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November 8, 2011 
 
Dr. Robert Cosby 
c/o USPSTF 
540 Gaither Road 
Rockville, MD 20850 
 
Re: USPSTF Proposed Recommendation Statement on Screening for Prostate 
Cancer 
 
Dear Dr. Cosby, 
 
Men’s Health Network (MHN) welcomes the opportunity to offer comments on the 
United States Preventive Services Task Force (USPSTF) draft recommendation 
statement concerning PSA screening for prostate cancer.  Please accept the following 
as our comments for the record. 
 
According to the Surveillance Research Program at the National Cancer Institute: 
“On January 1, 2008, in the United States there were approximately 2,355,464 men 
alive who had a history of cancer of the prostate. This includes any person alive on 
January 1, 2008 who had been diagnosed with cancer of the prostate at any point prior 
to January 1, 2008 and includes persons with active disease and those who are cured 
of their disease.”  (http://seer.cancer.gov/statfacts/html/prost.html#survival)  
 
We contend that the data indicate that a significant number of those men are alive 
because they were diagnosed before their cancer had spread, and that the diagnosis is 
most often facilitated with a PSA test, or a series of such tests.  In its statement 
recommending against use of the PSA in men “…that do not have symptoms that are 
highly suspicious of prostate cancer,” the USPSTF appears to acknowledge that the 
PSA has benefits under certain circumstances, but only when a person’s prostate 
cancer has spread. 
 
In making a recommendation that PSA screening be graded a “D”, the USPSTF is 
looking for evidence from studies that almost everyone agrees are critically flawed.  We 
contend that stage of diagnosis and survival rates should be a determining factor when 
making a recommendation. 
 
Further, the USPSTF has taken a path that moves away from an examination of 
whether a screening test is life-saving or not. The draft recommendation on PSA 
screening seeks to save people from themselves; from possibly making unfortunate 
treatment decisions when they find they have cancer, taking the decision away from the 
person before he has a chance to make a decision he may later regret – or – before he 
has a chance to make a decision that may save his life. 
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Even more distressing is the message this sends men, their families, and the broader 
cancer community.  Is the cancer community to believe that early detection harms lives?  
Difficult and sometimes tragic decisions are faced by most who find they have cancer, 
from breast cancer, to lung cancer, to brain cancer.  Would we tell those unfortunate 
individuals that they should not have been diagnosed until their cancer had spread 
beyond any hope of cure? 
 
There are also far reaching statutory implications for the “D” recommendation.  The 
Affordable Care Act (ACA) gives the USPSTF responsibilities it had not enjoyed before, 
and while in the past it played a purely advisory role, it now finds itself square in the 
middle of health reform and the Affordable Care Act.  USPSTF recommendations have 
moved beyond advisory, they are now mandates to the entire country, determining 
many of the preventive services that a nation will receive. 
 
As an example of the far-reaching statutory influence the USPSTF now enjoys, the ACA 
gives the Secretary of Health and Human Services (HHS) the authority to deny payment 
for any service that is rated a “D” by the USPSTF. 
 

Sec. 4105. Evidence-Based Coverage of Preventive Services in Medicare. 
 
(a) Authority To Modify Or Eliminate Coverage Of Certain Preventive Services.—
Section 1834 of the Social Security Act 
 
(42 U.S.C. 1395m) is amended by adding at the end the following new 
subsection: 
 
‘‘(n) Authority To Modify Or Eliminate Coverage Of Certain Preventive 
Services.—Notwithstanding any other provision of this title, effective beginning 
on January 1, 2010, if the Secretary determines appropriate, the Secretary 
may— 
 
‘‘(1) modify— 
 
‘‘(A) the coverage of any preventive service described in subparagraph (A) of 
section 1861(ddd)(3) to the  extent that such modification is consistent with the 
recommendations of the United States Preventive Services Task Force; and 
 
‘‘(B) the services included in the initial preventive physical examination described 
in subparagraph (B) of such section; and 
 
‘‘(2) provide that no payment shall be made under this title for a preventive 
service described in subparagraph (A) of such section that has not received a 
grade of A, B, C, or I by such Task Force.’’. 
 
(b) Construction.—Nothing in the amendment made by paragraph (1) shall be 
construed to affect the coverage of diagnostic or treatment services under title 
XVIII of the Social Security Act. 
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Further, while private insurers (and arguably Medicaid) once looked to the USPSTF and 
other entities for guidance, they are now required to follow the recommendations of the 
USPSTF, providing coverage for all those USPSTF recommendations graded A and B, 
and certain breast cancer screenings, and are responding, as expected, to the other 
grades issued by this newly empowered panel.  Some insurers are already notifying 
their clients that PSA screening will no longer be covered, even those clients at high risk 
for prostate cancer. 
 
