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SUBMITTED ELECTRONICALLY: https://jira.oncprojectracking.org/browse/PCQM

Mathematica Policy Research
P.O. Box 2393
Princeton, NJ 08543-2393

Re: The Centers for Medicare and Medicaid Services/Mathematica Policy Research: Proposed Quality Measure for “Non-Recommended PSA-Based Screening”
	

Dear Mathematica EP PCQM Team:

Boston Scientific Corporation appreciates the opportunity to provide comments in response to the Center for Medicare and Medicare Services (CMS) proposed quality measure for “Non-Recommended PSA-Based Screening” as solicited by their contractor for the project, Mathematica Policy Research.

As the world’s largest company dedicated to developing, manufacturing, and marketing minimally-invasive therapies, Boston Scientific supplies medical devices and technologies that are used to treat many conditions including those associated with Men’s Health.  As such, we must take issue with this proposed quality metric both on its basic construct and the process used to develop it to date. 

We recognize that PSA screening has been the subject of significant scrutiny and debate over the past several years and its ability to identify the precise patient populations requiring additional invasive diagnostic testing and treatment has been questioned.  However, a quality measure with the title of “Non-Recommended PSA-Based Screening” that has as its numerator “(All) Men who receive a PSA-based screening test during the measurement period” seems to fundamentally overreach.    

Although you do propose a list of “Exclusions”, we do not find them to be reflective of the current prostate cancer literature. Moreover, the list of exclusions is not consistent with the American Urological Association’s Guideline on the Early Detection of Prostate Cancer.  While other physician organizations vary in their recommendation about which patients should receive PSA screening tests, virtually all agree that there are men in higher risk populations for whom PSA screening remains justified and may result in a positive risk benefit ratio.  We believe that your proposed “Exclusions” do not address these populations adequately. Further, the proposed approach would result in patients having to navigate the complex PSA literature and make potential life altering decisions without the full benefit of physician input.

This brings us to our second major concern.  We have been unable to ascertain whether there has been adequate representation from the relevant physician organizations, including the American Urological Association, in the development of this proposed quality measure.  That lack of collaboration is both telling and concerning.  The development of any such quality measure must include the appropriate physician stakeholders from the very outset in order to have credibility and acceptance.   A measure targeting a test with the history of controversy such as PSA screening is doomed to failure without it.

Finally, Mathematica cites the following as the rationale for this proposed measure; “The United States Preventive Services Task Force (USPSTF) recommends against PSA-based screening for prostate cancer for men of any age because the benefits of testing do not outweigh the harms (Moyer 2012).”  Yet the UPSTF is currently in the process of updating this specific recommendation (presently in the phase of public comment about research methodology). Therefore, we urge CMS to delay further development of this measure until the UPSTF has reviewed the literature, analyzed the evidence, and completed its update process. 

In closing, we reiterate our appreciation for the opportunity to provide comments on this proposed quality measure.  We are fully supportive of efforts to ensure the most effective use of our finite health care resources in the United States.  However, all such efforts at cost control must be tempered with an unwavering focus to ensure the very best care for all Americans.  In this particular case, we remain concerned that the proposed quality measure for “Non-Recommended PSA-Based Screening” is flawed in its design, lacking in appropriate physician input, and has the potential to do more harm to American men than good.  

Sincerely

 

Ronald A. Morton, Jr MD
Senior Medical Director
Boston Scientific
Urology and Pelvic Health 
ronald.morton@bsci.com 
952-930-6030 
www.bostonscientific.com
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