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US Preventive Services Task Force (US PSTF) Recommends Against PSA Screening: 
Frames the Need to Recognize Prostate Cancer as a Public Health Priority & 

Issue a National Call to Action to Improve Diagnostic Tools for Early Detection

By Faina Shtern, MD, President, AdMeTech Foundation

Recently, US PSTF recommended against PSA screening in healthy men citing scientific evidence (1). This recommendation follows similar guidelines of the American Cancer Society (issued in March 2010) -and caused a similar concerted outcry in medical and advocacy communities. The proponents of the recommendations are citing clinical trials which raised questions about the benefits of PSA screening in saving lives and highlighted its harm due to wide-spread unnecessary biopsies and over-treatment. The opponents are pointing out the continuous controversy surrounding the very design of these clinical trials and the interpretation of the current scientific evidence.   

However imperfect, the PSA test is the best tool men have today for early detection of prostate cancer which is critical for saving lives. Since its introduction in 1986, PSA screening has made a profound impact on prostate cancer care: According to the National Cancer Institute's SEER database, over 90% of men are diagnosed with early disease and consequently, have 100% survival rate within 5 years of diagnosis (2). The overall 5 year survival rate is 99.4% today compared to 75.8% in 1985 (2,3). However, when men are diagnosed with advanced, metastatic prostate cancer, 5 year survival rate remains as low as 28.7% (2). Even though curable when detected early, prostate cancer remains the second most lethal malignancy in men. African American men are 250% more likely to die.

When evaluating a screening test, we take into consideration its benefits vs. risks of the diagnostic and therapeutic procedures. The US PSTF and ACS recommendations raise a critically important question: Is PSA screening the real culprit causing over-diagnosis and over-treatment?

When men are healthy, they undergo PSA screening for early detection of prostate cancer. When men have abnormal PSA or suspicious clinical symptoms, they are referred for a diagnostic evaluation. Currently, we have no accurate diagnostic tools to determine if men with increased PSA need biopsies, let alone treatment. A recent large-scale, long-term study of prostate cancer mortality in over 11,000 men after radical prostatectomy concluded that over-treatment is caused largely by the lack of confidence in grading and staging of prostate cancer with current diagnostic tools, including biopsies (4,5). Indeed, it has been shown that standard biopsies performed in random and blind fashion under-estimate or over-estimate Gleason grade –one of the most important criteria for clinical decisions - in most men undergoing surgery (4-6). These studies highlighted the need to improve biomarkers and imaging tools for guidance of biopsies and treatment (4-6).   

The US PSTF report recommended to re-calibrate PSA testing and to develop more specific biomarkers for improved diagnostic evaluation, including differentiating aggressive from indolent prostate cancer. What this report didn't address is the critical importance of the advanced imaging tools to locate suspicious lesions for accurate guidance of biopsies, and/or to improve risk assessment and characterization of these lesions to determine if biopsies are needed to begin with. Neither did this report address wide-spread treatment failures because men do not have accurate diagnostic imaging to assess prostate cancer location, stage and grade. 
Emerging scientific data indicates that experimental imaging tools such as MRI may transform diagnostic evaluation and care for men who have rising PSA by: 
1) Detecting as many as 59-60 percent of clinically significant prostate cancer cases missed with blind biopsies (7);  
2) Accurately assessing stage and grade of prostate cancer (8-11); and

3) Enabling image-guided, minimally-invasive focal treatment which may reduce life-altering complications compared to radical prostatectomy while assuring comparable cancer control (12). 

The magnitude of the prostate cancer epidemic, which strikes as many as 1 in 6 men, exceeds that of even breast cancer (afflicting 1 in 8 women). And yet, men do not have reliable diagnostic tools akin to life-saving mammograms. US PSTF and ACS recommendations frame a choice we are facing: To invalidate PSA screening, or to focus on the critical need to develop improved diagnostic tools so that physicians can make informed clinical decisions about whether men with abnormal PSA level should have biopsies and treatment.

The current passionate debate about PSA screening has an uncanny resemblance to the intense disagreements regarding film-based mammography 20 years ago. At that time, the mammography controversy led to increased government investment in the development and testing of advanced diagnostic and therapeutic tools. In turn, digital imaging transformed breast cancer care by improving screening, decreasing unnecessary procedures, saving lives and creating minimally-invasive, precisely-targeted approaches to biopsy and treatment. Clinical trials produced scientific evidence, which made it possible to accept these technologies as a standard of patient care and played a central role in petitioning and other advocacy efforts before the US Congress, leading to a resounding defeat of the US PSTF recommendations against routine digital mammography screening only last year, in 2010.  Indeed, US Senate “passed 2 amendments to the healthcare legislation, requiring the federal government to ignore the US PSTF recommendations and guaranteeing no-cost breast screening for women in their 40s” (13) .     
 

Recommendations by US PSTF and ACS against PSA screening bring into a sharp focus the critical importance of recognizing prostate cancer as a public health priority similar to breast cancer and focusing national attention on investment in research, development and testing of advanced diagnostic tools which will drastically reduce over-treatment and over-diagnosis. Improved diagnostic tools will improve quality of life in millions of men and reduce billions of dollars in health care costs.

Only last month, key Massachusetts legislators had set a historic precedent by recognizing prostate cancer as a public health priority, central issue in men's health and major disparity area  - and issued a call to action to advance early detection and treatment (www.admetech.org ). Public awareness and advocacy akin to breast cancer will make it possible to bring the Massachusetts State House model to the US Congress. Recognition of prostate cancer as a national priority will make it possible to assure men's access to PSA screening today and to increase investment in research for facilitated advancement of prostate diagnostic tools and their transfer from laboratories to patients. We will be able to produce scientific evidence which will effectively address US PSTF recommendations and concerns. With accurate diagnostic tools, men will fully benefit from PSA screening and physicians will be empowered to drastically reduce over-diagnosis and over- treatment. 
Perhaps US PSTF recommendations demonstrate that it is time for us to create a One Million Man Petition to US Congress. 
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