make up part of the seminal fluid."> The hypo-
thalamus secretes luteinizing hormone-releasing hormone
(LHRH), which stimulates luteinizing hormone (LH) re-
lease from the pituitary. LH stimulates the testicular pro-
duction of testosterone, which is turned into dihydrotes-
tosterone, which stimulates prostatic cell growth and
intracellular pn.)tein synthesis. PSA is produced both by
benign and cancerous prostatic cells and released into the
circulation. Prostate cancer metastasizes through blood or
lymph to the pelvic nodes and then to distant sites."

Staging and Grading

The TNM (Tumor, Node, Metastasis) system of the
American Joint Committee on Cancer is identical to the
classification system of the Union Intemnationale Contre le
Cancer and is widely accepted. Most prostate cancers are
adenocarcinomas; grade determination is based on the his-
topathological degree of cell differentiation and is often
reported as a Gleason score (2 = very well differentiated to

10 =poorly differentiated). Lower Gleason scores are bet-
ter.

Risk Factors

The cause of prostate cancer is unknown. Possible risk
factors include African American race, increased age, fam-
ily history of prostate cancer, a diet high in animal fat, and
high plasma testosterone.'® Occupations associated with
increased risk include printers, painters, rubber workers,
textile workers, mechanics, loggers, ship fitters, farmers,
and drug and chemical workers.'® Vasectomy and benign
prostatic hyperplasia (BPH) do not appear to increase one’s
risk.!’

Nutritional factors appear to play a role in the pro-
gression rate of prostate cancer.'® Vitamin D deficiency,
polyunsaturated fats, and saturated fats may increase the
risk of prostatic cancer; monounsaturated fats may be pro-
tective. Selenium supplements and lycopene, an antioxi-
dant found in tomatoes,'” may lower the risk of prostate
cancer. Vitamin E may reduce the incidence of prostate
cancer in men who smoke.”®

In rare instances, prostate cancer is inherited by au-
tosomal dominant allele with high penetrance; 88% of car-
riers and 5% of noncarriers develop prostate cancer by age
85.21 Men with HPC1 (hereditary prostate cancer 1) have
a 90% risk of developing prostate cancer in their 90s.2
Male carriers of the BRCAL1 (breast cancer 1) mutation are
at three times greater risk than the general population. Re-
ceiving BRCALI results impacts on quality of life, insur-
ance, employment, and psychosocial well-being, but the
health benefits of BRCAL1 testing are unknown. Currently,
there are po prostate cancer screening recommendations for
men who are BRCAL carriers.

Clinical Diagnosis

Many patients with prostate cancer are asymptomatic
at diagnosis; others report dysuria, urinary frequency, he-
maturia, dribbling, decreased force of the urinary stream,
incomplete bladder emptying, and/or nocturia. Metastatic
disease may present with pain in the back, hips, or perineal
area; bowel or urethral obstruction; or weight loss and fa-
tigue.'s

Screening

PSA is the most sensitive marker for prostate cancer.
Uncommonly, it is possible to have a normal PSA level
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(<4.0 ng/ml) and still have prostate cancer. A rise of PSA
>0.75 ng/ml per year or a total PSA >4 ng/ml is associated
with increased likelihood of cancer. Many men with BPH
have PSA concentrations ranging from 4.1 to 10 ng/dl.
Higher PSA concentrations (>10 ng/ml) have been asso-

ciated with cancer as well as BPH, prostatitis, prostate in- -

fections, DRE, cystoscopy, transrectal ultrasonography, in-
dwelling urinary catheters, transurethral resection of the
prostate (TURP), and biopsy of the prostate. The clinician
should aggressively investigate a PSA >10 ng/ml to rule
out malignancy.?*

A rising PSA level after treatment indicates recurrent
disease. Lower levels of free PSA and higher levels of cir-
culating PSA (i.e., bound plus free PSA) are more likely to
be associated with prostate cancer.!” Reverse transcriptase
polymerase chain reaction is a highly specific research assay,
which may be used in the future for staging, prognosis, and
management.?> The newest tests include prostate-specific
membrane antigen, telomerase, and prostate markers.”®

