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Abstract

Active surveillance (AS) has been an option for prostate cancer management for many years. However, only about 10% of
clinically appropriate prostate cancer patients undergo AS. The reasons for the low selection and adherence to AS are
unknown. The purpose of this qualitative study was to examine the reasons why men convert from AS to active treatment.
Known converters from AS to active treatment were identified through the PI’s prior study with this population and
participating urologists. A purposive sample of six participants was interviewed using a structured interview instrument
developed by the researcher to examine reasons why participants converted from AS to active treatment. Participant
recruitment was based out of a Urology Clinic in New Haven, Connecticut, USA. Four themes emerged from the analysis
of research transcripts: 1) A Dangerous Wait, 2) Clinical Surveillance, 3) Need for Information & Support, 4) The
Aftermath. The results of the study will inform health care providers regarding the education and psychosocial support
needs of men undergoing AS for prostate cancer.
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1 Introduction

Prostate cancer is the most commonly diagnosed cancer in U. S. men ™ and 85% of all prostate cancers are diagnosed in
men older than 65 years . With the widespread adoption of PSA screening, 58% of men older than 50 years of age were
screened in 2003, this is an increase of 17% from 2000 ™. A high proportion of prostate cancer diagnoses are now made
when tumors are non-palpable and localized to the prostate gland. Many of these early stage cancers are slow-growing, do
not progress, are not a threat to mortality, and do not lead to early death. Men with these types of tumors may undergo a
short or long course of Active Surveillance (AS) for management of their prostate tumors.
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Active surveillance (AS) for prostate cancer is defined as initial monitoring followed by active treatment if the prostate
tumor progresses to the extent that quality or quantity of life is affected. AS has been an option for prostate cancer
management for many years, especially for older men with low grade and stage disease and low, stable prostate specific
antigen (PSA) values. However, it is estimated that only about 10% of clinically appropriate prostate cancer patients
undergo AS 1. Many men who are clinically appropriate for AS undergo more active treatment options, despite high costs
and adverse effects, and little documentation of treatment effectiveness. Other men initially select AS, but then undergo
treatment in absence of progressing disease. However, all available therapeutic modalities for localized prostate cancer
(radical prostatectomy, external beam radiotherapy, brachytherapy, and cryotherapy) entail significant risk of adverse
effects such as sexual dysfunction, urethral strictures, urinary incontinence, and bowel problems . For men with
early-stage, low risk prostate cancer, AS provides an alternative to active treatment. That is, men make the decision to
actively monitor their disease with the knowledge that treatment remains an option .

The benefits of AS lie in the avoidance of expensive treatments that have well-documented adverse effects. Treatment
adverse events are prevalent among men after these procedures. In a study of 326 Swedish men aged 48 to 74 undergoing
AS (n = 187) or radical prostatectomy (n = 189), Steineck et al ® reported a higher frequency of both erectile dysfunction
(80% versus 45%) and urinary leakage (49% versus 21%) in radical prostatectomy patients compared to the men
undergoing AS. Dall’Era et al ! report that delaying treatment through AS allows men to benefit from further advances in
available treatments.

Men who undergo AS live every day with the knowledge that they have cancer and the associated uncertainty about
whether the cancer will grow, spread, and result in death. In a qualitative study by Wallace and Storms ! on the needs of
men with prostate cancer, one focus group participant stated, “the word cancer is followed closely in my mind with death.”
Moreover, research has found that even when men are asymptomatic or experience only occasional signs that the cancer is
present; their concern about the state of their cancer is intense /. Except for bi-annual PSA readings, which are inherently
wrought with uncertainty, men undergoing AS have no clinical markers to indicate disease progression, and thus may
incorrectly attribute physical changes associated with aging to disease progression . Other men, who experience no
physical discomfort, find it hard to believe that the cancer exists. Wallace and Storms ™ also found in their focus group
study, that men with prostate cancer were highly influenced by family members in making their treatment decision.

