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May 31, 2000

Harold C. Sox, MD

Chair, MCAC Executive Committee

Professor & Chair, Dept. of Medicine

Dartmouth-Hitchcock Medical Center

1 Medical Center Drive

Lebanon, NH  03756

Dear Dr. Sox,

As professional healthcare organizations with expertise in treating urinary incontinence, we support and commend the efforts of the Health Care Financing Administration (HCFA) and the Medicare Coverage Advisory Committee (MCAC) Executive Committee to provide guidance for an open and consistent Medicare coverage decision process. The procedures outlined in the “Interim Recommendations for Evaluating Effectiveness,” released by the Executive Committee in March, represent a positive step in the evolution and development of an open, national coverage decision-making process. 

We have several comments, however, regarding the interpretation and use of these interim recommendations based on the Medical and Surgical Procedure Panel hearings on April 12-13 that addressed the use of biofeedback and electrical stimulation for the treatment of urinary incontinence.  Due to these concerns, the undersigned organizations urge the Executive Committee to NOT ratify the forced vote of the Medical and Surgical Procedures Panel.

· Narrow Scope of Questions Posed to Panelists

At the April Medical and Surgical Procedures Panel, HCFA asked the panel questions regarding two types of interventions for the treatment of urinary incontinence.  The first related to “biofeedback” and the second related to “electrical stimulation.”  

In regards to “biofeedback,” HCFA asked the panel whether the scientific evidence was adequate to draw conclusions regarding the effectiveness of performing muscle rehabilitation with biofeedback using electronic or mechanical devices compared to performing muscle rehabilitation alone.  Such a narrow question left the panel with no other possible answer than “no” because there are few studies that make such an exact comparison.  In addition, the reason for such few studies is that pelvic muscle rehabilitation, or for that matter, all rehabilitative techniques must use some form of “biofeedback” in order to be delivered effectively.
All scientific groups and research efforts such as the AHCPR Guidelines, now known as the Agency for Healthcare Research and Quality (AHRQ), and HCFA’s own Technology Assessment Report do accept that there is substantial scientific evidence that rehabilitative techniques are successful and have a direct health impact in managing urinary incontinence. 

The interim recommendations indicated that the MCAC’s role was 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 efficacy of the intervention.  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.” At the April Medical and Surgical Procedures Panel hearings, it seemed obvious that HCFA tailored the questions to the panel in such a way that prohibited the members from answering “yes” to the effectiveness of the rehabilitative interventions for 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. Instead of questioning the panel as to the effectiveness of the therapies in conjunction with standard rehabilitation services, the panel was asked if the procedure in question added value to rehabilitation as a stand-alone modality.  

The questions that were asked by HCFA were specific to a limited number of studies that met the certain criteria laid out by the Technology Assessment for evidence-based practice.  During the biofeedback panel meeting, HCFA’s questioning specifically looked at evidence showing that the inclusion of a machine/device provided additional benefit to the process of rehabilitation.  We believe that the adoption of stringent standards for coverage should not preclude consideration of either the expert clinical testimony presented at the meeting, panelists’ own individual knowledge and clinical expertise, or the personal experiences for consumers.  By focusing the question on scientific evidence, the panel was essentially told to ignore relevant clinical experience.

Amending the questions to be inclusive rather than exclusive would have given the Panel more latitude in formulating positions relating to the coverage of interventions.  We would suggest the following question be considered as an amendment to the current process:

“Is the scientific evidence adequate when combined with clinical evidence, clinical experience, and consumer input to allow a conclusion to be drawn that the intervention has a reasonable chance of benefiting the patient?”  The wording of this question promotes evidence-based conclusions and recommendations, based on the preponderance of both scientific and clinical evidence. 

In regards to “electrical stimulation,” the question posed to the panel was indeed related to evidence of effectiveness.  Our concerns regarding this issue relate primarily to the sources of evidence used as depicted in the next paragraph.

· Limited Sources of Evidence

According to the Executive Committee’s guidance, MCAC panels are to evaluate sources of evidence that include the recommendations of expert panels and unpublished data used to secure FDA approval, as well as randomized controlled studies.  The Executive Committee also indicated that the “standard of excellence” for evidence reports would be “the best work in the private sector, by professional organizations, and for other Federal-sponsored panels.” 

