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Hugh Hill, MD JD

Acting Director

Coverage and Analysis Group

Health Care Financing Administration

Room S3-09-27

7500 Security Boulevard

Baltimore, MD  21244-1850

SENT VIA FACSIMILE AND FEDERAL EXPRESS

Dear Dr. Hill:

While EMPI understands the challenges HCFA faces in developing a process that is fair and equitable to all parties involved, I have several concerns regarding the April MCAC Medical and Surgical Procedures Panel meeting which addressed urinary incontinence treatments.  As we indicated in our March 17th letter to you (copy attached), we had serious concerns about the openness and predictability of the process and were concerned that it would be difficult, if not impossible, for our technology to receive a fair hearing.  Unfortunately, our concerns were well founded and we were deeply disappointed with the “interim” process and the outcome of the deliberations. Please understand that Empi supports HCFA’s efforts to establish an open and clear coverage process and is committed to working with HCFA toward that goal.  Therefore we would like to offer the following observations and suggestions regarding the evidence standard, the role of Medicare “coverage advisory” committee, the role of public comments including professional medical societies, as well as some administrative observations.
The Interim Recommendations for Evaluating Effectiveness adopted by the MCAC Executive Committee were designed to provide a framework that would promote consistency within and between panels and promote accountability to the public by providing a consistent framework for decision making.  While the Executive Committee was well intentioned and should be applauded for their commitment to the principals of Evidence Based Medicine they clearly misunderstood their mission as defined for them in the MCAC Charter and within the framework of the Federal Register Notice (April 21, 1999) announcing HCFA’s process for making coverage decisions.    

According to these documents, the role of the MCAC is to provide the agency recommendations on whether or not a technology or service can be considered “reasonable and necessary” and then to make “recommendations on national coverage, which it must adopt by majority vote.”  MCAC referrals are made when the technology or service being considered is “the subject of significant scientific or medical controversy.” The directives given by the EC in their March meeting are in direct conflict with the intent of the MCAC Charter that provides for a process to review a controversial technology or service.  Thus, when put into practice, these directives will doom any referred service or technology to failure. 

In order for the Executive Committee and the Panels to be consistent with their Charter and the process as defined by the agency, we suggest the following changes be made:

· Refocus the Executive Committee and the Panels on the goal that was originally defined in the Charter and the Coverage Guidelines published in the Federal Register-that is, to provide coverage advice.

· Eliminate the “Interim Recommendations for Evaluating Effectiveness”.  While they are helpful in determining if a technology needs to be referred to the MCAC, they are unnecessary at this point in the process since the determination of the inadequacy of the evidence has already been made as illustrated by the actual referral.  These would be more useful if used prior to making an MCAC referral during the initial review of a technology by HCFA.

· The questions posed to the Panel should be changed to direct the Panel to evaluate the total body of evidence including technology assessments, clinical guidelines, the testimony of clinical and other technical experts, and that of the professional medical societies and the complete body of scientific data.  

· Require the Panel to come to a determination as to whether and when they would recommend coverage of the technology or service under review and adopt their recommendation by majority vote per the published guidelines (Federal Register-4/19/1999).

· The questions need to be made available to the Panel and stakeholders in a timely manner so as to facilitate substantive and relevant comments by the public and adequate preparation by the Panel thereby assuring a useful discourse on the issues.  In the April meeting, the questions changed the day of the meeting making it impossible for presenters to adjust their presentations accordingly.  This is especially problematic since individuals were given between 5-10 minutes to testify on complex scientific data.

· The Panel needs to be provided any and all comprehensive reviews of the scientific literature.  Simply providing the HCFA contracted BCBS assessment and not providing other independent and/or opposing assessments such as the government funded AHCPR guidelines. This raises questions of bias and possible conflict of interest as well as compromises the quality of the Panel’s deliberations.

· Reevaluate the committee membership to assure that there are no members that could have perceived conflicts of interest due to relationships with the BCBS TEC organization or any other organization that may have a financial stake in the MCAC process.

· The public needs adequate time to review, comment and testify on issues related to the technology assessments and questions for consideration.  The two weeks or less provided before the April meeting was simply inadequate. Another example is the recent Federal Register notice announcing the upcoming Executive Committee meeting 6/6/2000.  It states the deadline for submitting materials for the committee was May 17, 2000, two days before the Federal Register notice was published and dated (see attached).  This is hardly timely notification as required under FACA.

It is our sincere hope that these suggestions are helpful as you work to refine your process.  Thank you for your thoughtful consideration.

Sincerely,

Deborah Jensen

Vice President, Regulatory Affairs, Quality Assurance and Clinical Research
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