March 12, 2009

Barbara J. Brown

Data Analyst, Office of Medical Policy & Tech Assessment

WellPoint, Inc.

4553 La Tienda Drive

Thousand Oaks, California 91362

Email: Technology.Compendium@WellPoint.com
RE:  
7.01.107 - Interspinous Distraction Devices (Spacers)

SURG.00092 - Interspinous Spacer Devices
Dear Ms. Brown:

On behalf of the American Association of Neurological Surgeons (AANS), the Congress of Neurological Surgeons (CNS), and the AANS/CNS Joint Section on Disorders of the Spine and Peripheral Nerves, we appreciate the opportunity to comment on the above referenced draft coverage policies regarding the topic of Interspinous Distraction Devices (Spacers) and Interspinous Spacer Devices for the national Blue Cross and Blue Shield Association (BCBSA) and WellPoint.  This represents the collective opinion of organized neurosurgery’s board certified physicians, and as you will see, we do not agree with the proposed position statement that interspinous spacers are considered investigational and not medically necessary in the treatment of intermittent neurogenic claudication related to lumbar spinal stenosis.  

We feel that Interspinous Distraction Devices (Spacers) (IDD) are not experimental devices as characterized in Exhibit I.  The X-Stop device has received final approval from the appropriate regulatory body, the Food and Drug Administration.  Based on published reports by Zucherman, which is a randomized controlled trial, and by Anderson, it may be reasonably concluded that IDD’s may provide an improved clinical benefit relative to that of non-operative management in a greater proportion of patients.  Several cohort studies of IDD placement have reported mean improvements of over 25 points on the Oswestry Disability Index (ODI) and more than 30 points on the SF-36 Bodily Pain and Physical Function Subscales (Kondrashov 2006, Kong 2007, Hsu 2006).  This would suggest to us that there is compelling data on the clinical effectiveness of the use of interspinous distraction devices in select patients.
We are also in disagreement regarding the criticism of the methodological shortcomings of the published studies on IDDs.  Given the difficulty in conducting double blinded trials of surgical procedures or devices, non-inferiority trials are a common and accepted study method.  The non-inferiority trial requires that the reference treatment have an established efficacy or that it is in widespread use, and issues such as unilateral cross over, ability to blind, among others have led to the use of non-inferiority as the base hypothesis in surgical and device trials.  These factors have been shown in other large scale non-device surgical studies such as the SPORT trial looking at lumbar disc herniation and disease.  The uncertainty regarding the effectiveness of IDDs noted in published clinical guidelines is, in large part, a reflection of the practical difficulties of performing clinical trials of surgical devices with methodological rigor similar to that of pharmacological investigations.

We agree that there has not to date been any published studies, randomized or otherwise, comparing IDD placement to lumbar laminectomy or lumbar fusion for the surgical treatment of symptomatic lumbar spinal stenosis.  It is not clear, however, that these are directly competitive interventions equally appropriate in the same patient population.  IDDs likely represent a transitional procedure that offers improved clinical outcomes relative to non-operative management.  

Finally, we emphasize that 1-year outcomes are reported in most of the clinical studies of IDDs.  The durability of any intervention, operative or non-operative, in degenerative processes is necessarily finite.  There is not compelling data indicating that mechanical failure is a serious concern about IDDs.  Just as some patients with lumbar spinal stenosis initially treated non-operatively eventually require surgery and a small proportion of those who have lumbar laminectomies or fusion will develop recurrent symptoms and undergo reoperation, it is to be reasonably expected that some patients with IDDs will eventually require additional treatment.  This is not, in our opinion, necessarily an inherent flaw in the device or the technique but is rather a reflection of the progressive nature of the underlying disorder.

Based on these considerations, it is our opinion that there is evidence of a significant clinical benefit in selected patients from IDD placement.  Further ongoing work will always be necessary to identify the patients most likely to benefit and to better characterize the long-term outcomes of the procedure.   However, we do not feel that this should result in these devices being characterized as either “investigational” or “medically unnecessary”, as indicated in the proposed policy. 

The AANS and CNS appreciate the opportunity to collaborate in this process and offer these comments and we look forward to our continued relationship to further improve patient access to quality medical care. In the meantime, if you have any questions about our response, please do not hesitate to contact us. 
Sincerely,
