
Title: Non-Recommended PSA-Based Screening

Comment: 
This following comments have been submitted by Prostate Cancer International -- a not-for-profit, US-based patient support and advocacy organization dedicated to the promotion of knowledge about and awareness of prostate cancer and related issues both nationally and internationally and to the support of prostate cancer education and research.
The following additional organizations have asked to be listed as additional signatories to this set of comments:
· The Prostate Net -- a non-profit patient education and advocacy organization dedicated to providing an interactive online network to maximize broad scale, mass communications of actionable health messages for Prostate Cancer Victims and their caregivers



The precise role of mass, population-wide, PSA-based screening for risk of prostate cancer through the use of the PSA test is highly controversial, and has been highly controversial for many years.
By contrast, the value of PSA testing for risk of prostate cancer and as a way to assess prostate health in individual men as they age is well understood, well appreciated, and well defined.
It is important to note that the PSA test is not approved by the U.S. Food and Drug Administration for the screening of men for risk of prostate cancer. However, it was approved, in 1994, for “the measurement of serum PSA in conjunction with digital rectal examination (DRE) as an aid in the detection of prostate cancer in men aged 50 years or older.” As an FDA-approved medical diagnostic test, it is our understanding that Medicare may be legally obliged to cover costs associated with the use of the PSA test for this indication.
No professional organization currently recommends that the PSA test should be used to carry out regular mass screenings for risk of prostate cancer on all men over any specific age (either annually or on any other specified time frame) without prior informed consent of the patient. However, many professional organizations -- including the U.S. Preventive Services Task Force -- acknowledge or recommend the role of PSA testing in otherwise healthy, asymptomatic adult males who either
· Have reason to be concerned about their risk for prostate cancer or
· Are members of groups of men known to be at heightened risk for prostate cancer based on their ethnicity, their family history, certain genetic characteristics, and certain other well-defined characteristics (including exposure to certain types of carcinogen, such as Agent Orange)
All of the organizations who recognize and acknowledge the value of the use of the PSA test to assess risk for prostate cancer among appropriate individual patients also recommend very clearly that the PSA test should only be used after a discussion between the patient and his clinician regarding the potential benefits and harms associated with use of the PSA test in this manner.
Prostate Cancer International would also note that the potential harms associated with the use of the PSA test itself are negligible, since they are confined to the potential harms associated with phlebotomy (the drawing of a blood sample), which is a common medical procedure carried out many millions of times every year for all sorts of reasons. 
The potential harms associated with (but not necessarily consequent to) conduct of a PSA test occur primarily when patients are poorly advised of all of the options now available to them if they are found to have an elevated PSA level suggesting the possibility of prostate cancer. In other words, there is no significant risk directly associated with the PSA test per se; any risk is associated with subsequent tests and their consequences (specifically inclusive of prostate biopsy and treatment for low-risk prostate cancers that could be monitored for a period of time).
The following authoritative organizations have all issued guidelines regarding the role of the PSA test in assessing the potential risk of individual patients for clinically significant prostate cancer that might require treatment:
· The U.S. Preventive Services Task Force (USPSTF) recommends against mass, population-wide, PSA-based screening for risk of prostate cancer, but, within its own guideline, states very specifically that
“Although the USPSTF discourages the use of screening tests for which the benefits do not outweigh the harms in the target population, it recognizes the common use of PSA screening in practice today and understands that some men will continue to request screening and some physicians will continue to offer it. The decision to initiate or continue PSA screening should reflect an explicit understanding of the possible benefits and harms and respect the patients’ preferences. Physicians should not offer or order PSA screening unless they are prepared to engage in shared decision-making that enables an informed choice by the patients. Similarly, patients requesting PSA screening should be provided with the opportunity to make informed choices to be screened that reflect their values about specific benefits and harms.”
It should also be noted that the USPSTF has very recently (October 2015) initiated a research process designed to re-assess its current recommendations about screening for risk of prostate cancer. Making changes in current recommendation about Medicare practices until this re-assessment has been completed would appear to be premature at best.
· The National Comprehensive Cancer Network (NCCN), which recommends in the most recent update to its guidelines for the early detection of prostate cancer (issued in 2015) that PSA tests be offered to men aged between 45 and 75 and states that, “The best evidence supports the use of serum PSA for the early detection of prostate cancer.”
· [bookmark: 151124512703f10a__ftnref4]The American College of Physicians (ACP) recommends discussion about risks and benefits of PSA screening in men between the age of 50 and 69 years.

· [bookmark: 151124512703f10a__ftnref5]The American Society of Clinical Oncology (ASCO) recommends discussion about risks and benefits of PSA screening in men with a life expectancy > 10 years.

· [bookmark: 151124512703f10a__ftnref6]The American Cancer Society (ACS) recommends discussion about risk and benefit of PSA screening in men: over the age of 50 years for men who are at average risk of prostate cancer and are expected to live at least 10 more years, over the age of 45 years for African Americans and men who have one first-degree relative diagnosed with prostate cancer at an age younger than 65 years, and over the age of 40 years for men with more than one first-degree relative diagnosed with prostate cancer at an age younger than 65 years.