There are many reasons why men who are clinically appropriate for AS convert to active treatment. In some cases, the
prostate cancer progresses to the extent where AS is no longer an option and active treatment in the form of radical
prostatectomy and radiotherapy are necessary. Men without education and support may also experience emotional distress
such as depression and choose to undergo unnecessary treatment /. Disease uncertainty associated with prostate cancer is
a significant event and may be so great that men opt to convert to treatment in the form of radical prostatectomy or
radiotherapy to simply "get rid of it" than to continue to live with the possibility of the cancer growing and leading to
death. The specific aim of this study is to use a qualitative approach to examine the reasons why men undergoing AS
convert to active treatment. The results of the study will inform health care providers regarding the education and
psychosocial support needs of men undergoing AS for prostate cancer.

2 Methods

This study was approved by the Yale University School of Nursing/Human Subjects Research Review Committee and
Yale New Haven Hospital/Nursing Research Committee. A purposive, sample of six men previously undergoing AS who
converted to active treatment were recruited to participate in this study. This sampling method was chosen to ensure that
participants had purposely undergone a defined period of AS before converting to active treatment and could thus fully
enlighten the researcher in the area of investigation. Eligible patients were identified from the clinic schedule by
participating urologists in the eastern United States. Participants received mailed invitations to participate the study,
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including a cover letter and study flyer. The letter to participants requested them to call the PI if interested in participating.
When the potential participant contacted the investigator, the purpose and description of the study were discussed and the
participant was asked if he would be interested in scheduling an interview. Participants were given the opportunity to
either decline participation or be scheduled to participate. If the participant agreed to the interview, the research assistant
contacted them to set up a mutually convenient time and location for the interview.

The inclusion criteria was a period of at least six months in AS followed by active treatment for prostate cancer, aged 60
and older; fluency in English and ability to give informed consent. The period of six months in AS was important to truly
represent that men in the study were in AS and not simply awaiting a time when treatment was conveniently implemented.
As the average life span for adult males in the U.S. is approximately 80 years old and data reveals that AS “is feasible and
appears safe in the 10- to 15-year time frame” ' the minimum age of 60 was considered appropriate for AS and
participation in this study. The research question for this study was, why do men undergoing AS for prostate cancer
convert to active treatment for prostate cancer? Participants were asked to describe their experiences with diagnosis and
the decision to both undergo AS and active treatment, formal and informal sources of support and information, problems
they experienced in AS and active treatment, and facilitators and barriers to the decision making process (see Table 1). A
demographic questionnaire was used to gather data on age, ethnicity and marital status in order to describe the sample.

Table 1. Interview Questions

1 Describe your experience of being diagnosed with prostate cancer.
2. How did you go about initially choosing your active surveillance?
Did you turn to anyone for advice or support? Is yes, who?

3. During your period on active surveillance, did you have a relative or friend who helped you: with any emotional
difficulties? Obtain information about prostate cancer or your treatment? If no, what was it like going through
this experience without any help?

4. What was most difficult about your period on active surveillance? Were you worried that your cancer was
growing? Did you have difficulty explaining active surveillance to your family or friends? What factor/s
influenced your decision to convert to active surveillance the most?

5 How did you go about selecting your active treatment for prostate cancer?

Did you turn to anyone for advice or support? Is yes, who?
6. Are you experiencing any problems in your life now due to having had prostate cancer treatment? Who or what
services help you with these problems
a. Physically?
b. Sexually?
c. Emotionally?
d. Socially?
e. Ineveryday activities?
7. If you had your whole prostate cancer experience to do over again, would you do anything differently?

8. Anything else you want to share?

Interviews were conducted at the time and place agreed upon by both the research assistant and research participant. After
introductions were completed, informed consent and other necessary research authorizations and questionnaires were
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completed by the research assistant. Following this, the researcher turned on the audio recorder and began the interview.
Permissible probes were used as necessary.

