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Association for Applied Psychophysiology and Biofeedback

Special Committee on HCFA and Incontinence

1192 Lakeville Circle - Petaluma, CA 94954 - 707-789-9135
May 8, 2000

Executive Committee

Medicare Coverage Advisory Committee

C/O Connie Conrad (Cconrad@hcfa.gov)

Health Care Financing Administration

Baltimore, MD

Dear Executive Committee:

The AAPB's Committee on HCFA and Incontinence of the AAPB wishes to formally request that the Executive Committee of the MCAC reject and return the report of the Medical - Surgical Procedures Panel as voted at their April 12-13, 2000 meeting in Baltimore.

Our recommendation is based on the following negative considerations that pertain to the Panel's Report; specifically, we believe the HCFA staff and the Med-Surg Panel…

1. failed to follow HCFA's own published guidelines for the review of technological developments; 

2. failed to follow HCFA's announced procedures for the content and conduct of this particular public hearing;

3. failed to provide adequate time for the public to respond to changes in the topics of debate, as otherwise required by law;

4. failed to obtain an impartial and balanced review of the technology under consideration;

5. failed to follow normal evidentiary processes by scheduling the public "response" to be given prior to the actual presentation of the government's case;

6. failed to provide a realistic and impartial hypothesis for the panel's consideration using the method of "evidence-based-medicine", resulting in a grotesque demonstration of the "garbage in-garbage out" principle.

7. failed to require demonstration of "treatment effects" (called "intermediate effects" by TEC) in the evaluation of biofeedback research, despite strong recommendations from this Committee;

8. failed to involve, or require Blue Cross Blue Shield to involve, any person actually trained and certified in the use of biofeedback in the evaluation of published biofeedback research;

Therefore, in view of these many fatal errors in the execution of their charge, we emphatically recommend that the Reports of the Panel concerning Biofeedback and Electrical Stimulation in the Treatment of Incontinence be summarily rejected, and the process of technology review be re-instituted at once.

Since the issues are complex and of great importance, each of our objections will be presented below in at least minimal detail.

1. HCFA failed to follow HCFA's own published guidelines for the review of technological developments.

The "Federal Register Notice Announcing Procedures for Making National Coverage Decisions" (http://www.hcfa.gov/quality/8b2-a.htm) states that when a Formal Request is processed, for "most national coverage issues"…"these issues also may require extensive consultation with specialty societies, medical researchers, and others familiar with the service and the evidence… (p. 8)"  HCFA solicited this "extensive consultation", and received it, but instead of distributing it to the panel, kept it locked in a file, listed by title only and available only by special individual request. 

The same notice also provides that when "the complexity of the subject and/or complexity of the issue exceed(s) our staff expertise", a technology assessment may be required.  It further states:

A key element in 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 Agency for Health Care Policy and Research. (p. 10)" [Emphasis added.]

The AHCPR is an impartial third party.  AHCPR had already conducted two massive reviews of the literature, published at government expense in 1992 and 1996.  Yet HCFA staff chose to ignore this evidence, and it was not given to the Med-Surg Panel.  

The Blue Cross/Blue Shield Technology Evaluation Center is not an impartial third party.  It is an agency of one of the largest and most "conservative" insurance companies in the country.   Like the AHCPR, BCBS-TEC had also conducted a massive review of the literature, published privately in 1998.  

The AHCPR Guidelines were widely distributed by the Public Health Service both in printed form and on the Internet.  The TEC 1998 report was kept secret; our requests for it under the FOI Act were never honored.  Public discussion of its premises and conclusions was thwarted when BC/BS exercised their legal right and demanded that even a contraband "Executive Summary" be removed from an open internet website, where it was subject to intense criticism.  (See http://www.incontinet.com/bcbstec.htm for details.) 

So when the HCFA staff rejected the work of the AHCPR and commissioned instead an update of the BCBS-TEC report, they knew exactly what they were doing -- stacking the deck against biofeedback.  This was fundamentally unfair.  

Had they been seeking an impartial assessment, they might have saved the government a great deal of money by simply distributing the "pro" and "con" statements already available and let the Panel decide how to weigh the evidence and arguments presented.

We contend that the failure of HCFA staff to follow their announced guidelines demonstrates a bias against biofeedback, rather than a finding against biofeedback.  We consider this a fatal flaw, and sufficient in and of itself to cause rejection of the report.

2. HCFA failed to follow HCFA's own announced procedures for the content and conduct of this particular public hearing, and
3. HCFA failed to provide adequate time for the public to respond to changes in the topics of debate, as otherwise required by law. 

