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WellPoint, Inc. incorporates input from physicians practicing in relevant clinical areas along with other sources such as the peer-reviewed published medical literature, technology assessments, evidence-based consensus statements, and evidence-based guidelines from nationally recognized professional medical specialty societies as part of our process for developing and maintaining medical policies and clinical UM guidelines and on behalf of a national healthcare association (“”Association”) to support their processes for developing and maintaining medical policies.

We are currently reviewing the topic of Interspinous Distraction Devices (Spacers). We are requesting your expert opinion regarding this topic and have developed a series of relevant questions presented in the table below.  

We have designed our process to help you avoid duplication of effort in reviewing various entities’ medical policies, with the goal of reducing your administrative burden.  At the same time, your feedback and the feedback we receive from others on this topic will be shared with non-WellPoint entities, the Association and its constituents. This will allow your input to be considered as WellPoint, Inc. formulates its medical policy positions, which affect the more than 35 million members enrolled in our plans, by even broader audience on behalf of the Association and the many millions of Americans whose health care benefits are provided by its member plans.   
· Attached are two (2) draft versions of the policy, 7.01.107 Interspinous Distraction Devices (Spacers) (CVDI – 701107 –Spcrs.pdf) and the second is labeled SURG.00092 Interspinous Spacer Devices (SURG.00092 2008 12 16 CoDr). 

Your input is being requested on both versions.  Please note the first draft policy is labeled 7.01.107 Policy Title: Interspinous Distraction Devices (Spacers) and the second draft policy is labeled SURG.00092 Interspinous Spacer Devices to correspond to your response.  

We will carefully review your responses to the questions below and we welcome additional insights you provide on this topic.  Please be sure to:

· Answer all questions

· Complete the conflict of interest section

· Complete the demographic information and release statement on the following page 

· Provide peer-reviewed literature citations when changes to a policy position are suggested

Thank you for supporting our process to maintain medical necessity determinations consistent with the principles of evidence-based medicine by providing your expertise, guidance and input.

Please complete the information on the following page. 

Please return your comments to:
Barbara Brown at technology.compendium@wellpoint.com on or before January 20, 2009. 
The following information is needed for this review.

	Reviewer Name:
(Note: Include credentials)
	

	Board Certification in (Note: BC is required):
	

	Academic/Hospital Affiliation(s):
	

	Address: 
	

	State(s) of Medical Licensure:
	

	Phone:
	

	Fax:
	

	Date: 
	

	Your input will be shared with the applicable medical policy committee(s) when this topic is presented. Please indicate if WellPoint, Inc. may release any or all of the following points of information to the committee(s) and non-WellPoint entities, including a national Association.     

	
	Yes
	No 
	Comments

	Your Board Certification
	
	
	

	Name of your Academic/Hospital Affiliation(s)
	
	
	

	Your Name
	
	
	


	Policy Number: 7.01.107
Policy Title: Interspinous Distraction Devices (Spacers)

	Definitions of Medically Necessary and Investigational included in Exhibit I

	 
	Yes
	No 
	Comments

	General questions:

	Is the POLICY POSITION clear and supported by the medical evidence in the peer reviewed medical literature?  If no, please comment.


	
	
	

	Is the RATIONALE clear and does it accurately reflect the currently available medial evidence? If no, please comment.


	
	
	

	Is the DESCRIPTION clear and accurate?  If no, please comment.


	
	
	

	Specific questions regarding the policy determination:

	Therapeutic Interventions: 

· The policy indicates interspinous distraction devices (spacers) are considered investigational as a treatment of neurogenic intermittent claudication.
· Do you agree? 

	
	
	

	· Do you consider interspinous distraction devices medically necessary as a treatment of neurogenic intermittent claudication?

· If yes, please comment and cite literature to support. 


	
	
	

	· Are there any specific criteria (or conditions) which would be useful in selecting appropriate patients populations? 

· If yes, please comment and cite literature to support.  

	
	
	

	· Are there any specific exclusion criteria for when interspinous distraction devices are not appropriate?
· If yes, please comment and cite literature to support.  


	
	
	

	· If your position is that interspinous distraction devices are investigational but also medically necessary, please explain.

	
	
	

	· Is there evidence to support one type of interspinous distraction device over another? 

· If yes, please comment and cite literature to support.

	
	
	

	Improved Patient Outcomes: 
· Is there adequate evidence to demonstrate that the use of interspinous distraction devices (spacers) as a treatment of neurogenic intermittent claudication provide significant improvements in clinical outcomes compared to the available alternatives?
 
	
	
	

	· Is there additional peer-reviewed literature, other than that cited in the policy, to demonstrate improved patient outcomes due to the use of interspinous distraction devices (spacers) as a treatment of neurogenic intermittent claudication? 
· If yes, please comment and cite literature to support.


	
	
	

	Is there other information you feel is relevant regarding the medical necessity of this technology?


	
	
	

	Conflict of Interest:
Do you have now, or have you had previously, any commercial or research relationship with any company or program which provides or markets products dealing with interspinous distraction devices (spacers)?  If so, please disclose that relationship.


