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• Scandinavian RCT of RP vs. watchful waiting, 

localized cancer

• <10% of PCA detected through screening

• Reduced PCA specific mortality from 18% to 

12.5% in RP group compared to WW at 12 years 

(P=0.03, NNT=23)

• Overall mortality reduced 40% to 33% (N.S.)

Effectiveness of Therapy

(Bill-Axelson et al , JNCI 2008;100:1144)



Risk of Death from Prostate Cancer

(Bill-Axelson et al. JNCI 2008; 100:1144)



Morbidity of EBRT or RP at 5 years

Complication

Incontinence (requiring pads)

Erection insufficient for intercourse

Bothered by bowels

EBRT RP

Probability following:

4%

64%

4%

29%

79%

5%

(Fowler et al, J Clin Oncol 1996;14:2258)

Additional treatment (w/in 2-4 yrs.) 24% 26%

(Potosky et al, JNCI 2004;96:1358)



Prostate Cancer at Lower PSA Levels

• Prostate Cancer Prevention Trial placebo arm

• Biopsied all regardless of DRE, PSA

PSA level

< 0.6

0.6 - 1.0

1.1 - 2.0

2.1 - 3.0

3.1 - 4.0

Probability of PCA

7%

10%

17%

24%

27%

(Thompson et al, NEJM 2004;350:2239)



Uncertainty about Outcomes
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The Complexity of Decisions

PSA



• Randomized, annual screening vs usual care

• 10 centers in U.S.

• 38,343 screening vs 38,350 control

• Age 55-74

• Uniform screening protocol = Annual PSA for 6 

yr, DRE for 4 yr

• PSA>4.0 ng/mL or suspicious DRE referred for 

further evaluation via usual care

• Median follow-up 11.5 yrs, range 7.2-14.8

PLCO Trial: Methods

(Andriole et al, NEJM 2009,360:1310)



• Screening group: compliance 85-86% for DRE & 

PSA 

• Controls: rate of PSA screening 40% year 1 to 

52% year 6, 41- 46% for DRE 

• Vital status follow-up 98% at 7 yrs, 67% at 10 yrs

• 22% increase in PCA diagnosis in screened group 

at 7 years

• No mortality PCA benefit was seen for 

combined screening with PSA and DRE over 7-

10 years

PLCO Trial: Results

(Andriole et al, NEJM 2009,360:1310)



• Relatively low number of endpoints so far (174 

PCA deaths)

• High levels of pre-screening

• Control group contamination – about half had a 

PSA by year 5

• Cause of death assigned with knowledge of 

treatments- possible bias towards assigning 

PCA to those with attempted curative 

treatment

PLCO Trial: Limitations

(Andriole et al, NEJM 2009,360:1310)



• Randomized, offered screening vs not

• Patients from a collection of trials in 7 countries

• 72,890 screening vs 89,353 control

• Age 55-69

• Screening protocol varied by site

• Screening group = offered PSA average of once 

every 4 years, no DRE

• PSA>3.0 ng/mL biopsied, local policies for 

evaluation and treatment

• Median follow-up 9 yrs

ERSPC Trial: Methods

(Schroder et al, NEJM 2009,360:1320)



• Screening group: 82% at least one screening

• Cumulative incidence of PCA = 

8.2% screen group vs 4.8% controls

• 20% relative reduction in PCA death rate in 

screen group

• Rate ratio for PCA death = 0.8 (screened vs 

control, 95% CI 0.65-0.98, p=0.04)

• Absolute reduction = 

7 PCA deaths/ 10,000 men screened

ERSPC Trial: Results

(Schroder et al, NEJM 2009,360:1320)



• No information on possible control group 
contamination

• Possible differences in management protocols 
between groups make it difficult to separate 
benefit from screening vs subsequent 
management

• Cause of death assigned with knowledge of 
treatments- possible bias towards assigning 
PCA to those with attempted curative 
treatment

ERSPC Trial: Limitations

(Schroder et al, NEJM 2009,360:1320)



Breast Cancer vs Prostate Cancer Screening

Per 10,000 screened for 10 years :

Breast CA

(age 40-69)

800

50

5

2,000

10

Prostate CA 

(age 55-69)

2400

350

7

1,400

50
(Gotzsche et al, Cochrane Database, 2006

Elmore et al, NEJM 1998, 338:1089

Schroder et al, NEJM 2009, 360:1320)

# biopsies

# extra CA diagnosed

# lives saved

# screened/ life saved

# treated/ life saved
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The ACS Recommends:

“…that asymptomatic men who have at least a 

10-year life expectancy have an opportunity 

to make an informed decision with their 

health care provider about screening for 

prostate cancer after they receive 

information about the uncertainties, risks, 

and potential benefits associated with 

prostate cancer screening.”

(Wolf et al, CA Cancer J Clin 2010; 60:70)
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• In 17 RCTs, exposure to a decision aid resulted 

in:
– Improved patient knowledge

– More confidence in testing decisions

– Decreased interest/screening behavior among 

patients in routine care settings

– No change interest/screening behavior among 

patients seeking testing

– Increased interest in watchful waiting as a treatment 

option if diagnosed with prostate cancer

Systematic Review of PSA Decision Aids

(Volk et al , Am J Prev Med 2007;33:428)



The Doctor Merenstein Problem

• National guidelines 

consistently recommend 

a shared decision making 

process before a PSA 

blood test for prostate 

cancer screening.