Obviously everyone is sympathetic to the Herculean task of improving the efficiency, fairness, and accuracy of government committees and agencies.  But that the same time, if they are to retain the confidence and support of the general and specific professional public, agencies need to demonstrate consistency and integrity by actually doing what they have said they will do. 

Lack of Public Notice.  HCFA never made "formal" announcements on the Internet or to directly to the "specialty societies, medical researchers, and others familiar with the service and the evidence…" which they promised to involve.  The AAPB learned about impending hearings from a widely distributed Continence Coalition email to members and manufacturers who were supporters of their efforts (in May, 1999).  The identity of "John Whyte" was a closely guarded secret known only to a few.  Over time, as information became available anyway, HCFA began to clarify its plans.  

On July 17th, the AAPB made an official email request for information and for inclusion in HCFA's plans, which was acknowledged two days later by Dr. Grant Bagley, who referred us to Dr. Whyte.  Ten days later Dr. Whyte responded to a telephone call, and invited AAPB to cooperate with the Continence Coalition and the American Urological Association.  Through a series of telephone calls we learned that HCFA planned to hold hearings on January 19-20, 2000, and that interested professional organizations were invited to submit written testimony by December 6th for distribution to the Panel.  

Postponed Hearings.  After several organizations submitted prepared testimony -- at great expense of time and effort -- the hearings were postponed from January to April.  Several unsuccessful attempts were made to verify that the testimony of the AAPB and my own testimony was, in fact, distributed to the panel as promised.  In the meantime, a deadline of March 22nd was set for organizations to submit formal requests to present oral testimony.  

Publication of the BCBS TEC report.  Requesting presenters were notified by email on March 23rd that they had been scheduled to speak at the hearing.  But it was not until March 27th, five days later, and just two weeks before the public hearings, that the "BC/BS-TEC" report was quietly posted to the HCFA website.  All of the accepted presenters had signed up with the expectation that they would present summaries of the written testimony that their organizations had submitted prior to the original December 6th  deadline.  None of the presenters were told that the Panel's deliberations would be only or primarily on the content of the TEC report.  

There was an additional email to presenters dated April 6th, just one week before the hearings; they were told that "the Panel is to consider scientific evidence (only)" and that "Complaints regarding Medicare coverage, coding, and/or payment will be interrupted."  Even still, a week before the hearings, it was not clear what would be discussed.  The April 6, 2000 mailing to presenters did not mention the TEC report, either by name or reference, despite the fact that it had been posted for over a week.

On March 30th, an official "agenda" for the meeting was published on the HCFA website, but it only refers to a "HCFA presentation" scheduled for 1:15-2:00 pm on April 12th.  There is no description of the content.  It wasn't until representatives actually arrived at the hearing room in Baltimore that a "final" agenda was distributed, and it divided that presentation time slot into a "HCFA Presentation" by Kenneth Simon, MD, and a "Technology Evaluation Center Assessment - Blue Cross/Blue Shield" by Frank V. Lefevre, MD.  In other words, prior to arrival in Baltimore, the professions did not know that there would be a formal presentation of the TEC report by its author.

Official Questions.  On March 30th a list of "official questions" to be presented to the Panel was posted on the HCFA website, but no announcement of this posting was made and most people did not know of its existence until several days later, if at all.  Distressingly, HCFA's April 6th letter to presenters, which admonished them to stick to "scientific" topics, still did not inform presenters that these precise "Official Questions" had already been posted a week earlier.  

The Flow Chart.  Finally, it was not until the hearing itself that an official "Flow Chart" to be followed for addressing the "Official Questions" was presented for the first time, at 9:30 am, in remarks by Perry Bridger of HCFA.  The public testimony section began immediately after the "Flow Chart" was first revealed, so none of the presenters had any opportunity to revise their remarks to take it into account.  The precise content of the Flow Chart was not included in the verbal transcript, so the reader can only guess what the panel and audience was viewing during Bridger's remarks.

It should be clear from the above description that HCFA made a variety of verbal announcements to a variety of people -- and then changed their plans without informing others of these changes.   On the one hand, we are perfectly willing to grant that HCFA was necessarily "flying by the seat of their pants" in setting up this new review procedure.  But we hope that HCFA will be willing to admit that a number of serious mistakes and misrepresentations were made that render the process questionable at best, if not downright flawed, and thus negate the conclusions reached by the panel.  

