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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.

We are currently reviewing our medical policy on the topic of Percutaneous and Endoscopic Spinal Surgery. We are requesting your expert opinion regarding this topic and have developed a series of relevant questions presented in the table below.  

We are seeking input for percutaneous spinal surgical techniques for discogenic and stenotic disease and specifically the use of graduated tube dilators to access the surgical site when using an operating microscope or endoscope.

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 may be shared with non-WellPoint entities, including a national association (“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 33 million members enrolled in our plans, by an 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 is the draft version of the medical policy. 
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 

· 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 March 25, 2011.
The following information is needed for this review.

	Reviewer Name:

(Note: Include credentials)
	Kurt M. Eichholz, MD

	Board Certification in: (Note: BC is required)
	Neurological Surgery

	Academic/Hospital Affiliation(s):
	Saint Louis University Medical Center

	Address: 
	3635 Vista Avenue, 5th Floor;  St. Louis, MO  63110-0250

	State(s) of Medical Licensure:
	Missouri, Illinois, Tennessee

	Phone:
	314-577-8730

	Fax:
	314-577-8719

	Date: 
	March 13, 2011

	 Conflict of Interest
	Yes
	No 
	Comments

	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 percutaneous or endoscopic spinal surgery? If so, please disclose that relationship.
	
	X
	

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

	
	Yes
	No 
	Comments

	Name of your Academic/Hospital Affiliation(s)
	X
	
	Saint Louis University Medical Center

	Your Name 
	X
	
	Kurt Eichholz, MD


AANS
	Policy Number: SURG.00071

Policy Title: Percutaneous and Endoscopic Spinal Surgery

	Definitions of Medically Necessary and Investigational included in Exhibit I

	 
	Yes
	No 
	Comments

	General questions:

	Are the POLICY TITLE AND SCOPE clearly defined? If no, please comment.


	
	X
	The policy notes that “percutaneous and endoscopic spinal surgery has been investigated as an alternative to open (traditional and micro) spinal procedures”.  This blurs the distinction between percutaneous procedures, in which the surgeon is unable to directly visualize the anatomy being operated on with the naked eye, with minimally invasive (MIS) procedures, in which open procedures using specialized retractors, such as tubular muscle-dilating retractor systems, are used in order to allow direct visualization of the spinal structures.  These MIS procedures may be endoscopically assisted, using the endoscope rather than the operating microscope for assistance in visualization and illumination, but still with standard microdiscectomy techniques and instrumentation, or they may utilize the microscope or surgical loupe magnification.  The differences in these procedures have been reviewed and assessed in depth, leading to the creation of CPT codes 62287 and 63030 to differentiate the work and surgical technique.

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


	
	X
	Percutaneous and endoscopic spinal surgery has been well supported in the medical literature since the mid 1990’s.  As will be shown in the specific questions below, there is evidence to support both percutaneous and endoscopic techniques as medically beneficial and not investigational.

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


	
	X
	As will be shown in the specific questions below, the rationale does not accurately reflect the currently available medical literature nor the level at which techniques are adopted into routine medical practice.

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


	X
	
	

	Specific questions regarding the Policy determination:

	· The policy indicates that percutaneous spinal surgery techniques (e.g. suction/curettage, laser and nucleoplasty) are considered investigational and not medically necessary for indications such as disc herniation and lumbar stenosis. 

· Do you agree?

· Is the term “percutaneous techniques” clear and consistent with the descriptions used by practitioners?


	
	X
	We do not feel that many of these procedures are considered investigational as they have an unrestricted market approval from the FDA, have sufficient scientific evidence to permit evaluation of their therapeutic value and a beneficial effect on health outcomes.  

However, we acknowledge that a number of new percutaneous procedures, such as those for laminectomy and fusion, do not have sufficient scientific evidence that indicates that is it as beneficial as any established alternatives at this time.  These procedures typically are associated with a Category III code, but Category III codes do not mean that a procedure is necessarily considered investigational.
We have based our response on the following additional studies:

Nucleoplasty has been shown in a prospective cohort study of 67 patients with radicular pain due to a contained disc herniation to be effective in improving quality of life using validated outcome measures (SF-36, EQ5D, VAS) at 3 and 6 months after surgery.  There were no infections and no nerve root injuries. 17
Amoretti et al 4 reported 50 patients who underwent percutaneous discectomy using the Stryker DeKompressor.  Outcome on VAS at up to 180 days showed a decrease of baseline pain of more than 70% in 39 of 50 patients, with 31 requiring no further medications.  While the policy cites a lack of randomization as a weakness of this study, many studies on surgical techniques involve cohorts that are not randomized, and this should not be cited as a flaw of the study.

