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S creening for prostate cancer with prostate-specific anti-
gen (PSA) testing is a problematic aspect of primary
care. With the exception of the U.S. Preventive Services
Task Force, which made an influential (1) but highly cric-
icized (2) recommendation against any early detection ef-
forts based on PSA testing, most organizations recommend
that an informed decision be made by the patient after
discussion with a physician. For example, the American
College of Physicians is generally skeptical of the benefits
of PSA testing (“for most. .. men, the harms will out-
weigh the benefits”) but recommends that “doctors and
patients should discuss the potential benefits and harms of
screening” (3, 4). Similarly, the American Urological Asso-
ciation, although more favorably disposed to screening,
“strongly recommend|[s] shared decision-making” (5).

Implementing shared decision making in primary care
is not straightforward because it must account for the wide
range of information and data that could be discussed, the
complex tradeoff between immediate harms and long-term
benefits, and the limited time primary care clinicians have
for in-depth discussions about PSA testing in the context
of the many other issues in a typical visit. Recent years have
seen a considerable amount of literature develop on deci-
sion making for PSA screening, including specific advice to
primary care providers about what they should tell pa-
tients. Our multidisciplinary group, which comprises a
statistician specializing in localized prostate cancer, a bio-
ethicist who has conducted empirical research about deci-
sion making in PSA screening, an academic urologic on-
cologist and epidemiologist, and an academic primary care
physician, has followed this literature closely. We believe
that recommendations specify either too little information
to allow patients to make a decision or so much that it
overwhelms their ability to decide rationally. Recommen-
dations requiring extensive information also have low clin-
ical feasibility (one suggests that physicians inform patients
on 16 separate points and ask 12 questions about prefer-
ences [0]); include data that might be hard for patients to
understand or assign a value to, such as the risk for deep
venous thrombosis (7); or cite estimates that are conflicting
and questionable, such as PSA screening leading to either
30 (8) or 110 (7) extra prostate cancer diagnoses per 1000
men screened.

Given the inadequacies of current recommendations
and attendant poor adherence, we propose an alternative
approach to informed decision making about PSA testing
in primary care. This approach is based on 3 primary prin-
ciples. First, the information given to the patient must be
based on best evidence and must—to the extent possible in
such a controversial field—be beyond dispute. This would

help to avoid the situation of many decision tools, such as
the infographic provided by the National Cancer Institute
(7), in which many of the key numbers cited, such as the
risk for overdiagnosis, are subject to considerable contro-
versy. Second, the patient should be presented with a clear
framework for a decision, in contrast to complex decision
aids that provide patients with a large number of estimates
and then ask them to somehow integrate these into a dis-
crete choice. Third, the schema should be appropriate for
primary care. It should not assume that the provider has
detailed knowledge of PSA testing and prostate cancer and
should not require more than a few minutes to implement.

As a starting point, we assume that primary care pro-
viders would correctly identify eligible patients: men in
their mid-40s through mid-70s with minimal comorbidity.
We also assume that providers would adopt the “ask-tell-
ask” approach that has been previously advocated (9).
Starting with the inital “ask”, the clinician would gain
critical information on what the patient already knows
about PSA screening or what the patient’s level of concern
or interest may be. This would allow the clinician to then
tailor the “tell” portion of the conversation more succinctly
and directly to the patient’s particular needs and level of
current understanding. This portion of the conversation
would follow the simple schema outlined in the Table.
The Supplement (available at www.annals.org) provides
evidence supporting each point.

The brief decision tool shown in the Table meets our
criteria of being evidence-based, facilitating a discrete de-
cision, and being appropriate for primary care in that it
requires a relatively limited amount of time and only gen-
eral knowledge about PSA screening. This sharing of infor-
mation would be followed by a final “ask” (9), in which the
clinician would confirm that what he or she has just ex-
plained makes sense and would ask for the patient’s pref-
erence regarding the decision. With this revised, stream-
lined approach, clinicians can follow the recommendation
of having an informed, evidence-based discussion that pro-
vides a clear framework for decision making about PSA
screening,.
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Table. Decision Tool for Prostate Cancer Screening

Key facts about prostate cancer and screening

Prostate cancer is common; most men will develop it if they live long
enough.

Although only a small proportion of men with prostate cancer die of the
disease, the best evidence shows that screening reduces the risk for
prostate cancer death.

Screening detects many low-risk or “indolent” cancer cases.

In the United States, most low-risk cancer is treated and the treatment
itself can lead to complications, such as incontinence, erectile
dysfunction, and bowel problems.