The dissatisfaction of Panel members over the process was made clear in the first hour of the second day, and has been documented in their subsequent letters to the Executive Committee.  The honorable thing to do now would be to simply reject the report of the Med-Surg Panel and try again.

4. HCFA failed to obtain an impartial and balanced review of the technology under consideration  

We have already complained that HCFA failed to obtain an impartial review as required by their own published procedures.  But this lack of impartiality is also an affront to the spirit of free and open debate about scientific evidence and conclusions, which transcends mere official policy.  

The very biased position of Blue Cross/Blue Shield TEC on the topic of biofeedback has been well known for some time.  In this regard, it is worth recalling that the Blues were originally established by physician groups to ensure that patients had a means of paying for their physicians' services.  In contrast, other "insurance" groups were formed with somewhat different agendas.  

For instance, after several years of rejecting coverage for biofeedback, in 1999 Aetna-USHealthcare reversed its policies and instituted coverage of biofeedback for urinary and fecal incontinence, as well as seven other conditions.  (See their website for complete details).  Why wasn't Aetna also invited to participate?

Alternatively, why wasn't the Med-Surg Panel informed that many major insurance companies have reached very different conclusions about the scientific evidence for the effectiveness of biofeedback (and electrical stimulation)?  Clearly the HCFA staff had an agenda, and the Panel was held hostage to it.

Asking Blue Cross/Blue Shield to perform a technology assessment of biofeedback is a bit like asking the "Tobacco Research Foundation" for an assessment of the benefits of cigarette smoking.  

An assessment of any technology cannot be conducted in the abstract, as in a search for Ultimate Truth.  In the real world decisions must be made about real alternatives, which have real price tags attached.  Medicare is not supposed to be a university of scholars seeking Ivory Tower Truth, but a government agency charged with spending precious resources wisely for the benefit of all its citizens.  

An impartial review of the effectiveness of biofeedback and electrical stimulation should have been conducted in the context of the actual, real world alternatives that are available for utilization.  It would be inappropriate for HCFA to formulate any coverage decisions at all on the basis of the present review until comparable reviews are completed on the effectiveness of the alternative treatments, drugs and surgery.  [This is a trivial point; but consider that the 1996 AHCPR Guideline gave four "A" evidence ratings to behavioral treatments, but none to surgery.]

5. HCFA failed to follow normal evidentiary processes by scheduling the public "response" to be given prior to the actual presentation of the government's case.  

While this might seem to be nit picking, in fact it became a serious intellectual problem at the public hearing.  As previously suggested, the hearings themselves were conducted in a "reversed" testimony fashion that must have been quite confusing to Panel members.  

After introductory remarks, the "specialty societies, medical researchers, and others familiar with the service and the evidence" first presented their opposition, without exception, to the TEC report's conclusions.  But only after their "rebuttal", did the TEC author actually present his case verbally.  There was no opportunity for the public to know ahead of time what points Dr. LeFevere intended to emphasize, and therefore, no opportunity to contest his remarks after they were made.

The sequence of "rebuttal first" (in the morning session) followed, after lunch, by the official "presentation" immediately before the discussion and vote, was obviously calculated to produce the outcome it did. 

While this complaint is not a "fatal flaw" in itself, it adds to the burden of defending the outcome of the process HCFA used.

6.  HCFA failed to provide a realistic and impartial hypothesis for the panel's consideration using the method of "evidence-based-medicine", resulting in a grotesque demonstration of the "garbage in-garbage out" principle.

(A) Different Comparisons.  There was a major difference between the format of the comparison used in the biofeedback study compared with the format of the comparison in the electrical stimulation study.  The Stim study addressed the questions of (1) electrical stimulation vs. placebo (sham stimulation), and (2) electrical stimulation vs. alternative treatments.  The biofeedback study only addressed the question of "biofeedback" vs. "pelvic muscle exercises alone".  Had the same set of comparisons been allowed for biofeedback as was used for stim, the Burgio 1998 JAMA article would have qualified, leading to a very different outcome about biofeedback.  

(B) Lack of Conceptual Clarity.  One of the "alternatives" used in the biofeedback evaluation was not realistically nor rationally defined.  On the one hand, the TEC report used a reasonable definition of "biofeedback" as involving the "use of instruments".  But their comparison category, "Pelvic Muscle Exercise Alone" was never defined, and in fact it included a variety of behavioral methods beyond "pelvic muscle exercise alone". These included (1) manual palpation by an expert physiotherapist with (2) an undisclosed amount of verbal feedback (Berghmans, 1996), as well as (3) up to eight sessions of EMG pelvic muscle evaluation with a biofeedback instrument (Wells, 1991).  In fact the TEC report did not cite any research that could correctly be called "PME Alone".  

