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Acting Director, Coverage and Analysis Group

Health Care Financing Administration

7500 Security Boulevard, S3-09-27

Baltimore, MD  21244-1850

Dear Dr. Hill:

On behalf of the American Medical Association (AMA), I wish to offer comments on the “Interim Recommendations for Evaluating Effectiveness” that were developed by the Medicare Coverage Advisory Committee (MCAC) Executive Committee.  As I indicated in the AMA statement presented at the Executive Committee’s March 1 meeting, the Committee’s recommendations for evaluating evidence clearly state the key issues to consider in assessing the state of the knowledge regarding medical interventions proposed for Medicare coverage.  We were also pleased that, in addition to recommending a critical review of evidence from clinical trials, the Executive Committee recommended that the “standard of excellence” for the evidence report include work developed by the national medical specialty societies.

The interim recommendations were first employed during the April 12-13 meeting of the MCAC panel addressing medical and surgical procedures, which specifically evaluated treatments for urinary incontinence.  It seemed clear from this panel meeting that the interim recommendations have significantly improved the process for consideration of issues referred to the MCAC.  We applaud the wisdom of the panel and its focus on evidence-based decisions.  We were also pleased at the significant level of participation in the panel meeting by the national medical specialty societies, particularly the American Urological Association and the American College of Obstetricians and Gynecologists.

The procedures outlined in the interim recommendations clearly represent a major leap forward in the methods to be used by the Medicare program for development of national coverage policies.  We have several comments, however, regarding the interpretation and use of these recommendations by the MCAC and the Health Care Financing Administration (HCFA) based on the recent panel meeting.

The April panel meeting demonstrated the critical importance of the questions asked of the MCAC by HCFA.  In this case, HCFA asked the MCAC if the scientific evidence was adequate to draw conclusions about the effectiveness of the treatments in routine clinical use for the Medicare population.  In its preface to the interim recommendations, however, HCFA indicates that it convened the MCAC to provide advice on scientific and clinical questions regarding coverage.  It further stated that the MCAC would evaluate the adequacy of the evidence and “the magnitude of clinical benefit.”  Finally, HCFA indicated that it seeks to ensure that the advice of the MCAC panels will meet the highest standards of “comprehensiveness, balance, and scientific quality.”

Consistent with these stated objectives, the document prepared by the Executive Committee focused on the question, “is the evidence concerning effectiveness in the Medicare population adequate to draw conclusions about magnitude of effectiveness relative to other items and services?”  Sources of this “evidence” were to include “the recommendations of expert panels” and “unpublished data used to secure FDA approval,” as well as peer-reviewed scientific literature.  The Executive Committee also indicated that the “standard of excellence” for evidence reports would include “the best work in the private sector (e.g., Blue Cross-Blue Shield), by professional organizations (e.g., ACP-ASIM), and for other Federally-sponsored panels (e.g., the Evidence-based Practice Centers technical support for the U.S. Preventive Services Task Force).”

Clinical Evidence and Clinical Guidelines

Despite the many references to clinical evidence and clinical issues, however, in practice, HCFA seems to have interpreted the interim recommendations as stating that the only evidence worthy of consideration is peer-reviewed scientific literature.  The best indicators of this narrow interpretation are the questions that HCFA asked the medical and surgical procedures panel to address.  First, the panel was asked whether the “scientific evidence” was adequate to draw conclusions about effectiveness in the Medicare population.  Only if the panel had concluded that the scientific evidence was indeed adequate would it then have been asked to address the size of the health effect.

In limiting its focus to peer-reviewed scientific literature only, the MCAC panel was essentially asked to disregard clinical guidelines that had been developed by the Agency for Health Care Policy and Research and expert opinions developed by national medical specialty societies.   The AMA believes that continued application of the Executive Committee recommendations in such a narrow fashion will prevent the MCAC deliberations from achieving the desired high standards of comprehensiveness and balance.

The effectiveness of the vast majority of procedures that are covered by Medicare today for its aged and disabled beneficiaries has not been demonstrated in peer-reviewed scientific literature.  Even where the effectiveness of treatments has been demonstrated in a study population under certain study conditions, it is highly unlikely that effectiveness “in routine clinical use in the Medicare population” will have been demonstrated in peer-reviewed scientific literature.