3 Results

A total of six participants met the study criteria, agreed to participate and completed the interviews. Participants’ ages
ranged from 60 to 78 with a mean age of 70. All participants were Caucasian, five were married and one participant was
single. Two participants had radiotherapy, two had radical prostatectomies and two had hormone treatments. A
fundamental qualitative methodology was used to analyze the results of the interviews. This methodology “entails the
presentation of the facts of the case in everyday language” “%. In this manner, data collection and analysis occurs
concurrently beginning with the first subject. Analysis was focused on identifying and categorizing each participant’s
comments. Interviews were audio taped and transcribed. Audiotapes were transcribed using a word processing program
and proofed by the investigators. The investigator read the transcription, while listening to the audiotapes, coding the data
in the margin of the transcript as appropriate and organizing the responses into possible categories to determine an initial
consensus regarding the essential themes of the interviews by noting the frequencies of similar messages. Additional data
were analyzed, and categories clarified and changed. All analytic strategies were documented.

Four themes emerged from the analysis of research transcripts: 1) A Dangerous Wait; 2) Clinical Surveillance; 3) Need for
Information and Support; 4) The Aftermath.

3.1 A dangerous wait

Participants commonly experienced a period of apprehension or anxiety during AS which may be described as “dangerous
waiting”. This experience appears similar to that of uncertainty which frequently accompanies the experience of cancer
and other chronic illnesses. Uncertainty plays a significant role in explaining various outcomes in the chronically ill.
However, little is known about the uncertainty that accompanies AS. This period or apprehension or uncertainty was
described by one 79 year old white, single, high-school educated participant who had been treated with radiation. He
reported:

“It’s a dangerous wait because by the time they get it tested and so on and so on, it’d probably be too late™.

Two study participants explained the contradiction between the AS management option amidst the pressure of other
treatment options. They described this with the following quotes:

A 65 year old, white, married, masters-educated participant who had received hormone therapy treatment for prostate
cancer explained that:

“Everybody said, I should do something, | should do something”.
A 65 year old, white, married, masters-educated participant who had undergone a radical prostatectomy shared a
discussion he had with a friend:

““He couldn’t understand why | would even risk my life in this way™’.

3.2 Clinical surveillance

As seen in table 1, participants were asked to begin the interview by telling their story about prostate cancer diagnosis.
Each participant began their story with a discussion of the Prostate Specific Antigen (PSA) level that led to their diagnosis
and proceeded through detailing the clinical surveillance of their prostate cancer diagnosis, multiple biopsies, period of
time in AS and eventual treatment.
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A 79 year old white, single, high-school educated participant who had been treated with radiation reported:

“l had a PSA...maybe it’s under 4, then a year later it was 5... They took a biopsy and it was cancer”.

One 68 year old white, married college-educated participant who had undergone a radical prostatectomy discussed that:

“Your numbers are starting to jump around a little bit 7 to 8 1/2”.

A 65 year old, white, married, masters-educated participant who had undergone a radical prostatectomy shared that:

“I had a PSA level that was up and down”".

A 72 year old, white, married, masters-educated participant who had received hormone therapy treatment for prostate
cancer informed investigators that:

“I should go and get it done, because by the report, by the biopsy, it’s getting worse™.

3.3 Need for information & support

During the same time that participants were going through the clinical course of their disease, they commenced in a period
of seeking information and support. This period took on different forms for different patients, but a few commonalities
were found. Specifically, all men in this study found a “prostate buddy” or someone who played an important role in their
information and support seeking process. For some men this person was an established friend who also had been
diagnosed with prostate cancer. For others, the prostate buddy was someone they met after diagnosis through their
physician or a formal support network. This person played a key role in the participants’ experience by answering
questions, vetting and helping to make decisions.

Through the entire experience, participants sought support from family members or acquaintances that had experienced
prostate cancer. One 68 year old white, married college-educated participant who had undergone a radical prostatectomy
discussed that:

“You need an advocate with you, you need somebody that’s not afraid to ask questions and raise hell”.