Ahn 2 showed excellent or fair results in 80% of 111 consecutive patients undergoing lumbar laser discectomy, while Hellinger et al (2004) 18 reported 3377 patients who were treated with non-endoscopic percutaneous laser disc decompression and nucleotomy using a YAG laser.  This study showed excellent clinical results with a complication rate of 1.0%   
Liu et al 31 compared long term outcomes of 101 patients undergoing microendoscopic discectomy to those of 129 patients undergoing percutaneous lumbar discectomy.  MacNab criteria were excellent and good in 75% in the PLD group and 84% in the MED group.  The total average SF-36 was not different between the two groups, while social functioning and body pain were significantly better in the MED group compared to the PLD group.  This study found that both PLD and MED show acceptable long term efficacy for treatment of lumbar disc herniations.
The Vertos MILD device only recently received FDA approval.  The current literature includes a retrospective review of 42 consecutive patients.   Statistically significant improvement in VAS was shown, while the ability to walk and stand for more than 15 minutes increased from 3 to 60% and from 14 to 73% respectively 30.  In addition, Chopko 11 recently reported the preliminary results of a prospective multicenter trial which included 78 patients.  Statistically significant improvement in VAS, ODI, ZCQ, and SF-12v2 were found at six weeks.  
Overall, these studies indicate that the above mentioned percutaneous techniques represent a wide range of treatment options, with most in accordance with generally accepted standards of medical practice, and more recent technologies that do not have sufficient scientific evidence that indicates that is it as beneficial as established techniques being grouped into the same set of procedures.

	· The policy indicates that endoscopic spinal surgery techniques are considered investigational and not medically necessary for indications such as disc herniation and lumbar stenosis. 

· Do you agree? If no, please comment.

· Is the term “endoscopic techniques” clear and consistent with the descriptions used by practitioners? If no, please comment.

· Are there any situations where the use of an endoscopic technique is medically necessary? If yes, please comment.


	
	X
	Spinal surgery techniques using the endoscope have been well described in the literature for over 15 years and the use of endoscopic spinal techniques is adequately supported.  
The term “endoscopic” is broad, and there are essentially two different types of endoscopic techniques for spinal surgery.  “Microendoscopic” techniques utilize a rigid spinal endoscopic that allows direct illumination and magnification of the surgical field while being attached to a tubular retractor system 35.  In this system, standard surgical instruments are passed through a tube, typically 18 mm in diameter, while the endoscope is attached to the tube.  This tubular retractor system can utilize a rigid spinal endoscope, an operating microscope, or surgical loupes (glasses with magnifying telescopes).  “Full endoscopic” techniques refer to utilizing an endoscope that allows specialized surgical instruments to be passed through ports in the endoscope itself 
 ADDIN EN.CITE 
43,44
.  This is similar to the technique that is well established for arthroscopic joint surgery and laparoscopic abdominal surgery.  The benefits of arthroscopic joint surgery and laparoscopic abdominal surgery have been well established.  Likewise, as will be shown below, microendoscopic or minimally invasive spinal surgery utilizing a tubular retractor system results in decreased blood loss, decreased hospital stay, and decreased narcotic requirements.  While all patients benefit from these advantages, these benefits are especially apparent in the elderly