We believe HCFA interpreted the interim recommendations very narrowly for the April panel meeting by implying that the only evidence worthy of consideration is peer-reviewed scientific literature.  The criteria for ascertaining adequacy of such evidence were limited to randomized controlled trials and controlled trials. The adoption of standards and criteria for evaluating information in an attempt to establish coverage policy need not and should not preclude consideration of either the expert clinical testimony presented at the meeting, panelists’ own individual knowledge and clinical expertise, or the personal experiences of consumers.  By focusing the question exclusively on scientific evidence, the panel was essentially told to ignore relevant clinical experience.  Moreover, this seems inconsistent with the Executive Committee’s procedures outlined in March.

While the narrow questions asked by HCFA were one example of this, comments and direction from HCFA staff and the Chair of the Medical and Surgical Procedures Panel  directly advised the panel that they were not making coverage determinations or recommendations.  However, they were asked to deal with the scientific evidence to see whether or not it was adequate and if it was indeed adequate, formally state their findings.
In limiting its focus to peer-reviewed scientific literature only, the Medical and Surgical Procedures Panel was essentially asked to disregard clinical guidelines that had been developed by the Agency for Health Care Policy and Research (AHCPR, now known as AHRQ) and expert opinions developed by national medical specialty societies.  For the panels of the MCAC to make fair, impartial decisions at the conclusion of these meetings, more balanced materials and perspectives should be provided to the panels prior to the deliberations.  The Blue Cross/Blue Shield Technology Assessment was used as the basis of discussion for the April panel meetings.  In addition to the Assessment, it would have been beneficial, and less biased, for the HCFA to distribute the AHCPR (AHRQ’s) Clinical Practice Guidelines because they contain a considerably different, but valid, scientific based evidence.  

To underscore this point it is necessary to point to the rule published in the April 1999, Federal Register that stated:  “A key element of the assessment process is the need for the assessor to be impartial.  If we require an assessment, we will obtain it from an impartial third party, such as the AHCPR…”  In spite of the fact that AHCPR (AHRQ) is deemed to be impartial, the fact that the agency, not once, but twice reviewed the literature and published clinical practice guidelines for the treatment of urinary incontinence, was not sufficiently conveyed to the panel members.  Several panel members indicated at the meeting that they were not aware that AHRQ had published guidelines on this topic.  

There are two levels of research available: descriptive and analytic studies.  Descriptive studies include case reports and case series, and although they do not provide experimental evidence in the strict sense, valid scientific clinical evidence may be drawn from them.  They should be used to supplement information developed via analytic studies. Analytic studies include randomized trials (true experiments) and observational studies, which can be further categorized into case-control, cohort, and cross-sectional studies.  In practice, when the evidence from analytic studies is poor or lacking, more relevance is given to observational or descriptive studies.   The literature contains numerous observational and descriptive studies which demonstrate the efficacy and effectiveness of biofeedback and electrical stimulation in the treatment of pelvic floor disorders.  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 randomized trials.  However, such a level of scientific evidence is likely never to be available for every intervention.  Because such evidence does not exist, HCFA questions the rationale for its reimbursement.

We agree that Medicare coverage decisions should be evidence-based.  However, we believe that an inclusive approach, rather than exclusive, should be taken in reviewing both clinical and scientific evidence.  We also agree with the American Medical Association (AMA) 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. 

Inclusion of a service within a clinical guideline that is accepted by the medical and research communities as the standard of care for a particular condition 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 an adverse, harmful coverage decision developed through an indefensible process, and to Medicare’s failure to cover important and effective diagnostic and therapeutic options.  Failure to cover such treatment could adversely and disparately affect the elderly, who in this condition are primarily women.

Rehabilitation of the pelvic floor and bladder muscles is an accepted form of treatment for urinary incontinence. The Technology Assessment agreed that behavioral interventions are efficacious.  The delivery of this rehabilitation is not well understood by those who are not considerably familiar with the clinical intervention. In clinical practice, behavioral interventions are implemented after thorough clinical evaluation. The consequences of developing a non-coverage policy for “biofeedback” and “electrical stimulation” will most likely result in:

1. Lack of appropriate conservative therapy intervention for needy patients, especially women and the elderly.

2. A possible resurgence in the use of surgery and/or drug therapy (more costly measures) as primary and initial modes of intervention. Patients could lack access to effective therapeutics.

3. Lack of /or poor coverage for useful and effective behavioral and/or rehabilitative intervention for Medicare patients suffering from urinary incontinence.  