While statutory weight should not influence evidence-based findings, the USPSTF must 
be very careful in making decisions about a screening for cancer based on what a 
patient might do with the information from the test. That goes beyond the effectiveness 
of the test, but to the doctor-patient relationship and decision-making.  Basing a 
recommendation on a fear that a patient might make a regrettable decision about 
treatment (or non-treatment) could, and in this instance probably will, deny other 
patients’ access to a potentially life-saving screening. 
 
The question of PSA screening raised by the USPSTF seems to come down to this, 
“Does early detection of cancer, any form of cancer, save lives?”  Yes. 
 
“Does cancer always require active treatment?”  No. 
 
“Do people with cancer, practically any cancer, who choose active treatment sometimes 
make unfortunate treatment decisions, though those decisions, at the time they are 
made, may appear to be the correct ones?”  Yes. 
 
We do know that if we do not identify clinically significant cancer early, it is very likely to 
spread and prove fatal.  There seems to be no argument that the PSA can help identify 
clinically significant prostate cancer that otherwise would otherwise go undetected until 
it has spread. 
 
As flawed as the PSA is as an identifier of cancer, it is the only tool we presently have to 
identify possible cancer in men “…that do not have symptoms that are highly suspicious 
of prostate cancer.”  Waiting to use this tool until a man presents with “…symptoms that 
are highly suspicious of prostate cancer” is to condemn that man to a slow and painful 
death.  And, why should he be required to wait – because other men may make poor 
decisions?  Because some make poor decisions is no reason to deny a potentially life-
saving diagnosis. However, it is cause to call for better patient and physician education, 
better diagnostic tools, and better decision-making tools. 
 
The USPSTF recommendation against use of the PSA for early detection of prostate 
cancer (PCa) provides no differentiation between the general population and men at 
high risk.  This places high risk men (African-Americans, those exposed to Agent 
Orange, and those with a family history of PCa) in danger of being diagnosed with 
advanced prostate cancer.  It also places at high risk those men not in one of those 
three categories who may have aggressive prostate cancer.  Let’s examine what we 
know of these special categories of men: 
 
African-American men: African-American are 1.6-times as likely as white men to 
develop prostate cancer, but 2.38-times as likely to die from prostate cancer.   



 
 

 4

 
Further, the 5-year relative survival rate among African-Americans is 96%, compared to 
approximately 100% among whites.  Prostate cancer is diagnosed at the local or 
regional stage in 90% of African Americans and 92% of whites. 
 
The 5-year relative survival rate among African-Americans who are diagnosed with 
early stage prostate cancer is close to 100%, but drops to 29% when the cancer has 
spread to distant sites. 
 
The American Cancer Society states that the steady decline in African American 
prostate cancer death rates since a peak in 1993 is possibly due to improved treatment 
“and early detection by PSA.”  However, they also point out that “a major U.S.-based 
randomized trial” (also referenced by the USPSTF) failed to show any benefit, and that 
two European trials showed a modest benefit.” (American Cancer Society.  Cancer 
Facts and Figures for African Americans 2011-2012. pages 10,12,14.).   
 
MHN would propose that early detection is in part responsible for the improved 
treatment outcomes, and that the PSA is in great part responsible for the early 
detection. 
 
 
Men exposed to Agent Orange: Giri et al. (2004) found that Vietnam veterans 
exposed to Agent Orange were more than 2-times as likely to develop prostate cancer 
and that when diagnosed the cancer was more aggressive. 
 

 “…twice as many exposed men were diagnosed with prostate cancer 
(OR=2.19), they developed the disease at a younger age, and they had a more 
aggressive variant of prostate cancer.”  
 
(Addendum to the Toxicological Profile for Chlorinated Dibenzo-P-Dioxins 
(CDDs): Part I. Human Studies.  U.S. Department Of Health And Human 
Services, Public Health Service, Agency for Toxic Substances and Disease 
Registry. April 2011. Page 14.) 
Found at: www.atsdr.cdc.gov/toxprofiles/cdds_addendum.pdf) 

 
 
Men with a Family History: The Centers for Disease Control and Prevention (CDC) 
reports that men with a brother, father, or son who has been diagnosed with prostate 
cancer are 2- to 3-times more likely to develop prostate cancer. 
 