41 ADDIN EN.CITE  and the morbidly obese,


12,40,53 ADDIN EN.CITE  as will be described below.  
Ruetten’s two studies 
 ADDIN EN.CITE 
45,46
 show prospective, randomized controlled trials of full endoscopic cervical foraminotomies and lumbar discectomies, respectively.  Ruetten’s cervical study 
 ADDIN EN.CITE 
45
 compares full endoscopic posterior cervical foraminotomy to anterior cervical discectomy and fusion, which is considered the “gold standard” surgical treatment for central disc herniations in the cervical spine.  FPCF allow removal of laterally localized disc herniations without necessitating a fusion.  The Wellpoint policy points to the inability of this procedure to reconstruct the intervertebral space as a disadvantage; However, for a laterally localized disc herniation, this is the ideal procedure to remove the herniation without requiring a cervical fusion.  Posterior cervical discectomy and foraminotomy is the preferred surgical procedure for laterally localized cervical disc herniation, and is used preferentially in the military, as it has been shown to expedite return to unrestricted duty, and has been shown to have a significant cost savings54.
Ruetten’s lumbar study 
 ADDIN EN.CITE 
46
 compared full endoscopic lumbar discectomy to conventional lumbar microdiscectomy, again in a prospective randomized controlled trial.  Both the cervical and lumbar studies showed statistically significant improvement in large groups at 24 months of follow-up.  We strongly disagree with the policy statement that “larger studies with longer follow-up are necessary before the clinical efficacy, safety and durable outcome advantages of full endoscopic spinal procedures can be determined”, as this and several other studies have shown the efficacy and advantages of endoscopic spinal techniques:

Adamson 1 described 100 consecutive patients with unilateral cervical radiculopathy secondary to lateral disc herniation of foraminal stenosis.  97 patients had good or excellent results, and this technique did not sacrifice a cervical motion segment as an anterior cervical discectomy and fusion (ACDF) would.  

Smith and Foley 51 described their first 100 cases of microendoscopic discectomy for lumbar disc disease.  Using modified Macnab criteria, 96 patients had excellent or good results, while one had a fair result and 3 had poor results.  There were three intraoperative dural lacerations and one delayed pseudomeningocoele.  These results are similar to what one would expect for conventional open microdiscectomy.

Casal-Moro 8 recently (2011) published a prospective clinical trial with 5 year follow-up for microendoscopic lumbar discectomy in 122 patients.  Mean VAS leg scores and back scores, as well as ODI were statistically improved at 2 months, one year, and 5 years.

Righesso 39 performed a randomized controlled trial of microendoscopic discectomy to open discectomy in 40 patients.  Size of incision and length of hospital stay were greater in the open discectomy group, while operative time was longer in the MED group.  This study shows that the MED technique is equivalent in safety and efficacy to open discectomy.

Wu et al 
 ADDIN EN.CITE 
56
 performed a retrospective review of 873 consecutive patients undergoing microendoscopic discectomy, and showed significantly lower  blood loss (44 mL vs. 135 mL, P < 0.001), hospital stay (4.8 days vs. 7.3 days, P<0.05), and time to return to work (15 days vs. 21 days, P < 0.05),

Rosen et al 
 ADDIN EN.CITE 
41
 described microendoscopic decompression of stenosis in 50 patients age 75 or older.  This study described 50 patients with a mean age of 81, all of whom were over age 75, who underwent minimally invasive microendoscopic discectomies or decompression of stenosis,  Statistical analysis showed significant improvement in VAS, ODI, and SF-36 body pain and physical function scores.  Median length of hospitalization was 29 hours.  This study showed that minimally invasive decompression in elderly patients is an efficacious treatment with short hospitalizations and a complication rate that was similar to open surgery, especially considering the significant co-morbidities that accompany an elderly population such as this.  
Le 
 ADDIN EN.CITE 
28
 described 10 consecutive patients undergoing minimally invasive revision microendoscopic discectomy.   Data was compared to 24 consecutive patients who underwent MED during the same period for a primary single level disc herniation.  Outcome was excellent or good in 90% using Macnab criteria with a mean follow-up of 18.5 months.  Operative blood loss, duration, complications, and length of stay were not different between primary and revision patients.  

Perez-Cruet 35 described 150 consecutive patients who underwent microendoscopic discectomy using a muscle splitting tubular dilator system.  94% had excellent or good results using Macnab criteria, average hospital stay was 7.7 hours, and average return to work was 17 days.  

Based upon the above data, we strongly feel that endoscopic spinal surgery is a standard treatment option that is not investigational and is medically necessary for the treatment of cervical, thoracic and lumbar disc herniations, foraminal stenosis and central canal stenosis.

	Additional questions addressing instrumentation for accessing  the operative site: 

· Do you consider the use of dilator tubes to expose the surgical site medically necessary when performing a spinal surgery? 

· Are there differences when using a dilator tube and an operating microscope or an endoscope for visualization? 