	
	
	


EXHIBIT I

Medically Necessary Definition 

"Medically Necessary" are procedures, treatments, supplies, devices, equipment, facilities or drugs (all services) that a medical practitioner, exercising prudent clinical judgment, would provide to a patient for the purpose of preventing, evaluating, diagnosing or treating an illness, injury or disease or its symptoms, and that are: 
· in accordance with generally accepted standards of medical practice; and 
· clinically appropriate in terms of type, frequency, extent, site and duration and considered effective for the patient's illness, injury or disease; and 
· not primarily for the convenience of the patient, physician or other health care provider; and 
· not more costly than an alternative service or sequence of services at least as likely to produce equivalent therapeutic or diagnostic results as to the diagnosis or treatment of that patient's illness, injury or disease. 

For these purposes, "generally accepted standards of medical practice" means standards that are based on credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant medical community, national physician specialty society recommendations and the views of medical practitioners practicing in relevant clinical areas and any other relevant factors.
Investigational Definition

The term "investigational" means that the medical policy does not meet the Technology Evaluation Criteria. 

This means any procedure, treatment, supply, device, equipment, facility or drug (all services), are determined NOT to: 
· have final approval from the appropriate government regulatory body; or 
· have the credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant medical community which permits reasonable conclusions concerning the effect of the procedure, treatment, supply, device, equipment, facility or drug (all services) on health outcomes; or 
· improve the net health outcome; or 
· be as beneficial as any established alternative; or 
· show improvement outside the investigational settings. 
	Policy Number: SURG.00092

Policy Title: Interspinous Spacer Devices

	Definitions of Medically Necessary and Investigational included in Exhibit I

	: 
	Yes
	No 
	Comments

	General questions:

	Is the POLICY POSITION clear and supported by the medical evidence in the peer reviewed medical literature?  If no, please comment.


	
	
	

	Is the RATIONALE clear and does it accurately reflect the currently available medial evidence for each of the devices? If no, please comment.


	
	
	

	Is the DESCRIPTION clear and accurate?  If no, please comment.


	
	
	

	Specific questions regarding the Policy determination: 

	Therapeutic Interventions: 
· The policy indicates that interspinous spacer devices are investigational in the treatment of lumbar stenosis. Do you agree?

· If no, please comment and cite literature to support.


	
	
	

	· Are there additional uses for interspinous spacer devices beyond those discussed in the document?  If so, please comment and cite literature to support.


	
	
	

	· If you consider interspinous spacer devices medically necessary in the treatment of lumbar stenosis: 

· Are there any specific criteria which would be useful in selecting appropriate patient populations?


	
	
	

	· Are there any specific contraindications which would be useful in identifying patients for whom interspinous spacer devices is not appropriate?


	
	
	

	Improved Patient Outcomes: 
· Is there adequate evidence to demonstrate that the use of interspinous spacer devices provide significant improvements in clinical outcomes compared to the available alternatives?
 
	
	
	

	· Is there peer-reviewed literature, other than that cited in the policy, to demonstrate improved patient outcomes due to the use of interspinous spacer devices?  If so, please cite.


	
	
	

	Is there other information you feel is relevant regarding the medical necessity of this technology?


	
	
	

	Conflict of Interest:
Do you have now, or have you had previously, any commercial or research relationship with any company or program which provides or markets products dealing with interspinous spacer devices? If so, please disclose that relationship. 


	
	
	


EXHIBIT I

Medically Necessary Definition 

"Medically Necessary" are procedures, treatments, supplies, devices, equipment, facilities or drugs (all services) that a medical practitioner, exercising prudent clinical judgment, would provide to a patient for the purpose of preventing, evaluating, diagnosing or treating an illness, injury or disease or its symptoms, and that are: 

· in accordance with generally accepted standards of medical practice; and 

· clinically appropriate in terms of type, frequency, extent, site and duration and considered effective for the patient's illness, injury or disease; and 

· not primarily for the convenience of the patient, physician or other health care provider; and 

· not more costly than an alternative service or sequence of services at least as likely to produce equivalent therapeutic or diagnostic results as to the diagnosis or treatment of that patient's illness, injury or disease. 

For these purposes, "generally accepted standards of medical practice" means standards that are based on credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant medical community, national physician specialty society recommendations and the views of medical practitioners practicing in relevant clinical areas and any other relevant factors.

Investigational Definition

The term "investigational" means that the medical policy does not meet the Technology Evaluation Criteria. 

This means any procedure, treatment, supply, device, equipment, facility or drug (all services), are determined NOT to: 

· have final approval from the appropriate government regulatory body; or 

· have the credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant medical community which permits reasonable conclusions concerning the effect of the procedure, treatment, supply, device, equipment, facility or drug (all services) on health outcomes; or 

· improve the net health outcome; or 

· be as beneficial as any established alternative; or 

· show improvement outside the investigational settings. 
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