Key take-home messages

The goal of screening is to find aggressive prostate cancer early and cure
it before it spreads beyond the prostate.

Most cancer cases found by screening do not need to be treated and can
be safely managed by a program of careful monitoring known as
“active surveillance.”

If you choose to be screened, there is a good chance that you will be
diagnosed with low-risk cancer and you may face pressure from your
physicians or family to treat it.

Discrete decision
If you are concerned that you would be uncomfortable knowing that you
have cancer and not treating it, screening may not be for you.
If you are confident that you would only accept treatment for aggressive
cancer and would not be unduly worried about living with a diagnosis
of low-risk disease, you are probably a good candidate for screening.
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Supplement. Recommendations on Shared Decision Making For Prostate Cancer Screening:

Review of the Literature

We reviewed published recommendations as to how primary care doctors should implement shared
decision-making on prostate cancer screening. We found there to be a pronounced “Goldilocks effect”
with recommendations providing either too little information or too much: too little to make an informed
decision or so much as to overwhelm patients’ ability to decide rationally.

An example of a recommendation that provides too little information is actually one previously promoted
by an author of this recommendation as part of the “ask-tell-ask” rubric (1), that doctors tell patients that
“some men will be helped because [an aggressive cancer is cured] but some men will be harmed [by
overtreatment]”. As a second example, the American Cancer Society (ACS) has recommended that “core
elements of ... information” provided to patients include the statement that “screening may be associated
with a reduction in the risk of dying from prostate cancer” and “treatment ... can lead to urinary, bowel,
sexual and other health problems [that] may be significant or minimal, permanent or temporary.” (2) The
clear problem here is the lack of quantification. There are pros and cons to every course of action; rational
decision-making is only possible if the degree of benefit and harm can be compared and balanced.

This has led to attempts to provide quantitative estimates to patients. The National Cancer institute (NCI),
for example, has created an infographic based on USPSTF estimates (3), including information such as
that, for every 1000 men screened for 10 years, 100 — 120 will have a false positive result (with possible
side effects of related biopsy including “serious infections™), 110 will be diagnosed with prostate cancer,
of whom 50 will have treatment complications including “erectile dysfunction in 29 men”, “deep vein
thrombosis or pulmonary embolism in 1 man” and “death due to treatment in less than 1 man”. On the
plus side, “0 — 1 death is avoided.” Other examples of decision aids involving quantitative estimates
include those of Giguere et al (4), and Dorfman et al (5).

There are two general problems with such estimates. First, they will be difficult to understand for most

patients. For instance, many will fail to understand the implications of a deep vein thrombosis; similarly,



the definition of erectile dysfunction may be unclear (does this mean no erections, or slightly fewer than
expected?). It is not apparent that a typical patient could integrate 10 risk estimates for very different
events (including erectile dysfunction, “bothersome symptoms from the biopsy”, pulmonary embolism
and death) into a sensible decision. Indeed, there is empirical evidence that many patients lack the
numerical skills to understand even a single risk estimate, let alone multiple countervailing estimates (6).
Furthermore, there are clear data that subtle differences in the way that such numbers are presented can
change how patients value different screening outcomes (7).

The second problem with such estimates is that the numbers themselves are highly debatable. For
example, there are serious concerns about the NCI’s choice of 10 years as an endpoint, as the effects of
PSA screening on mortality increase and effects on overdiagnosis decrease over time (8). One carefully
modeled estimate is that 9 lifetime prostate-cancer deaths are avoided per 1000 men choosing to be
screened (9) rather than the 0 — 1 given by NCI. Moreover, the estimate of an additional 18 cases of
urinary incontinence seems to assume that all men diagnosed with prostate cancer are subject to curative
treatment, and that incontinence rates are similar between surgery and radiotherapy. The rates of
thromboembolic events and mortality after surgery in the NCI tool are those reported by the USPSTF and
are highly questionable, as they are based on cohorts of older men treated 15-20 years ago (10). Of note,
quantitative decision aids do not agree with each other, for example, the Giguere et al. decision aid (4)
gives 30 extra diagnoses of prostate cancer per 1000 screened compared to 110 from NCI (3).
Problematic statements in recommendations are not restricted to quantitative estimates. One claim made
in several guidelines that is particularly inappropriate is that screen-detected prostate cancers cannot be
risk stratified. As examples, the ACS states that “it is currently not possible to predict which men are
likely to benefit from treatment”; a decision-aid designed for patients states that “there are two types of
prostate cancer — harmless and dangerous ... and doctors can’t tell which one a man has ... [moreover]
treatment may or may not help men with dangerous prostate cancer” (11). Such claims can only be seen

as highly suspect given the long established prognostic value of Gleason grading (12) and the availability



of validated multivariable risk prediction tools (13), as well as clear evidence from randomized trials that
mortality reductions associated with treatment are larger for higher risk tumors (14, 15).