· Please comment and cite literature to support.


	X
	
	Yes, the use of dilator tube retractor systems is considered as medically necessary as the use of self-retaining retractors.  The papers referenced above utilize a microendoscopic or minimally invasive approach that utilizes muscle dilating tubular retractors to expose the necessary anatomical structures.  Exposure of the posterior elements of the spine is necessary to perform a discectomy, foraminotomy, laminectomy, or decompression of stenosis, regardless of the technique used.  Exposing the lamino-facet junction for microendoscopic or minimally invasive spinal surgery allows equivalent access to the spinal canal as exposing the traditional midline structures, while having the distinct advantage of disrupting less normal musculature.  The use of a muscle dilating retractor system or other self-retaining retractor system is surgical preference, and in the hands of a properly trained surgeon allows adequate exposure of the spinal anatomy to achieve the goals of the procedure. 
The following papers described in the section above describe endoscopic procedures, and all of these studies utilized a muscle-dilating retractor system:  Adamson 1, Smith and Foley 51, Casal-Moro 8, Righesso 39, Khoo 26, Rosen 
 ADDIN EN.CITE 
41
, Le 
 ADDIN EN.CITE 
28
, Perez-Cruet 35, Shin 
 ADDIN EN.CITE 
48
, Podichetty 
 ADDIN EN.CITE 
37
, Pao 34, Coric 13, Jhala 24, Isaacs 22, Isaacs 
 ADDIN EN.CITE 
21
, Asgarzadie 6, Chang 10, and Wu 
 ADDIN EN.CITE 
56
.  These papers elucidate the efficacy and safety of using a tubular muscle dilating retractor system as well as the safety and efficacy of endoscopic spinal surgery.  
Safely and adequately performing spinal surgery, with or without a tubular retractor system, requires illumination and magnification of the operative field to allow the surgeon adequate visualization of the anatomical structures. The rigid spinal endoscope has a working length of 100 mm, angle of view of 25 degrees, field of view of 90 degrees, and depth of field of 5 to 50mm. 35 This allows greater magnification than loupe magnification.  By having the camera placed in the tubular retractor, the source of illumination and magnification is closer to the operative field than with a microscope or loupes.   While the operating microscope has been used for years for this purpose, the papers in the above paragraphs 


 ADDIN EN.CITE.DATA 
 ADDIN EN.CITE 
1,6,8,10,13-15,21-24,26,28,34,35,37,39,41,43, 44,48,50,56
 show the efficacy of the rigid spinal endoscope in achieving the goals of illumination and magnification, and show that utilization of endoscopic techniques allows spinal surgery to be performed with no significant increase in complication rate. We believe that a surgeon may choose to utilize an operating microscope, an endoscope, or surgical loupes to illuminate and magnify the operative field.
We believe that the use of muscle dilating retractor systems as well as endoscopic assisted visualization are supported by the medical literature, and are not investigational and are medically necessary and beneficial.

	Improved Patient Outcomes: 

· Is there adequate evidence to demonstrate that the use of dilator tubes to access the surgical site provide significant improvements in clinical outcomes compared to alternative techniques?
· If yes, please comment and cite literature to support.


	X
	
	Choice of a specific self-retaining retractor system, such as dilator tube systems, is surgical preference, with improved clinical outcomes in the hands of surgeons properly trained with their use.

O’Toole et al 33 performed a retrospective chart review of prospectively collected data for 1338 minimally invasive spinal surgeries in 1274 patients.  Procedures performed included discectomies, foraminotomies, decompression of stenosis, fusion, and tumor resections, and all procedures used a muscle-dilating retractor system.  3 postoperative surgical site infections were detected, 2 superficial, and 1 deep, with a total rate of infection of 0.22%.  This is significantly lower than previously reported rates in the literature which have ranged from 0.7 to 16%.  Considering the recent significant emphasis on prevention of post-operative surgical site infections, this data strongly suggests a significant improvement in clinical outcome in a large series of patients undergoing minimally invasive spinal surgery utilizing a muscle dilating retractor system.
Rosen et al 
 ADDIN EN.CITE 
41
 described 57 patients aged 75 or older who had microendoscopic decompression of stenosis with a muscle-dilating retractor system.  The patients had a statistically significant reduction in VAS, ODI, and SF-36 scores.  In addition, there were no major complications in this patient population with significant co-morbidities. 
It is well established that obesity significantly increased the complication rate in traditional open spine surgery


47 ADDIN EN.CITE .   However, the next three papers show that obesity does not correlate with an increased rate of complications in patients undergoing minimally invasive spinal surgery 


40 ADDIN EN.CITE , and that the use of a minimally invasive, muscle dilating approach is the preferred technique for spinal surgery in obese patients in order to decrease blood loss, operative time, and length of hospital stay


12,53 ADDIN EN.CITE .  

