April 28, 2000

Executive Committee and Medical Surgical Procedures Panel

Medicare Coverage Advisory Committee

Health Care Financing Administration

Dear Panel Member:

I appreciate how difficult it is to develop a new process to address complicated and controversial issues and understand how the establishment of such a process in theory may seem appropriate and equitable to all interested parties.  In spite of all good intentions, often the actualization does not fulfill that intent.  I believe this is the case with the newly established MCAC process.

I was extremely distressed at the process and the outcome of the deliberations of the Medicare Coverage Advisory Committee Panel on Medical Surgical Devices on Urinary Incontinence.  There were so many elements that were of concern to me that it is difficult to know where to begin.

While the intent of the “open” panel discussions and presentations of advocates, patients, and providers was commendable, in actuality it was a charade. The wording of the question that the panel had to address totally negated any clinical or personal experience and made these presentations and frankly my presence on the panel superfluous.  If the panel was just going to base its conclusions on the literature review and BlueCross BlueShield TEC Technology Assessment, those making public testimony should have not taken the time or effort to write testimony or letters and travel across the country.  Nor should I have spent time reading all the testimonials and letters I received.  Additionally, they were unable to address the BCBS technology assessment since HCFA did not make it public until after the deadline for submission of comments.

Additionally, I felt that the information that was sent to the panel was skewed in the direction of non-approval.  While I understand that there was more information than people wanted to read and we were made aware of the availability of other information, I felt that the information sent was biased and one sided.  If the TECH assessment information was sent which had a negative conclusion, than the AHCPR guidelines should have been sent as well.  The first being a review of the literature by non-urologists and the second guidelines promulgated by experts in the field.  It was disturbing that HCFA chose to withhold the publication from AHCPR because it was “clinically oriented.”  

Furthermore, it seemed to be the consensus of the providers and advocates that biofeedback is and has always been used in combination with pelvic muscle exercises leaving one to wonder why HCFA split them apart and why we were even discussing pelvic floor exercises without biofeedback. If the question was whether biofeedback was effective then we should have been looking at trials only on the efficacy of biofeedback.

When a diagnostic therapy or device is not produced or marketed by an entity with substantial financial resources, it would be difficult, if not impossible to find multiple, placebo-controlled, peer reviewed trials and I suspect this is the case in many instances and will continue to be true with many of the new advances that come before HCFA.  As the executive director of an organization devoted to sound science and research, I understand the importance of peer reviewed scientific research and do not mean to denigrate its importance, but if that is going to be the only basis for evaluation we will potentially lose the availability of many potentially efficacious procedures or devices because there is no financial incentive to do the long term trials necessary for panel approval.

I am concerned that the impossible standard that HCFA has set means that every new and old technology must amass a body of research.  This will ultimately be a direct cost to patients who will be forced to pay or do without.  Meanwhile Medicare will deny payment based on the “Catch 22” that Medicare created.

I believe in the interest of fairness and hopefully in the intent to reach an educated and informed decision in an equitable fashion, that the information: science, personal letters, and testimony by health care providers and manufacturers should be weighted perhaps with some mathematical scoring so that decisions are not purely made on the statistical “science” in those instances when it would be difficult because of the therapy, the time needed, the lack of funding, and the appropriateness of controlled trials.

I was also disturbed that as a consumer representative I am unable to vote based on some perceived bias.  Similarly, the representative of the medical device industry is denied a vote.  Every other member of the Panel receives, or is eligible as a health care provider to derive income directly from Medicare.  The providers on the Panel certainly have greater personal conflicts over this decision than I as a consumer representative.  This was not addressed by HCFA.  Furthermore, it is my understanding that at least two members of the panel had or do serve on the technology assessment panel, clearly a conflict.

The second treatment we were asked to evaluate suffered from similar biases and was frankly doomed from the start.

And finally, we were admonished by HCFA that “coverage” was a forbidden topic of the panel, which was puzzling since the Committee to which I was appointed is the Medicare Coverage Advisory Committee.  Furthermore, each panel member, almost without exception, indicated that although they had to answer “no” to the question posed, they would have agreed to coverage, seemingly oblivious to the fact that the point of the panel deliberations was to advise HCFA in determining coverage and a negative conclusion most assuredly would not result in a positive coverage decision.

It is my understanding that dissatisfaction with the “secrecy” of the process was the impetus by Congress eight years ago to develop this new process, I do not believe, based on the results of the panel’s deliberations, that we have made any progress in addressing the concerns of the community.  

I am more than willing to continue to serve on the panel to help make this process open and fair.  I hope you will be able to address my concerns and the concerns of the minority opinion of the panel to reach this desired end.

Sincerely,
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Phyllis Greenberger, MSW

Executive Director