Men looked to a variety of sources of information about prostate cancer, including written materials and their physician.
However, most men commented that the internet was a common place to start the search for prostate cancer knowledge. A
79 year old white, single, high-school educated participant who had been treated with radiation reported:

“I was looking at the computer for prostate treatment™.

One 68 year old white, married college-educated participant who had undergone a radical prostatectomy discussed that:

“I went on a couple of websites”.

3.4 The aftermath

Men were asked to discuss their treatment decision and life after diagnosis with prostate cancer. Of the six men in the study
two had radical prostatectomies, two had radiotherapy, two eventually proceeded to hormone therapy. Overall, men were
experiencing typical and well-documented psychosocial and physical outcomes of cancer treatment.

Without much prompting, men discussed the multiple concerns experienced during the aftermath of treatment. Most men
in the study openly discussed issues with sexual dysfunction and all men reported concerns with treatment failure or
disease recurrence. This was marked by continued PSA monitoring similar to that experienced during their AS period as
well as a candid discussion of the adverse effects of treatment. One 68 year old white, married college-educated participant
who had undergone a radical prostatectomy discussed that:
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“The Incontinence — minor inconveniences. They got these pads they sell...I just need one of them real thin ones™.

A 79 year old white, single, high-school educated participant who had been treated with radiation reported:

“I had a little problem with sex for a little bit™.

A 72 year old, white, married, masters-educated participant who had received hormone therapy treatment for prostate
cancer informed investigators that:

“I had no interest in sex”’.

4 Discussion

AS offers men with early stage prostate cancer an alternative to prostate cancer treatment and the adverse events that often
accompany treatment. However, little is known about the experiences of men in AS. Findings from the interviews provide
insight into the kinds of concerns those men undergoing AS face, the processes they use to manage concerns, support
needed during AS and possible explanations for converting from AS to active treatment.

Men in this study felt that living with prostate cancer was a dangerous thing to do. Given that men undergoing AS live
every day with the knowledge that they have cancer in their bodies, it is understandable that uncertainty about the state of
cancer may intensify commensurate with clinical disease progression. Among men in AS who may be asymptomatic or
experience only occasional signs that the cancer is present, it is difficult to believe that cancer exists. Thus, men may
incorrectly attribute physical changes associated with aging to disease progression . The uncertainty associated with AS
is supported by early work by Wallace ™! who conducted a descriptive study aimed at exploring the extent to which
uncertainty, anxiety, and primary appraisal of danger explained the health-related and affective QOL of men who were
receiving AS for prostate cancer. In the national sample of 19 men, significant relationships were found between
uncertainty, anxiety, and appraisal of danger and the affective physical function domain of QOL (r = 0.553; p =0.014). The
addition of appraisal of danger explained a significant amount of the variance in QOL above uncertainty alone,
underscoring the potential role of danger appraisal in overall QOL ™. It is important that these prevalent concerns of
uncertainty and danger appraisal be incorporated into psychosocial and educational interventions of men undergoing AS.
Moreover, if AS is to succeed, patients must be offered appropriate interventions as they seek to manage the inevitable and
constant uncertainty about living with cancer. Inability to do so may cause patients to deteriorate emotionally or to
undergo unnecessary treatment 2,

The pattern of clinical surveillance that all participants in this study reported typifies the prostate cancer experience.
Prostate cancer is usually detected through a routine PSA screening test and diagnosis is confirmed by clinical data that
includes patient report of urinary symptoms, digital rectal exam (DRE), transrectal ultrasound (TRUS), and positive
findings from prostate biopsy ™. Usual PSA values are between 0- 4.0 ng/mL; values greater than 4.0 may require
additional follow-up dependent on a number of patient characteristics including, but not limited to age, ethnicity, body
mass index, height, and a family history of prostate cancer, and values over 10.0 ng/ml are highly suspicious of prostate
cancer. Men in this study clearly followed clinical protocols and tracked their PSA values with their providers. In the case
of all participants in this study, rising PSA values led to eventual treatment for prostate cancer. However, it is important to
note that there are numerous treatment options for prostate cancer and clarity about when to begin treatment and which
treatment options are best for which patient is needed. Further study is also needed in order to differentiate between
indolent and aggressive tumor characteristics as well as biomarkers for prostate cancer in order to better customize
treatments for future prostate cancer patients. Moreover, there is significant controversy regarding whether the PSA test
should be used to screen men for the presence of prostate cancer as existing the evidence does not support routine
population screening with PSA and testing has been associated with psychological harm **I. The U.S. Preventive Services
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Task force has recently recommended that men over 75 years of age forgo PSA screening due to limited benefit and
increased risk for physical and psychological harm 24!,