Rosen et al 
 ADDIN EN.CITE 
40
 described 110 patients with an average body mass index of 28.7, with a median follow-up of 14.8 months who underwent minimally invasive lumbar fusion.  Linear regression analysis showed that there was no relationship between BMI, weight and height, with outcome measures, operative time, length of hospital stay, or complications.  While morbid obesity is typically considered to correlate with increased rate of complications
 ADDIN EN.CITE 
47
, especially infection, this significant population of morbidly obese patients had good outcomes while undergoing minimally invasive spine surgery, thus demonstrating the efficacy of this technique in this difficult and complication-prone population.  

Tomasino 
 ADDIN EN.CITE 
53
 retrospectively reviewed 115 patients who underwent minimally invasive spine surgery, 31% of which were obese.  Mean follow-up was 15.9 months, and favorable outcome was seen in 92% of obese patients undergoing minimally invasive microdiscectomy, and 75% of those undergoing minimally invasive laminectomy.  There was no significant difference in outcome between obese and non-obese patients undergoing minimally invasive spine surgery in this study.

Cole 12 performed a retrospective review of 32 patients with a body mass index of greater than 30 kg/m2, who underwent minimally invasive discectomy using a muscle-dilating retractor system.  No infections were reported, and 78% of patients were discharged the same day.  The late complication rate was 9.4% in this group with significant co-morbidities.  This study showed a muscle dilating approach to be preferred over conventional open lumbar surgery.
Perez-Cruet 35 demonstrated shortened hospital stay (average 7.7 hours) in 150 patients who underwent microendoscopic discectomy.  Righesso 39 showed statistically smaller size of incision and shorter hospital stay in a prospective randomized controlled study of 40 patients.
Wu et al 
 ADDIN EN.CITE 
56
 performed a retrospective review of 873 consecutive patients undergoing microendoscopic discectomy, and showed significantly lower  blood loss (44 mL vs. 135 mL, P < 0.001), hospital stay (4.8 days vs. 7.3 days, P<0.05), and time to return to work (15 days vs. 21 days, P < 0.05), 
Prolonged retraction of the paraspinal muscles by retractors used in traditional open spinal surgery has been shown in multiple studies to have a detrimental effect on muscle density, causing muscle atrophy, denervation, ischemia, and direct mechanical damage 


3,20,25,49 ADDIN EN.CITE .  Bresnahan7 showed that minimally invasive surgical approaches to the spine allow better preservation of postoperative paraspinal muscle activity.
We believe that the use of muscle splitting dilator tubular retractor systems, either with a microscope or an endoscope, significantly improves clinical outcomes in the hands of surgeons trained in their use, especially with respect to reduction of surgical site infection, blood loss, hospital stay, and return to work.

	· Is there adequate evidence to demonstrate that the use of percutaneous techniques to treat spinal discogenic or stenotic disease provides significant improvements in clinical outcomes compared to alternative techniques?
· If yes, please comment and cite literature to support.

	
	X
	The outcomes of percutaneous techniques for spinal discogenic or stenotic disease, such as the MILD procedure, are not as well established.  However, these techniques would not be represented by the codes listed in the medical policy and have a separate category III code for their description.

However, there are a few studies regarding these techniques:

The above mentioned studies 
 ADDIN EN.CITE 
18,19
, as well as Gerstzen 17 and Amoretti 
 ADDIN EN.CITE 
4,5
, showed significant improvements in outcome studies using percutaneous techniques.  This improvement in outcomes is equivalent to what would be expected with conventional open discectomy, while having no infections.  
Lee et al 29 reviewed 54 patients who underwent percutaneous lumbar discectomy and open lumbar microdiscectomy.  Clinical outcomes were similar in the two groups, but the percutaneous group had shorter operating time, hospital stay, and preservation of disc height.

