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February 22, 2006

Claudia Bonnell, R.N., M.L.S.
Project Manager

Medical Information Services 

Technology Evaluation Center
Blue Cross Blue Shield Association
225 N. Michigan Ave
Chicago, IL  60601-7680

Dear Ms. Bonnell:

The American College of Cardiology (ACC) and Heart Rhythm Society (HRS) would like to thank you for this opportunity to comment on the Blue Cross Blue Shield Association (BCBSA) Technology Evaluation Center’s (TEC) draft assessment for “Pulmonary Vein Isolation (PVI) of Atrial Fibrillation (AF).”

The ACC is a 33,000 member non-profit professional medical society and teaching institution whose purpose is to advocate for quality cardiovascular care through education, research promotion, development and application of standards and guidelines-and to influence health care policy. The College represents more than 90 percent of the cardiologists practicing in the United States.

The Heart Rhythm Society is the international leader in science, education, and advocacy

for cardiac arrhythmia professionals and patients, and the primary information resource on heart rhythm disorders. The Heart Rhythm Society mission is to improve the care of patients by promoting research, education, and optimal health care policies and standards. The Heart Rhythm Society’s 3,800 members are physicians, scientists and their support personnel who implant pacemakers and ICDs in patients who require these life-saving devices.

In recent years, ablation therapy for the treatment of atrial fibrillation has become a standard option for the treatment of highly symptomatic AF in patients who have either failed treatment with, or are intolerant of, atrial stabilizing drug therapy.  The methodology to appropriately apply the technology has changed substantially in recent years, and will continue to be refined. In addition the technique has become more standardized.

Upon careful review of the draft assessment, ACC and HRS disagree with the conclusion of TEC’s assessment and strongly recommend that the assessment be reassessed after the new ACC/AHA/ESC Atrial Fibrillation Management Guidelines are published this spring. 
The draft assessment references the 2001 ACC/AHA/ESC Practice Guidelines for the Management of Atrial Fibrillation.  This 2001 report states that non-pharmacologic therapy “should be considered” in patients with recurrent paroxysmal and persistent atrial fibrillation who have failed antiarrhythmic treatment.  In the last five years there has been a significant change in the treatment paradigm related to atrial fibrillation and the above mentioned guidelines are now out-of-date and are currently being updated based on new edvidence.  The revised guidelines will reflect a marked change in the paradigm for the management of atrial fibrillation.  The new management guidelines recommend radiofrequency ablation as a second line therapy after the failure of one antiarrhythmic drug to maintain sinus rhythm when a rhythm control strategy is selected.  

ACC and HRS recommend that a new comprehensive literature search be conducted with particular attention to articles published in the major medical journals such as the New England Journal of Medicine, Circulation and the Journal of the American College of Cardiology.  

The assessment only references two trials related to the use of pulmonary vein isolation for the management of patients with atrial fibrillation.  Unfortunately, it neglects more than 100 other published trials and reports of this technique. (See Attachment A for a list of publications) The inclusion of a more complete literature search will help with the analysis of the documented trial results.
The literature related to non-ablation therapy cited in the assessment is appropriate; however, the authors have misread the important issues related to the inclusion criteria for the trials.  The three major trials of rate control versus rhythm control are quoted accurately in the assessment as they showed no important difference between strategies. On the other hand, all patients (and their physicians) were willing to be randomized to rate control so by definition they were not very symptomatic with their AF.  In contrast, the patients enrolled in trials of ablation of AF all have been highly symptomatic and would never have been entered in the rate-versus-rhythm studies.  It would not be appropriate to conduct an ablation-versus-rate-control study, as suggested in this document.  Approval of the therapy should not depend on such as study.

The rate-versus-rhythm papers likewise do not apply to patients undergoing ablation for AF since the ablation patients have already failed antiarrhythmic therapy (except for the recent Wazni paper that enrolled newly diagnosed AF).  It should be noted, that the patients in the trials of AF ablation were so motivated by the symptoms of AF that they were willing to undergo, what was at that time, experimental invasive therapy in hopes of reducing symptoms.

The majority of these reports are in patients who remained symptomatic despite adequate rate control or in whom the clinicians thought it was clinically important to maintain sinus rhythm.  It would not be appropriate or ethical to include these patients in a trial comparing strategy of rate control with pulmonary vein isolation since they have already demonstrated intolerance to a rate control strategy.  

Additionally, in the reported trials most of the patients had failed at least one and often multiple other antiarrhythmic agents.  Although non-randomized, these trials do allow for an assessment of the clinical success of the procedure in terms of freedom from atrial fibrillation and symptomatic relief.  Furthermore, these trials give an estimation of the complication rates using this technique.

ACC and HRS believe that the current evidence does show a clinical improvement in health outcomes particularly related to symptoms, and therefore pulmonary vein isolation for the treatment of atrial fibrillation does fulfill the BCBSA TEC Criteria for approval, which is outlined below:
1. The scientific evidence must permit conclusions concerning the effect of the technology on health outcomes.

The document cites two controlled trials, and there are numerous other series demonstrating the benefit of ablation of AF. The prognosis for AF is well established in numerous trials, and it is clear that AF ablation improves dramatically the likelihood of maintaining sinus rhythm.
2.  The technology must improve the net health outcome; and
3. The technology must be as beneficial as any established alternatives

As mentioned above, ablation improves outcome as reflected by far greater likelihood of sinus rhythm being maintained. There is no “alternative” for maintaining sinus rhythm since candidates would already have failed to respond to antiarrhythmic drug therapy.
4.  The improvement must be attainable outside the investigational settings.

As demonstrated in numerous series, ablation for AF is quite effective.  It is a standard therapy now in most major medical centers, being routinely performed as non-investigational therapy.  

Thank you very much for your consideration of these comments.  If you have additional questions, please contact Mia Thomas at mthomas@acc.org or (301) 581-3418 or Amy Melnick at amelnick@hrsonline.org or (202) 464-3434.
Sincerely,

Pamela S. Douglas, MD, FACC


Anne B. Curtis, MD, FACC
President, American College of Cardiology         President, Heart Rhythm Society
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