The best example of "PME Alone" (Sampselle, March 2000) was too recent to be included in the TEC assessment.  Sampselle's subjects only received a printed handout describing pelvic muscle exercises, which they were encouraged to do every day.  The outcome for this truly "PMEs Alone" condition was a mere 27% reduction in symptoms, very close to the expected placebo effect in such research.  

When even one EMG pelvic muscle evaluation is added to PMEs Alone, a 54% symptom reduction was obtained -- nearly double the benefit of PME Alone (Burns, 1993).  When manual palpation by a trained physiotherapist was added to PME Alone, a 60% symptom reduction was obtained (Berghmans, 1996). 

In summary, the "PME Alone" category used by TEC was highly contaminated by a variety of ancillary treatments, resulting in a false comparison between "biofeedback with instruments" and "everything else".  The inclusion of these ancillary techniques in two important studies raised the score of their control groups to the statistical level of the experimental groups, resulting in "insignificant" differences.  [These same two studies also suffered from inferior biofeedback techniques, which lowered the results of the experimental group to the level of the control group, as will be pointed out in the next section.]  

We consider this a fatal flaw.  Since the classifications were not valid, the results of the comparison were not valid.  Garbage in, Garbage out.

7.  HCFA failed to require demonstration of "treatment effects" (called "intermediate effects" by TEC) in the evaluation of biofeedback research, despite strong recommendations from this Committee.

Although it is not well known outside the field of biofeedback, a healthy research tradition has developed over the past thirty years, which has established certain fundamental principles for the conduct of biofeedback research.  For example, early work focused on the use of a "classical conditioning" model, which over time that was replaced by an "instrumental conditioning" model, and finally by a "learning theory" or "training" model, as researchers sharpened their experimental methods with experience.

It is now widely accepted that biofeedback involves teaching a patient to use his own internal resources in new ways to achieve a greater measure of control over various internal functions, such as heart rate, respiration rate, muscle tension, autonomic arousal, etc.  It is further hypothesized that modifications in these biological parameters will result in improvement in certain patient symptoms.  For example, it is thought that excessive muscular tension in the head, neck or shoulders is often the "cause" of "tension headaches", and it is proposed that IF the patient can reduce that muscular tension, there should be a corresponding decrease in the symptomatology.  

Since at least 1986, with the publication of Schellenberger and Green's monograph "From The Ghost in the Box to Successful Biofeedback Training", it has widely been accepted in the biofeedback field that research needs to demonstrate "treatment effects" (such as a reduction in trapezius muscle tension) in order to explain "outcome effects" (such as a reduction in tension headaches).

The concept of "treatment effects" is extremely valuable in biofeedback, because it provides an essential form of experimental control in biofeedback research that actually serves the same function as the placebo pill in drug research.  If, for instance, there is a reduction in muscle tension but no change in headaches, it is clear that the underlying hypothesis (asserting causality) was in error.  Conversely, if there is a change in the "outcome effects" (number of headaches) but no change in the "treatment effects" (muscle tension), it is clear that some other factor (such as attention or a placebo effect) is responsible for the improvement.  

The TEC assessment shows a profound lack of understanding of current biofeedback research methodology when they say:

"In addition to these outcomes measures, clinical examinations often include measuring perineal muscle strength and/or urodynamic testing. These physiologic measures are intermediate outcomes that may or may not be directly related to health outcomes of interest to this assessment, and are not analyzed in this review of evidence." [Emphasis added.]

Unfortunately, the inclusion of both muscle strength testing and urodynamic testing as "intermediate" variables leads to an unnecessary confusion of the issues, as they are "intermediate" in two very different senses.   Urodynamic testing is insensitive to issues of pelvic muscle strength, although it is used to verify the presence of detrusor instability (DI) in the treatment of urge urinary incontinence.  [And urodynamic testing could be greatly enhanced if manufacturers learned and adopted the technology employed in biofeedback instrumentation.]

On the other hand, improvement in pelvic muscle strength (actually, "functional strength") is absolutely central to the hypothesis that pelvic muscle exercises, with or without biofeedback, can influence the symptom outcome in Stress urinary incontinence.  

Thus TEC's assertion that they "may or may not be directly related" is simply false.  If pelvic muscle strength is not directly related to symptom change in such patients, the theory is shown to be false, ipso facto.  The failure of TEC to understand this fundamental principle of biofeedback research, and their failure to include any assessment of "treatment effects", makes it virtually impossible to confirm or deny their conclusions.  