The Doctor Merenstein Problem

• However, physicians 

may fear a malpractice 

suit for an “error of 

omission” if they follow 

the guidelines, a patient 

declines PSA testing, 

subsequently develops 

advanced cancer, and 

regrets his decision.

http://www.medical-malpractice-law.com/medical_malpractice_consultation.asp


• This concern was reinforced by a 2004 JAMA article, 

“Winners and Losers”, by Dr. Daniel Merenstein, 

whose residency program was successfully sued for $1 

million for his not performing a PSA test, despite 

documenting a discussion of the risks and benefits:

“A major part of the plaintiff ’s case was that I did not 

practice the standard of care…Four physicians testified 

that when they see male patients over 50 years, they 

have no discussion with the patient about prostate 

cancer screening: they simply do the test.” 

(Merenstein D. JAMA 2004;291:15)

The Doctor Merenstein Problem



• Was the outcome of the Merenstein trial 

atypical?

• “Mock trials” are commonly conducted in 

“real” malpractice suits to gauge potential 

jurors‟ responses to the facts of the case

• This study was devised to determine 

reactions of potential jurors to variations of 

a hypothetical PSA malpractice case, using 

“mock trials” as a laboratory. 

(Barry et al. J Law Med Ethics 2008;36:396)

Doctor Merenstein Revisited



• In 2007, we conducted 6 

focus groups with a total 

of 47 potential jurors 

recruited through an ad in 

a Boston newspaper

• Focus groups were 

presented with up to three 

scenarios in a hypothetical 

malpractice case involving 

an allegation of failure to 

order a PSA test.

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)



• Basic Facts of the Case, all Scenarios:

– Visit to a PCP at age 50 in 1998 in MA

– No lower urinary tract symptoms

– No risk factors for prostate cancer

– Patient moves to VA, PSA done without discussion 

by another PCP at age 52

– PSA is elevated, biopsies show aggressive PCA

– Patient ultimately has evidence of progressive, 

hormone-refractory prostate cancer despite 

undergoing surgery, radiation, and androgen 

deprivation

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)



• Testimony at Trial, all Scenarios:

– Plaintiff testifies that if he had been better informed 

in 1998, he would have wanted a PSA test

– Plaintiff ‟s expert testifies the standard of care was 

to order a PSA without discussion, and that if a PSA 

had been done, the cancer would have been cured

– Defendant testifies he always discussed the pros and 

cons of the PSA test starting at age 50

– Defendant‟s expert testifies defendant met the 

standard of care based on national guidelines, and 

earlier detection might not have led to a cure

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)



• “No Note” Scenario (First three focus groups only)

– No note in the records documenting discussion

– Defendant testifies he always had such a discussion

– Plaintiff testifies he recalled no such discussion

• “Note” Scenario (All six focus groups)

– “Pros and cons of PSA discussed, patient declines.”

– Defendant recalls PSA mentioned, test discouraged

• “Decision Aid” Scenario (All six focus groups)

– “Patient watched PSA decision aid, declines test.”

– Defendant recalls watching, test discouraged

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)



•

•

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)
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•

•

Doctor Merenstein Revisited

(Barry et al. J Law Med Ethics 2008;36:396)

http://images.google.com/imgres?imgurl=http://blog.kir.com/archives/jurybox.GIF&imgrefurl=http://blog.kir.com/archives/2005_06.asp&h=265&w=490&sz=46&hl=en&start=134&tbnid=tj5Z7VM8r5USeM:&tbnh=70&tbnw=130&prev=/images?q=jury+deliberations&start=120&gbv=2&ndsp=20&svnum=10&hl=en&sa=N


• “No Note” Scenario (First three focus groups only)

– 4/23 (17%) voted the standard of care had been met

– 14/19 (74%) who voted standard of care not met also voted 

harm resulted

• “Note” Scenario (All six focus groups)

– 34/47 (72%) voted standard of care had been met

– 11/13 (85%) who voted standard of care not met also voted 

harm resulted

• “Decision Aid” Scenario (All six focus groups)

– 44/47 (94%) voted standard of care had been met

– 2/3 (67%) who voted standard of care had not been met also 

voted harm resulted

Doctor Merenstein Revisited



• Better documentation that a patient made an 

informed decision to decline a PSA test 

appeared to provide much greater medical-

legal protection for a physician following 

national guidelines, with the greatest 

protection coming from the use of a PSA 

decision aid

Doctor Merenstein Revisited
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• In the United States in 2009, 192,280 men 

were diagnosed with prostate cancer

• 25% of all new cancers among men

• Lifetime risk of being diagnosed with 

prostate cancer is now 16% (~8% before 

PSA)

• Majority of prostate cancers diagnosed 

are „clinically localized”

Prostate Cancer Treatment
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• Surgery
– Open radical prostatectomy

– Laparoscopic radical prostatectomy

– Robot-assisted laparoscopic radical prostatectomy

• Radiation
– External beam radiotherapy

• 3D conformal

• IMRT

– Brachytherapy

– Proton beam therapy

– Robotic radiosurgery (“Cyberknife”)

• Cryosurgery

The Prostate Cancer Treatment Bazaar
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• “I remain dumbfounded that hospitals and physicians 

wish to develop “robotic surgery” programs that 

require an investment that can be conservatively 

estimated as a purchase price of more than $1.4 million, 

an annual maintenance contract of $100,000, and 

disposable equipment costs of approximately $1500 per 

case.”

• “…it remains unclear as to why many urologists and 

hospitals advocate RALP when the most important 

outcomes for our patients are not improved by this 

technique compared to the less expensive LRP or RRP.”

Robotic Assisted Laparoscopic RP (LARP)

(Cadeddu. J Urol 2010;183:858)