The participants in this study consistently turned to family, friends and the internet for information related to prostate
cancer and AS. The use of the internet to deliver interventions is a new approach to the delivery of care with the potential
for international, asynchronous dissemination. Wantland et al ™! report that the years 1996 to 2003 witnessed a 12-fold
increase in MEDLINE citations for "Web-based therapies”. Kirsch and Lewis ** conducted a comprehensive review of
the literature regarding the use and efficacy of internet-based health care interventions. In their review of nine published
studies, the authors found that “research suggests that Web-based interventions may be an efficacious delivery system,
especially for those with chronic conditions amenable to self-management and to those with various limitations to
accessing healthcare”.

The aftermath of living with prostate cancer as seen among this sample, is wrought with management of the adverse effects
of prostate cancer treatment. Surgical and radiotherapy treatments to the prostate gland and surrounding tissue generally
result in the undesirable adverse events of erectile dysfunction (ED) and urinary incontinence. The rate of erectile
dysfunction following radical prostatectomy has been reported to be greater than 80% ™7 and 10% to 30% of patients
undergoing external beam radiotherapy *8l. Current research supports the use of oral erectile agents (phosphodiesterase
type 5 (PDES) inhibitors) to manage erectile dysfunction (ED) following radical prostatectomy %, Urinary incontinence
(UI) ranges from 5% to over 60% ! among men undergoing radical prostatectomy, but is a lesser problem among men
undergoing radiotherapy Y. Hormone treatments impact libido and erectile function, as well as produce many other
deleterious systemic effects, but do not result in urinary adverse effects 2.

5 Limitations

This study was limited by the small number of participants, the subjective nature of the study design, and the homogeneity
of the sample. However, this study population has never been the subject of prior study. Identifying the needs of men with
prostate cancer is an essential step in understanding the experience of men with this disease. Thus, the information
provided herein offers essential data necessary to develop information and support services for men in AS. The findings
from this study may be used to enhance current support services to meet identified needs of men with prostate cancer.
Future study may examine the role of health care providers in meeting the needs of men undergoing AS for prostate
cancer, especially in patient teaching, and the development, implementation and evaluation services and internet
interventions.

6 Summary and conclusion

The AS management option for prostate cancer has been available for many years, but continues to lack popularity among
patients and providers. The reasons for this are unknown. This small qualitative study aimed at examining the reasons why
men convert from AS to treatment revealed that most men convert to treatment because of a clinical indication. However,
PSA surveillance of prostate cancer growth may not be the most sensitive indicator of disease progression. Thus, more
research is needed in order to distinguish indolent from aggressive tumors and appropriate treatment options for prostate
cancer. Men in AS have continually reported the need for support and information throughout the cancer trajectory and
this was supported by this study. Men with prostate cancer may benefit from both one-on-one and group support networks.
Educational needs may be filled by enhanced education within urology practices, or effective internet interventions as
indicated by the sample in this study. Research has shown that AS results in intolerable uncertainty that impacts quality of
life to the extent that it is actually preferable to undergo treatment to simply "get rid of it" than to continue to live with the
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possibility of the cancer growing and being killed. Thus, interventions for men undergoing AS must include elements of
uncertainty management and management of symptoms related to aftermath of prostate cancer treatment.
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