Risk Factors 
Family history: Certain genes (the functional and physical units of heredity 
passed from parent to offspring) that you inherited from your parents may affect 
your prostate cancer risk. Currently, no single gene is sure to raise or lower your 
risk of getting prostate cancer. However, a man with a father, brother, or son who 
has had prostate cancer is two to three times more likely to develop the disease 
himself. 
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(Bostwick DG, Burke HB, Djakiew D, Euling S, Ho SM, Landolph J, Morrison H, 
Sonawane B, Shifflett T, Waters DJ, Timms B. Human prostate cancer risk 
factors. Cancer 2004; 101(10 Suppl):2371–2490.) 
As cited at: www.cdc.gov/cancer/prostate/basic_info/risk_factors.htm#1 

 
Next, let’s examine the effect that early detection of prostate cancer (and use of the 
PSA) has on mortality. 
 
A presentation at the African American Prostate Cancer Disparity Summit (a prelude to 
the Congressional Black Caucus annual meeting) in the Fall of this year (2011) by 
National Cancer Institute researchers was informative in providing data on the use of 
PSA and its effect on mortality.  
 
In a presentation titled, Understanding Prostate Cancer Disparities Through NCI SEER 
Data, presenters Kathy Cronin Ph.D. MPH and Angela Mariotto Ph.D. of the 
Surveillance Research Program at the National Cancer Institute provided information 
demonstrating the effect that early detection using the PSA has had on prostate cancer 
mortality. Exact language from that presentation is below:  
 

(slide 25) 
 
Modeling the Impact of Screening on Incidence and Mortality Rates 
 
> Cancer Intervention and Surveillance Modeling Network (CISNET) 
 
NCI sponsored consortium of modelers 
 
> Model the impact of cancer control interventions (Screening, Treatment, 
Primary Prevention) on current and future cancer trends in the U.S. population 
 
Inform optimal cancer control planning 
 
CISNET prostate models have been used to evaluate benefits and harms of PSA 
screening 
 
http://cisnet.cancer.gov 
 
(slide 26) 
 
Modeling the Mortality Decline Attributable To Prostate Cancer Screening 
 
> Mortality for prostate cancer has declined nearly 40% between 1994 and 2007, 
from 38.5 to 23.5 deaths per 100,000 
 
> Two CISNET models projected prostate cancer mortality in the presence and 
absence of PSA screening 
 
> Models suggest between 45% and 70% of the mortality decline observed in the 
1990s could be attributed to the stage-shift induced by screening 
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Etzioni et al. Cancer Causes and Control 2008 

 
 
This last point is worth repeating, and is critical to the USPSTF final recommendation: 
 

> Models suggest between 45% and 70% of the mortality decline observed in the 
1990s could be attributed to the stage-shift induced by screening 

 
 
A closer look at SEER data provides the following, found at:  
http://seer.cancer.gov/statfacts/html/prost.html 
 

Surveillance Research Program at the National Cancer Institute, Surveillance 
Epidemiology and End Results data 
 
Survival & Stage 
 
Survival can be calculated by different methods for different purposes. The 
survival statistics presented here are based on relative survival (A measure of 
net survival that is calculated by comparing observed (overall) survival with 
expected survival from a comparable set of people that do not have cancer to 
measure the excess mortality that is associated with a cancer diagnosis.), which 
measures the survival of the cancer patients in comparison to the general 
population to estimate the effect of cancer. The overall 5-year relative survival for 
2001-2007 from 17 SEER geographic areas was 99.4%. Five-year relative 
survival by race was: 99.7% for white men; 96.2% for black men. 
 
Stage Distribution and 5-year Relative Survival by Stage at Diagnosis for 2001-
2007, All Races, Males 
 
Stage at Diagnosis Stage Distribution (%) 5-year Relative Survival (%)
Localized (confined to 
primary site)  

81  100.0 

Regional (spread to 
regional lymphnodes)  

12  100.0 

Distant (cancer has 
metastasized)  

4  28.7 

Unknown (unstaged)  3  69.9 
 
The stage distribution (Stage provides a measure of disease progression, 
detailing the degree to which the cancer has advanced. Two methods commonly 
used to determine stage are AJCC and SEER Summary Stage. The AJCC 
method (see Collaborative Staging Method) is more commonly used in the 
clinical settings, while SEER has strived to provide consistent definitions over 
time with their Local/Regional/Distant staging.) is based on Summary Stage 
2000. 
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While we agree that the PSA is an imperfect test to determine if someone has PCa, it is 
the only test available and should not be abandoned until a better test is approved for 
general patient use. 
 
Screening is just the first step in a journey to possible diagnosis or cancer and treatment 
decisions.  The American Urological Association recommends a baseline PSA test for 
all men at age 40, in consultation with their physician.  This seems a reasonable 
recommendation as the change in PSA level over years, and the velocity of that change 
are important considerations in determining a person’s options. 
 
Screening of high risk men is particularly important and should be encouraged using the 
best available tools, including the PSA. 
 

# # # 
 
 
 


