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The National Alliance of State Prostate Cancer Coalitions (NASPCC) is a not-for-profit, advocacy organization (see www.naspcc.org) dedicated to the development and mentoring of state prostate cancer coalitions and the early detection of potentially lethal prostate cancer. Its activities are education and awareness; public policy advocacy; and the above mission with respect to state prostate cancer coalitions.
Currently the Guidelines of the U.S. Preventive Services Task Force (USPSTF) are comprised of a “D” Recommendation against prostate cancer testing utilizing the PSA blood test. Those Guidelines allow such testing only for symptomatic men (when it is too late for curative care) and for follow-up after prostate cancer treatment. However, the U.S. Preventive Services Task Force does acknowledge that if a man wishes to have an informed discussion about prostate cancer and prostate cancer testing, the physician must be prepared not only to have that discussion but to allow the man to make his own decision about testing based upon his values and preferences. This allowance for informed decision-making and for allowing the patient to make his own decision on testing based upon his personal values and preferences is found in the “Clinical Considerations” Section of the USPSTF Guidelines as well as in the Reply To Public Comments Section. Thus if a man has the informed discussion clearly allowed by the USPSTF and chooses to be tested, Medicare’s proposal would mean that the man’s physician would and should decline to perform the PSA test (contrary to the man’s decision) because he (the physician) would suffer financial consequences if he performs the test! This is nonsensical and dangerous, leaving men with risk of high-grade disease to lose an opportunity for early treatment and cure, not to mention that it would clearly make the rule allowing the patient to make his own decision empty, null and void.
We, the National Alliance of State Prostate Cancer Coalitions (NASPCC), are among those organizations who recognize and acknowledge the value of the PSA test to assess risk for prostate cancer by obtaining a baseline PSA for appropriate individual patients. We also recommend 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. Then it should be the patient’s decision. 
NASPCC contends that any harms associated with the use of the PSA test itself are negligible, since they are only the potential harms associated with phlebotomy (the drawing of a blood sample). Drawing blood is a common medical procedure which is carried out millions of times every year for all sorts of reasons. 
The potential harms associated with (but not necessarily a result of) a PSA test occur only when patients are poorly advised of all of the options available to them if they are found to have an elevated PSA level suggesting the possibility of prostate cancer. 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), which 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 and, in our opinion, misguided.
· 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.”
· The American Cancer Society
· The American Urological Association
· The American Society for Clinical Oncology
NASPCC acknowledges 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 most importantly 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. Lumping these uses together threatens 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).
The proposed Medicare action 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 obtaining a baseline PSA  – 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 in the risk for de novo diagnosis with metastatic prostate cancer over the past 25+ years.
NASPCC strongly opposes the proposed revisions, the intent of which is “to discourage the use of PSA-based screening in the general population of men.” We would further disagree with the statement that, “A lower rate on this measure indicates better performance.”
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.
The National Alliance of State Prostate Cancer Coalitions (NASPCC) also notes 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 suggests 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.
NASPCC contends 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 the lowest-cost option available to men and their doctors to help in the early diagnosis of clinically significant, potentially lethal prostate cancer. Although newer tests may be better, this has yet to be confirmed.
· [bookmark: _GoBack]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 mid 1980s).
· A man’s PSA value in his early to mid 40s (a baseline PSA) 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.
As we move to a personalized, informed-decision making 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.

