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Public Comment concerning Mathmetica’s recommendation regarding PSA screening quality measure

 



Members of CMS Quality Measures Committee:

I am writing on behalf of the Washington State Urology Society (WSUS) membership regarding the CMS contractor Mathmetica’s recommendation of using PSA screening as a quality measure. Most urology organizations and the American Cancer Society disagree with the “D” rating handed down by the US Preventative Services Task Force (USPSTF) May 21, 2012 regarding prostate cancer screening.  The fallout of that decision has resulted in far less prostate cancers being diagnosed this year and we fear will lead to a higher number of prostate cancer deaths. Mathmetica is taking the same view as the USPSTF and recommending PSA screening be linked to quality care. We feel this action would be very irresponsible and is politically and morally indefensible. CMS should not get in the middle of this statistical disagreement between the USPSTF (an organization that did not seek meaningful input from urologists, radiation oncologists or medical oncologists) and the experts that actually treat prostate cancer.  Not getting a PSA should in no way be a quality measure unless not getting this test shows compromised quality.

Prostate cancer is the 2nd leading cause of cancer death in men (kills more men than colon cancer). The advantages and disadvantages of PSA screening regarding survival are certainly debatable. Most of the controversy is regarding the interpretations of the Prostate, Lung, Colon and Ovarian Cancer Screening Trial (PLCO) and the European Randomized Study of Screening for Prostate Cancer (ERSPC). It is key to recognize the significant limitations of those studies when attempting to make policy decisions. The PLCO was a study of “some screening” v. “good screening” (i.e. pre-screening contamination). However, the PLCO still showed that in young men with no co-morbidities there was a statistically significant reduction in prostate cancer deaths. Updated data from ERSPC has demonstrated a 21% risk reduction in prostate cancer related death associated with screening (up to 29% after accounting for non-compliance).

Regardless of how either study is interpreted, the U.S. 1990 age-adjusted death rate from prostate cancer was 39 per 100,000 and in 2009 was 18.5 per 100,000, likely from increased prostate cancer screening with the advent of widespread PSA testing. Additionally, the Goteborg Trial also showed a substantial 44% relative risk reduction in prostate cancer mortality in men 50-64 years after a median of 14 years. Importantly, the risk reduction occurred in a setting where many of the patients were not aggressively treated for prostate cancer, indicating that the harms of PSA-based screening can, in fact, be minimized by good clinical practice.

The SEER Registry data demonstrates a 75% reduction in the proportion of men with prostate cancer who present with metastatic disease, as well as a 42% reduction in age-adjusted prostate cancer mortality during the PSA era. No other screening test available can boast such a dramatic reduction in the risk of developing metastatic disease. The relative survival at 10 years for a patient with localized prostate cancer was 72%, compared to 3% for a patient with distant (metastatic) disease. Models developed in our state at the University of Washington (CISNET) demonstrated that early detection through screening could account for approximately 45-70% of the decline in prostate cancer mortality under a “stage-shift” mechanism for screening benefit. 

The dialogue created by the USPSTF has done a disservice to our male patients in several ways.  Blanket screening of men for screening is one thing, but patients with lower urinary/pelvic symptoms and patients at higher risk of death from prostate cancer are not even being screened adequately.  The American Academy of Family Practice Choosing Wisely campaign has even recommended to never perform a rectal exam for screening purposes. What is the harm in a physical exam? Those at higher risk such as African Americans, patients with a significant family history and those with increased prostate cancer risk (e.g. Agent Orange exposure) are being denied shared decision making because of the “harms” of prostate cancer screening. What about the harms of not screening? Our organization is worried that Mathmetica’s recommendation to make PSA screening a quality measure will make appropriate evaluation in patients with symptoms, or those that are at increased risk, to be even less likely to receive a proper evaluation with PSA/DRE for fear of financial repercussions to the physician.

Any urologist will attest to the fact that we are seeing an increase in advance prostate cancer in our clinics. The LHRH agonist/antagonist (initial treatment for metastatic disease) sales force will admit to a 3-4% increase in sales because of an increased presentation of metastatic prostate cancer over the last 4 years since the “PSA downgrade”. In the state of Washington our urologists have certainly noticed this. We all have stories of patients being denied PSA screening (despite requesting it) and then presenting back later with metastatic disease. We believe the “risks of screening” have been overstated as treatments become more precise and when less prostate cancers are being treated in an era where active surveillance has been embraced for low risk disease. The harms of treatment for metastatic prostate cancer therapy should be considered just as carefully given the greatly increased risk of metastatic disease in an unscreened population. As stage migration regresses back to the pre-PSA screening era, we will have more men on hormone deprivation, dealing with bone pain and pathologic fractures and urinary obstruction. 
Reverting back to a focus on shared decision making is very appropriate when considering all the recent improvements in screening tools, genomic testing and adoption of active surveillance (monitoring patients without active treatment) when medically appropriate.  Active surveillance for low risk disease and improved screening tools such as 4K score, PCA3 and ERSPC risk calculator aid in the detection of intermediate and high grade disease prior to biopsy. Genomic testing on biopsy tissue such as Oncotype Dx and Prolaris are increasingly being used to aid in predicting those with very low and intermediate risk disease (eg. Oncotype Dx and Prolaris).   Therefore, CMS should not interject themselves in this very polarizing debate regarding screening for prostate cancer. The WSUS suggests you reject Mathmetica’s recommendation to use PSA screening as a “quality measure”.
Thank you for soliciting opinions and considering the WSUS position on this important topic. Feel free to reach out to us for any additional comment or resources we can offer you. We would appreciate your sincere consideration of important comments and eagerly look forward to your updated recommendations.

Respectfully,


Jeffrey L. Evans, MD
President of Washington State Urology Society
Cell: 206-852-3397
jeffreylewisevans@yahoo.com
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