The American Cancer Society recommends aanual
screening with PSA and DRE for asymptomatic men over
50 who are expected to live at least 10 years longer and
for men over 40 who are at higher risk. Combined abnor-
mal PSA and DRE has a greater positive predictive value
than abnormal DRE alone. Screening of asymptomatic men
remains controversial (see Table 1), and the U.S. Preven-
tion Services Task Force, National Cancer Institute, and
Canadian Task Force on the Periodic Health Examination
do not recommend screening.>>>%* If further testing is re-
quired after combined PSA and DRE, transrectal ultraso-
nography with transrectal biopsy typically follows; yet the
true sensitivity of transrectal biopsy is not known. The

TABLE 1. Controversies of early detection with PSA testing

Advantages

« Will detect cancer early

* May detect cancer carlier than by DRE alone

+ Early treatment may iraprove survival and avoid cancer
complications

« Will reassure patient if normal

*» Will give patient options to prevent spread of disease

Disadvantages

May fail to detect cancer

May cause anxiety related to testing and receiving test results

May subject patient to further testing (e.g., biopsy)

May subject patient to treatment-related complications

« Cannot distinguish between tumors that need treatment and
tumors that are so slow-growing that without treaiment, the
patient is more likely to die of other noncancer causes

« Unclear whether detection reduces disease-related mortality

« Cost and whether reimbursed

Kunkel et al.

combined use of PSA, DRE, and ultrasound-guided biopsy
may result in earlier detection, but there is no evidence
from randomized trials that it reduces morbidity or disease-
specific mortality. Biopsy may be associated with infection
(20%), bleeding (20%), and hospitalization (<1%)."*

Modifications in PSA measurement have included
PSA density (serum PSA/volume of prostate gland), age-
specific reference ranges, and PSA velocity (serial mea-
surements of PSA).>* Exercise and sexual activity may re-
duce the reliability of PSA-velocity in prostate cancer
patients.?” It is unclear if PSA velocity, PSA density, and
age-specific reference ranges for PSA are better or not,
compared to using standard PSA levels; in certain cases,
however, they may provide additional information regard-
ing early detection and treatment. :

There is no way to distinguish between slow-growing
tumors and clinically significant tumors.? Treatment may
not reduce disease-specific mortality for tumors discovered
incidentally. Although 30% of men over age 50 get prostate
cancer, only 3% die from the disease. Aggressive treatment
confers both morbidity and mortality.'* The downside of
screening is increased psychological stress with repeated
testing and/or diagnosis, treatment complications, reduced
quality of life, and increased costs.'

Treatment

Treatment of prostate cancer depends on the patient’s
age, health, DRE, tumor stage, PSA levels, prostate biop-
sies, Gleason scores, and response to prior treatments for
prostate cancer.’® Accepted therapies include watchful
waiting, RP, RT, hormonal therapy, orchiectomy, and an-
tineoplastic drug therapy. There is no conseasus regarding
the relative survival benefits of different treatment modal-
ities (see Table 2).

Localized prostate cancer may be managed by watch-
ful waiting or may be treated with RP or RT. There are few
published data on mortality in prospective, population-
based studies for patients treated via RP or RT.” Watchful
waiting may be most appropriate for older patients with

TABLE 2. Ten-year prostate cancer—specific survival rates

Cancer Radical Conservative
Grade Prostatectomy Radiotherapy Management
1 94% 90% 93%
Il 87% 76% 77%
i 67% 57% 45%

Note: Data adapted from Lu-Yao and Yao, 1997.°
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low-grade tumors, who have other serious medical prob-
lems that make them poor surgical candidates. In an
asymptomatic patient, whose life expectancy is under 10

years, prostate cancer is unlikely to cause death. Disease

progression is detected with periodic screening during
watchful waiting, and treatment-related complications are
avoided.*® Patients may experience helplessness while not
pursuing active treatment. They describe being “in limbo”,
waiting for their cancer to grow so that definitive treatment
can begin.