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 or convene the panels.  What generally makes these issues controversial is that the published studies do not conclusively answer the question of effectiveness for Medicare beneficiaries. 

In its April 1999 rule, HCFA listed conditions which would warrant referral of an issue to the MCAC.  Such conditions included:  “If there is a major split in opinion among researchers and clinicians regarding the medical effectiveness of the service…”  This statement strongly suggests that coverage decisions should not be based solely on the perspective of one faction within the medical community, but rather on a balance of scientific and clinical information, and therefore, the input of both the scientific and clinical communities needs to be considered and valued.  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.

We understand that this process represents a learning experience for HCFA in determining the methods to be used to evaluate the effectiveness of new medical products and services based on the adequacy of evidence and the magnitude of clinical benefit. Conclusions reached using a flawed process should not be ratified.  Not only should the formal outcome of the Medical and Surgical Procedures panel NOT be ratified, but more importantly the flawed process must be corrected in order to eliminate the prospect and perception that the process was less than open and objective. Ultimately, elderly patients, mostly women, will suffer if needed effective services are not available to them or covered by Medicare because the bar for inclusion was set inordinately and unnecessarily high.

Sincerely,

American Urogynecologic Society (AUGS)

American College of Obstetricians and Gynecologists (ACOG)

American College of Nurse-Midwives (ACNM)

American Geriatrics Society (AGS)

American Physical Therapy Association (APTA)

Association of Women’s Health, Obstetric and Neonatal Nurses (AWHONN)

National Association for Incontinence (NAFC)

The Continence Coalition 

  Society of Urologic Nurses and Associates (SUNA)

  Wound, Ostomy and Continence Nurses (WOCN)

CC:  
Honorable Donna Shalala, Secretary HHS

Nancy Ann DeParle, Administrator, HCFA

Jeffrey L. Kang, M.D., Director, Office of Clinical Standards and Quality, HCFA
Hugh Hill, III, MD, JD, Director, Coverage and Analysis Group, HCFA

Connie Conrad, Executive Secretary, MCAC

Senator William Roth Jr.

Senator Charles Grassley

Senator Patrick Moynihan

Senator John Rockefeller

Representative William Thomas

Representative Bill Archer

Representative Charles Rangel

Representative Fortney “Pete” Stark

E. Ratcliffe Anderson, Jr., MD, Executive Vice President and CEO of the AMA

WHO WE ARE 

American Urogynecologic Society (AUGS)
· AUGS represents over 900 urogynecologists dedicated to research and education in urogynecology and to improved care for women with lower urinary tract disorders. 

American College of Obstetricians and Gynecologists (ACOG)

· ACOG is an organization representing more than 40,000 physicians dedicated to improving the health care of women.

American College of Nurse-Midwives (ACNM)

· ACNM is a professional organization, representing over 7,000 nurse-midwives, promotes the health and well-being of women and infants within their families.
American Geriatrics Society (AGS)
· AGS represents over 6,000 geriatric health care providers.  The vast majority of AGS members are primary care physicians for frail, chronically ill, elderly individuals.

American Physical Therapy Association (APTA)

· APTA represents nearly 69,000 members with chapters in all 50 states.  APTA also has several special interest sections including the Section on Women’s Health.  APTA has, as its mission, to develop and advance the art and science of physical therapy practice, education and research.
Association of Women’s Health, Obstetric and Neonatal Nurses (AWHONN)
· AWHONN’s is a not for profit association of 22,000 health care professionals in the United States, Canada and abroad who are dedicated to establishing and promoting the highest standards of nursing practice to further the health of women and newborns. 

The Continence Coalition  

· The Continence Coalition is an umbrella organization of the Society of Urologic Nurses and Associates (SUNA) and the Wound, Ostomy and Continence Nurses Society (WOCN) representing more than 7,300 nurses who are experts in the care of patients with wound, ostomy and continence problems. 

National Association for Incontinence (NAFC)

· NAFC, currently representing 140,000 members, is a national not-for-profit organization dedicated to improving the quality of life for individuals impaired or troubled by incontinence.
Society of Urologic Nurses and Associates (SUNA)

· SUNA is an organization of 2,600 urologic nurses and associates committed to excellence in patient care standards and a continuum of quality care, clinical practice, and research through education of its members, patients, families, and community.