It is clearly important that the MCAC panels focus on a critical evaluation of the available scientific literature on the effectiveness of procedures proposed for Medicare coverage.  It is equally important, however, for the panels to critically evaluate the clinical evidence of effectiveness.   Inclusion of a service within a clinical guideline that is accepted by the medical community as the standard of care for particular conditions is an important consideration in evaluating clinical evidence, as are the conclusions of expert panels convened by the national medical specialty societies.  Omission of clinical evidence and clinical guidelines from the deliberations of the MCAC could lead to Medicare’s failure to cover important and effective diagnostic and therapeutic options.

The AMA agrees with HCFA and the MCAC Executive Committee that Medicare coverage decisions should be evidence-based.  In assembling the evidence to be reviewed, however, the Medicare program should take an inclusive, not an exclusive, approach.  Once all of the evidence—both clinical and scientific—has been compiled, there are well-known standard approaches available for “grading” the various types of evidence.

The issues that HCFA is most likely to refer to the MCAC are those that are controversial.  If the questions surrounding these issues could be unequivocally answered by a technical assessment of published scientific literature, HCFA would not need to refer them to the MCAC.  What generally makes these issues controversial is that the published studies do not conclusively answer the question of effectiveness for Medicare beneficiaries.  The role of the MCAC will often be to evaluate the evidence from scientific literature and clinical experience in order to judge the likelihood that a particular service will be effective in routine clinical use in the Medicare population, even though it has not been unequivocally demonstrated by scientific research.

Proposed Revisions in the Interim Recommendations

Evaluation of Evidence

1. Adequacy of Evidence

The AMA recommends that this recommendation be revised to indicate that the panels must determine whether the scientific and clinical evidence is adequate to draw conclusions about effectiveness.

The AMA further recommends that the Executive Committee add language following the discussion of well-designed observational studies regarding how the panels should weigh and consider clinical guidelines, standard textbooks, review articles in well-respected journals, and other clinical evidence that may be presented.  Grading systems clearly give more weight to evidence from well-designed clinical trials than what might be regarded as “expert opinion.”  Nonetheless, when the data available from the scientific literature is insufficient to draw conclusions, expert opinion regarding the adequacy of the clinical evidence available to draw conclusions should be considered.


2. Size of Health Effect

The AMA recommends that the word “must” be changed to “should” in this recommendation.  Consistent with the foregoing discussion, if evidence is not available from well-designed studies to address how the effectiveness of the new intervention compares to established interventions, then the MCAC should consider whether other types of evidence (i.e., clinical guidelines) address the size of the health effect.

Suggestions for Panel Operations

1. Structure of evidence provided to panels

The requirement that HCFA provide panel members with a good synthesis of the available information on issues that are before the panels will be critical to the success of the MCAC process, and this is the most important of the Executive Committee’s recommendations.  Nonetheless, the AMA emphasizes that a literature review cannot be considered complete and balanced if the body of knowledge the forms the basis for clinical decisionmaking is not fully represented, i.e., if nationally accepted clinical guidelines are omitted from it.  Clinical guidelines should not only be referenced in the evidence report, but should also be distributed to the panel members for their review.


2. Panel member involvement and

3. Expert review of evidence reports

Panel member involvement is vital in guiding the development of the evidence report and framing the questions to be addressed by both the evidence report and the panel deliberations.  Questions have been raised about the ability to seek external review of these reports by experts while maintaining a timely Medicare coverage decision process.  One way to resolve this problem is to treat the panel members as the experts that they are.  If evidence reports are provided to the panel members with sufficient time for their review prior to a meeting, several of the panel members will likely have enough experience with the service under review to assess the completeness and accuracy of the evidence report.  If panel members know of studies or guidelines that should be but are not included in the review, they should be encouraged to provide this information in time for the evidence report to be revised.

The creation of the MCAC is a major enhancement to Medicare’s process for making coverage policy decisions.  We appreciate this opportunity to offer comments on the Executive Committee’s interim recommendations and their application in the MCAC panel review process.

Respectfully,

ABCD

E. Ratcliffe Anderson Jr., MD

cc:
Jeffrey L. Kang, MD, MPH


Harold C. Sox, MD