RT may be used successfully for localized tumors. Af-
ter treatment, a PSA level that falls below 0.5 ng/ml is
associated with a better prognosis. External-beam irradia-
tion requires visits (5 days/week for 8 weeks).”! Transper-
ineal placement of radioactive seeds under ultrasound guid-
ance is a relatively newer treatment; the seeds are left in
place and emit local radiation for a short period of
time.!62%32 RT also may control pain from metastatic dis-
ease.

RP involves complete surgical removal of the prostate,
seminal vesicles, ampullae of the vas deferens, the vas def-
erens, and the bladder cuff. One cannot compare the rela-
tive benefits of RP (which includes lymph node biopsy) vs.
RT, where the extent of disease is not known.”>>* Because
prostate cancer progresses slowly, more than 10 years may
be needed to fully compare the effectiveness of RP vs.
RT.®

Both RP and RT confer similar risks: mortality (0.2%—
0.3%), incontinence (0.8%—0.9%), and impotence (30%—
70%) are the most common sequelae.’? Urinary leakage
may be more common after RP than RT. Reports of pad
usage after RP vary in the literature with the majority of
men having minor or no urinary leakage by 6 months. De-
spite the newer “nerve sparing” techniques, many men may
become impotent immediately after surgery.>* Postopera-
tive potency may be related to the number of spared neu-
rovascular bundles, frequency of intercourse preopera-
tively, absence of seminal vesicle or lymph node
involvement with cancer, absence of postoperative incon-
tinence or stricture, age, and cancer volume.’>*¢ With RT,
men may have a progressive loss over time in erectile func-
tion, suggesting that with time, posttreatment impotence
may not differ significantly between men treated with RT
vs. those treated with RP.>* Gastrointestinal problems are
more likely to be seen after RT.>!

Locally advanced disease is treated with combinations
of RP, RT, and hormonal therapy.'?® Before surgery or
RT, hormones may be used to reduce tumor size or to
downstage the cancer. RT may be used with local tumor

recurrence. If PSA is elevated post-RP, therapeutic irradi-
ation can achieve a complete response (PSA <0.1 ng/ml)
in up to 80% of patients.”’

In advanced prostate cancer, therapy is aimed at dis-
ease control rather than cure. Asymptomatic patients may
choose watchful waiting. Although hormonal treatment is
preferred in symptomatic patients, it may not increase sur-
vival. Hormonal therapies include orchiectomy, estrogen
use, or chemical castration via LHRH agonists. Bilateral
orchiectomy removes 95% of serum testosterone and is a
minor, low-cost procedure that eliminates the need for
daily medication. Metastatic pain may be relieved within
hours or days. Side effects include loss of libido and im-
potence. The psychological impact of orchiectomy may
preclude the choice of this treatment option.'¢?

Orchiectomy may cause feminization, gynecomastia,
redistribution of fat, loss of facial hair, sterility, and/or re-
duced libido.>® Montgomery and Santi* noted significant
differences in physical self-concept and identity before and
after orchiectomy. Postoperatively, patients felt greater
negativity in physical appearance, state of health, and sex-
uality. Patients expressed identity concerns and feared that
a reduction in masculinity might lead to personality
changes. Profound symbolic loss (as well as physical loss)
after orchiectomy is experienced if the man associates his
testicles with male strength, virility, and power.*® The psy-
chological effects of orchiectomy may be reduced with in-
sertion of testicular prostheses.*’

Diethylstilbestrol (DES) reduces testosterone by neg-
ative feedback on LH. Daily therapy is required, and side
effects include nausea, vomiting, fluid retention, headache,
impotence, reduced libido, gynecomastia, and increased
cardiovascular risk, including thromboembolic complica-
tions. Recently, LHRH analogues are replacing DES.'¢