8. HCFA failed to involve, or require Blue Cross/Blue Shield to involve, any person actually trained and certified in the use of biofeedback in the evaluation of published biofeedback research.

The TEC assessment was conducted without the involvement of any staff personnel who are actually trained in the proper conduct of biofeedback research methodology.  The assumption that non-trained researchers can conduct an "external" evaluation of biofeedback without any deep understanding of the particular methods and traditions that have developed over the last thirty years is both arrogant and offensive.  This is akin to evaluating heart surgery without even consulting a cardiologist.  

Very early in the history of biofeedback professionals realized the importance of standards of performance and skill to protect both the public and the profession from inexperienced and untrained people.  Nearly 20 years ago the Biofeedback Certification Institute of America (BCIA) was formed to provide standards of clinical practice and to certify the training and skill of those who met those standards.  

Since TEC did not evaluate professional standards of biofeedback practice, they also failed to consider the importance of proper training for research personnel within the studies they reviewed.  If a researcher claimed to be "doing 'biofeedback'", this claim was taken a face value, without critical evaluation.  

At this point it is necessary to point out an important difference between evaluations of behavioral therapies, on the one hand, and conventional pharmacological research, for example, on the other.   

When a researcher states that subjects received 5 mg of oxybutynin twice daily, there is usually no need to investigate the assertion.  It can be taken at face value because the FDA regulates the manufacture of the drug, and requires certain levels of quality control to ensure that each tablet actually contains the chemical formulation listed on the label.  

But consider what would happen if instead of using regulated drugs produced by an FDA-inspected manufacturer, each researcher was obliged to create and apply his own standards in the compounding of the active ingredient.  Suppose, also, that researchers were not required to disclose the exact chemical composition of the pills they dispensed.  Consider also that researchers were allowed to hire persons not necessarily trained in pharmacology to compound their drugs. 

This is not a mere reductio ad absurdum; this is precisely what happens every day in the field of biofeedback research, and TEC was unaware of the extent to which this complicates the evaluation of behavioral research methods, especially in contrast to pharmacological research.

Consider, for example, that in the Federal Grant Application for the project reported by Burns et al 1993, the researchers pledged that the therapist would receive "formal training" and "certification by the BCIA", mentioned above.  But that never happened, and the entire experiment (which TEC describes as methodologically elegant) was conducted by a staff without any formal training in biofeedback methods.  This untrained staff then achieved a new record low in the effectiveness of their biofeedback training (61% Sx reduction). 

A key feature in biofeedback certification is a thorough understanding of the technical characteristics of biofeedback instruments and sensors.  In EMG work it is a fundamental principle that active electrodes are positioned parallel to the axis of the target muscle fibers.  In the case of pelvic muscles, this means that longitudinal electrodes, rather than circular electrodes, are required by the accepted theory.  This theoretical point was established empirically by Binnie et al in 1991, their comparison study showed dramatic superiority for longitudinal electrodes.  Yet in 1996 Berghmans et al used a Verimed brand circular electrical stimulation electrode for EMG biofeedback, and obtained what then became the new record low in outcome results for EMG biofeedback (54% Sx reduction).  From a biofeedback perspective, Berghmans simply used the wrong instruments, and that resulted in the poor response to biofeedback training.  Despite the external design elegance praised by TEC, the study was internally flawed and cannot be used to predict the biofeedback treatment outcome when proper equipment is used.

Several of the preceding eight objections constitute "fatal flaws" in and of themselves, and taken as a group, they render the conclusions of the Medical Surgical Panel invalid.

From the perspective of professionals skilled in the application of biofeedback principles and methods, the actions taken by the Medical Surgical Panel of the MCAC were based on faulty research, faulty premises, and faulty procedures, and we strongly recommend that the Executive Committee flatly reject the Panel's conclusions.  

The inconvenience that this may cost HCFA is miniscule compared with the inconvenience, injustice and suffering that this report would cause America's elderly population.

Very Truly Yours,

John D. Perry, PhD, MDiv, BCIA, FAACS

Chair

AAPB Committee on HCFA and Incontinence

cc: John Whyte, MD, Hugh Hill, MD, JD

� Schellenberger and Green's book, commonly referred to as "The Ghost In The Box", is out of print but now available as internet "shareware" ($5 to the authors) at � HYPERLINK "http://www.incontinet.com/ghost.htm" ��http://www.incontinet.com/ghost.htm�.  