· [bookmark: 151124512703f10a__ftnref2]The American Urological Association recommends discussion about risks and benefits of PSA screening in men between the age of 55 and 69 years, and in men 40 to 54 years who are African-American or have family history of prostate cancer.
Prostate Cancer International recognizes that the American Academy of Family Physicians (AAFP) currently recommends against “routinely screen[ing] for prostate cancer using a prostate-specific antigen (PSA) test or digital rectal exam.” However, that recommendation is qualified by the statement that, “Physicians should not offer or order PSA screening unless they are prepared to engage in shared decision making that enables an informed choice by patients.”
Thus, while there are subtle differences in opinion between various expert organizations about the precise role of the PSA test in assessing risk for prostate cancer, not a single expert organization suggests that the PSA test is inappropriate as a test to be used in assessment of risk of prostate cancer in individual, appropriately informed men who are concerned about such risk for any one of multiple possible reasons.
The proposed action utterly and critically fails to distinguish between the use of the PSA test as a tool to be used for mass, population-wide screening for risk of prostate cancer and the use of the PSA test as a tool to identify risk for prostate disorders in individual men as they age over time. The lack of clarity about this distinction would therefore threaten the ability of all men who seek a PSA test because they are concerned about their prostate health, including their potential risk for prostate cancer, at any specific point in time (which is not the same as annual or other forms of regular screening).
While the proposed action recognizes the value of PSA testing in men with a known elevation in the PSA level, or with a diagnosed disorder that affects PSA levels, it would effectively eliminate use of the PSA test in men with no clinical signs or symptoms of a prostatic disorder (prostate cancer specifically included). However, it is the use of the PSA test in exactly this group of men – and particularly in otherwise healthy males aged between about 45 and 69 -- that has been of the greatest value in helping to diagnose men at risk for clinically significant prostate cancer before there are any signs and symptoms of the disorder, and that is clearly associated with (if not entirely responsible for) the massive decline in both the prostate cancer-specific mortality rate and the risk for de novo diagnosis with metastatic prostate cancer over the past 25+ years.
Prostate Cancer International would strongly oppose the proposed revisions, the intent of which is to “to discourage the use of PSA-based screening in the general population of men.” We would further disagree categorically with the statement that, “A lower rate on this measure indicates better performance.”
Our opposition to the proposed revisions, as previously stated, is based on the failure to distinguish with complete clarity between: (a) the use of the PSA test as a true screening test, to be used in the entire male population aged between x and y years of age on a pre-specified time schedule (e.g., annually, biannually, etc.) and (b) the use of the PSA test to assess risk for prostate cancer in selected individuals who are either at known risk or are concerned about their risk and who have been advised in advance of the potential for subsequent consequences of other tests and or treatments for prostate cancer if prostate cancer is diagnosed. The PSA test, in and of itself, carries minimal risk. The potential harms associated with PSA testing are a consequence of subsequent decisions by individual patients based on guidance from their clinicians that have little or nothing to do with the actual PSA test itself.
Prostate Cancer International would also note that since the USPSTF issued its D rating for prostate cancer screening in 2012, 
· Other, new tests have become available that can be used to assist individual patients and their physicians to determine whether prostate biopsies are advisable or whether biopsy data suggest the need for actual treatment (as opposed to simply monitoring)

· There has been a massive increase in the quantity of sophisticated data supporting the roles of active forms of monitoring (active surveillance) and passive forms of monitoring (watchful waiting) as appropriate methods for managing carefully selected men with low-risk forms of prostate cancer and men who, for any one of several possible reasons, may have a limited life expectancy suggesting that their risk for prostate cancer metastasis or prostate cancer-specific mortality is extremely limited.
We believe that 
· The proposed revisions are based on a misguided understanding of the actual recommendation made in 2012 by the USPSTF.

· The PSA test is, in fact, at present (and for all its flaws) the lowest-cost option available to men and their doctors to help in the early diagnosis of clinically significant prostate cancer (although newer tests may be better, but this has yet to be confirmed).

· Discouraging use of the PSA test in the early detection of prostate cancer will lead to a massive increase in risk for de novo diagnosis with micro-metastatic and metastatic prostate cancer (back up to the levels seen in the mod 1980s).

· A man’s PSA value in his early to mid 40s may well be highly indicative of his lifetime risk for prostate cancer, allowing for identification and careful monitoring over time of the men at greatest risk for clinically significant prostate cancer that could lead to their deaths if not appropriately treated early.
On the other hand, Prostate Cancer International also believes that Medicare could and should discourage 
· The excessive use of the PSA test on an annual basis as a pure, population-based screening test in all men between the ages of (say) 45 and 75 who are otherwise healthy, who have no reason to believe that they are at particular risk for prostate cancer, and who have not been previously advised and informed of the possible consequences of an elevated PSA level as a result of such a test

· The overly aggressive use of invasive treatment for localized forms of favorable risk prostate cancer among men who are unlikely to have clinically significant prostate cancer that could lead to their deaths.

As we move from a patriarchal model of medical practice in which “Doctor knows best” to a personalized, informed consent model of medical practice that requires shared decision-making between doctor and patient, the arbitrary discouragement of the use of the PSA test among men who have reason to fear their risk for prostate cancer lacks scientific rigor and supporting data, quite apart from the consequent risks to those men who may die from advanced forms of prostate cancer simply because their cancer was not detected at a time when it could still have been cured.
We would conclude by pointing out that there is also limited evidence to support the use of annual screening mammograms in the management of breast cancer among the majority of women. The role of mammography in testing of women for risk of breast cancer is now nearly as controversial as the role of the PSA test. However, when the USPSTF issued a revised statement about the role of screening mammography some years ago, even DHHS declared that they would not accept the USPSTF’s recommendation.
[bookmark: _GoBack]Implementation of the proposed new policy is potentially injurious to men’s health, appears to take no account whatsoever of formal medical guidelines on the value of PSA testing, and is highly likely to ensure that we would return to rates of de novo diagnosis with metastatic prostate cancer and prostate cancer mortality not seen since the late 1980s. Furthermore, implementation of such a policy by Medicare would offer a green light to the commercial insurance industry that there was no obligation for it to cover the costs of PSA testing for any otherwise healthy and asymptomatic male of 18 years or older regardless of his level of risk for prostate cancer.
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