Early studies on the MILD procedure
 ADDIN EN.CITE 
11,30
 show outcomes similar to conventional decompression, while utilizing a smaller incision, less postoperative narcotics, and being performed on an outpatient basis.  
The limited outcomes described in the above studies initially appear equivalent to open surgery while having the advantage of being performed on an outpatient basis, with less disruption of normal tissue, a smaller incision, less narcotics and a lower infection rate.

	· Is there adequate evidence to demonstrate that the use of endoscopic techniques to treat spinal discogenic or stenotic disease provides significant improvements in clinical outcomes compared to alternative techniques?
· If yes, please comment and cite literature to support.

	X
	
	As noted above, there is a distinction between percutaneous procedures using the endoscope as the surgeon is unable to directly visualize the anatomy being operated on with the naked eye, versus endoscopically assisted in a MIS open procedure, in which the surgeon uses the endoscope rather than the operating microscope for assistance in visualization and illumination, but still with standard microdiscectomy techniques and instrumentation.

The above mentioned and described studies 


 ADDIN EN.CITE.DATA 
 ADDIN EN.CITE 
1,6,8-10,13-15,21,23,24,26-28,33-39,41-44,46,48,50,51
 discuss microendoscopic discectomy and decompression of stenosis, which are performed for discogenic and stenotic disease.  

O’Toole et al 33, Rosen et al 
 ADDIN EN.CITE 
41
, Perez-Cruet et al 35, and Wu et al 
 ADDIN EN.CITE 
56
 describe the significant improvements in clinical outcomes compared to alternative techniques.  These improvements include significantly lower infection rate, lower blood loss, less narcotic requirement, shorter hospital stay, and return to work.  

	· Is there other information you feel is relevant regarding the medical necessity of these technologies?


	X
	
	Minimally invasive spinal surgery utilizing tubular retractor systems were developed specifically to reduce the significant deleterious effects of subperiosteal muscle dissections that accompany traditional open surgery.  The crush injury that accompanies retraction of the paraspinal muscle has been shown in both biomechanical and radiographic studies
 ADDIN EN.CITE 
16,32
.  Minimally invasive retractors have been shown to reduce intramuscular pressure generated during spinal surgery, cause less muscle edema, and have less tissue disruption seen on MRI 7,
 ADDIN EN.CITE 
52
.   These proven advantages of minimally invasive spine surgery have been shown in the above literature to improve clinical outcome for patients.

In addition, minimally invasive spine surgery has been shown to be cost effective.  Wang et al 55 performed a retrospective analysis of 74 patients who underwent one and two level lumbar fusions.  Single level MIS fusions had an average hospital charge of $70,159 compared with $78,444 for open surgery (p=0.027).  For two level fusions, mean charges were $87,454 for MIS compared to $108,843 for open (p=0.071).  Mean length of stay was 3.9 days for single level MIS fusions, and 4.8 days for open (p=0.017).  For single level surgeries, 5 and 20% of patients undergoing MIS and open surgery, respectively, required inpatient rehabilitation, while for two level surgery the rate was 13 and 29%, respectively.  Clearly, the shorter hospital stay and lower number of patients requiring inpatient rehabilitation confers a significant cost savings.  

The above mentioned literature strongly supports the medical necessity of minimally invasive spinal surgery, including the use of muscle dilating retractor systems, percutaneous techniques, and endoscopic assisted techniques.  Minimally invasive spinal surgery is being performed throughout the country as a standard treatment option for patients with degenerative spinal disease since the early 1990’s.  Minimally invasive spinal surgery is an accepted and in many cases preferred treatment option, just as arthroscopic joint surgery has become the standard treatment for many different types of pathology in orthopedics, and laparoscopic cholecystectomy has become the “gold standard” surgical approach for gallbladder removal.  Arthroscopic joint surgery and laparoscopic abdominal surgery have become the standard and preferred methods of treatment in their respective subspecialty fields, as minimally invasive spinal surgery is a standard surgical treatment which is well supported in the medical literature.  
We strongly believe that these methods are not investigational, and are medically necessary, and are strongly supported by the literature above.


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 covered individual 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 covered individual's illness, injury or disease; and 

· not primarily for the convenience of the covered individual, 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 covered individual'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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