Considerable doubts can also be raised about the appropriateness of current recommendations to daily
clinical practice. One of the authors of this paper (KE) has conducted extensive interviews with primary
care physicians on the topic of PSA screening. A key concern for many was the time it would take to
undertake “a detailed discussion of the pros and cons of using the [PSA] test” (NCI recommendations
(3)), including uncertainties about key estimates and the importance of different individual values and
preferences. For instance, consider the time required to meet a published recommendation that includes
16 separate items of information to impart to the patient (including open ended issues such as discussing
“controversies” of screening) and 12 separate questions to ask about preferences (16). Time spent in
discussions about PSA is time not spent on other preventive services, resulting in an opportunity cost.
Expenditure of considerable amounts of time was also felt to be an inherent bias towards screening:
patients felt that doctors would not engage in a long discussion about PSA screening unless they thought
that it was worth doing.

Moreover, the value of a “detailed discussion” about PSA depends critically on primary care providers’
knowledge. Less than one in five are confident in their knowledge about PSA, with a low correlation
between confidence and actual knowledge (17). Fear of missing a cancer looms large, regardless of how
limited the screening capabilities may be. It is perhaps unsurprising then that only about half of primary
care physicians are compliant with recommendations to discuss screening with eligible patients (18), with

a large proportion adopting a default “screen all” or “screen none” approach.
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Evidence Base and Rationale

Most men will develop prostate cancer if they live long enough.

Autopsy studies show that cancer is often found in the prostates of men who die of other causes, > 60% in
men over 80. (1)

Only a small proportion of men with prostate cancer die from the disease.

The yearly incidence of prostate cancer is about 8 times the yearly mortality rate. (2)

Screening reduces risk of death from prostate cancer.

There are two major randomized screening trials. The US-based PLCO trial (3) was described by the
authors as a trial of “systematic vs. opportunistic” screening because about half of those in the control
group continued to receive PSA tests despite their randomization to a no screening group. The European
ERSPC trial had lower rates of contamination, and truly tested the value of screening in men who would
not otherwise be screened. In ERSPC, screening led to a 21% relative reduction in the risk of prostate
cancer mortality at 11 years. (4) US population trends show that prostate cancer mortality has fallen by
over 40% since the introduction of PSA testing (2), an effect difficult to attribute to a cause other than
screening (5).

Screening detects many low risk or "'indolent™ cancers that do not need treatment.

In both the ERSPC trial (4) and population-based US data (6) about 60% of cancers were graded as
Gleason 6, indicating low risk disease.

Most low risk cancers do nonetheless end up getting treated.

About 90% of US patients with low risk prostate cancer are subject to curative treatment. (7)

Prostate cancer treatment is associated with a risk of serious problems such as incontinence, erectile
dysfunction and bowel problems.

Surgery for prostate cancer can lead to urinary incontinence and erectile dysfunction; radiotherapy is

associated with lower rates of erectile dysfunction, but can cause bowel problems. (8)



Most cancers found by screening don’t need to be treated and can be safely managed by careful
monitoring

Most cancers detected by screening are low risk. Longitudinal cohort studies show that patients with low
risk prostate cancer managed by active surveillance have extremely low rates of cancer-specific mortality.
(9)

If you choose to be screened, there is a good chance that you will be diagnosed with a low risk cancer.
The incidence of prostate cancer in men undergoing screening is approximately 10% at 10 years (4). At
least half of these cancers are low risk. (4)

If you have a low risk cancer, your doctors or your family may pressure you to treat it.

Most urologists and radiation oncologists, especially those outside academic medical centers, routinely
treat almost all low risk cancers (7). Family pressure is commonly reported by clinicians who do promote
active surveillance.

If you are concerned that you would be uncomfortable knowing that you have cancer and not treating
it, then screening may not be for you.

If you are confident that you would only accept treatment for an aggressive cancer, and would not be
unduly worried about a diagnosis of low risk disease, then you are probably a good candidate for
screening.

Most decision-analyses of PSA screening report that the net benefit is borderline (10). Patients who are at
high risk of overtreatment are therefore less likely to experience net benefit than those predisposed to

choose active surveillance for low risk cancer.
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