LHRH analogues (e.g., leuprolide, goserelin) are taken
daily or via long-acting injections and cause constant pi-
tuitary stimulation by occupying the LHRH receptors. Ini-
tially, they increase testosterone release, inducing tumor
growth; if the tumor is located in thé spinal cord, this
growth can cause spinal cord compression. Side effects in-
clude impotence, loss of libido, and hot flashes.'®*? Con-
comitant use of an antiandrogen for the first 2 weeks of
treatment may prevent the testosterone surge. Antiandro-
gens block androgen receptors and are either steroidal (pro-
gestin) or nonsteroidal (flutamide, nilutamide, bicalutimide).
Total androgen blockade may be achieved using a combi-
nation of orchiectomy and/or antiandrogens. Androgen dep-
rivation causes hot flashes, loss of libido, impotence, and de-
creased muscle mass.'*? In hormone-refractory cancers,
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various therapies including antineoplastic agents are used,
with most agents showing poor response. Combination ther-
apy may slow disease progression and increases survival
compared to monotherapy, but this is controversial.

Hormonal castration usually tends to improve depres-
sion in patients with prostate cancer. As there is no threat-
ened loss of body parts, patients describe feeling whole
again and “embodied.”*' However, increased depression
also has been observed in some patients on hormonal ther-
apy, perhaps linking depression to decreased testosterone.
As one study has described depression secondary to leu-
prolide treatment in patients who had metastatic prostatic
cancer, screening for depression may be warranted.

In advanced cancers, pain control should be assessed.
Methods to control pain include wraps, pressure stockings,
and heat in addition to opioids, steroids, nonsteroidal anti-
inflammatory agents, antidepressants, and psychological
support.'¢3? Treatment, side effects, and quality-of-life
(QOL) concerns often influence patients’ decision-making
regarding early detection and treatment.

PSYCHOLOGICAL ASPECTS

Patient education regarding screening is needed, since
screening results in a high probability” that further testing,
treatment, and treatment-related decision-making will be
necessary, particularly in high-risk groups.®® If the patient
has male relatives with prostate cancer, he may want a
genetic test to determine his risk for prostate cancer.*’ Al-
though African American men in Philadelphia are recep-
tive to annual screening,’ there are still misconceptions
about DRE (e.g.. is something being inserted that will com-
promise [their] masculinity?). In one study, patients of low
socioeconomic status showed less interest in PSA screen-
ing after informed consent. Videotaped educational inter-
ventions enhance patient knowledge and allow physicians
to discuss more sophisticated patient concerns.** Faced
with the diagnosis of a deadly disease, men simultaneously
must confront threats to their sexuality and masculinity.
Building rapport and trust during initial visits allows men
to share their concerns. Survivors of prostate cancer must
deal with treatment-related complications in the context of
other age-related losses: health, energy, retirement, and
deaths of peers and family members.

Patients with prostate cancer face several barriers to
receiving appropriate psychiatric intervention. Cancers
with sexual associations carry greater social stigma. North
American men generally do not seek psychiatric help and
tend to use mental health services less than women. Older
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men may be less likely to agree to psychiatric evaluation
or treatment and are unlikely to report emotional distress.
Physicians tend to underestimate the psychological co-
morbidity of prostate cancer patients, and patients with
subsyndromal psychiatric symptoms may remain un-
treated. even after identification. A paper thermometer
scale to screen for psychological distress in prostate cancer
patients, who might need psychiatric referral, detected a
high degree of distress (32.6% anxiety and 15.2% depres-
sion). However, 40% of the distressed men missed or re-
fused their psychiatric interview. Over half the men iden-
tified failed to meet the criteria for a psychiatric
diagnosis.*5-46

Although there is increasing emphasis for men to as-
sume a more active role in treatment decision-making, not
all men may be comfortable with this role. Davison and
Degner*’ studied whether improved information acquisi-
tion and assuming a more active role in treatment decision-
making would lead to decreased anxiety and depression in
men with newly diagnosed prostate cancer. Sixty newly
diagnosed men with prostate cancer were randomized to
receive either an intervention that consisted of written in-
formation with discussion, a lis