

Oregon Health Plan Prioritized List
Excluded Services Guideline 2
Editor's note: On 1/1/2025, Guideline Notes 172 and 173 were replaced with Excluded Services Guidelines 1 and 2, which serve the same functions. References to Guidelines 172-173 can be treated interchangeably with Excluded Services Guidelines E1-E2 unless HERC has revised its decision since the original approval.

0275T Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural elements (with or without ligamentous resection, discectomy, facetectomy and/or foraminotomy), any method under indirect image guidance (eg, fluoroscopic, CT), single or multiple levels, unilateral or bilateral; lumbar

Last reviewed at VbBS in September 2023. Minutes indicate that the staff recommendation was accepted without significant discussion. HERC approved the recommendations without change. 

Submitted literature: 
1) Deer 2022, the MOTION study 
a. All authors received funding from Vertos
b. RCT of MILD + conventional medical management (CMM) vs CMM alone
c. N=69 patients with MILD + CMM, N=69 patients CMM alone
i. Reported that required sample size was 75 patients in each group to obtain adequate power
d. The Walking Tolerance Test demonstrated that patients in the MILD + CMM group achieved a mean improvement of 258% in walking time to onset of severe symptoms, compared with a 64% mean improvement for patients in the CMM-Alone group. This difference between groups was statistically significant (P <0.001) 
e. At 1-year follow-up, 26.1% of CMM-Alone patients had undergone a subsequent lumbar spine intervention, compared with 5.8% of MILD + CMM patients (P < 0.002)
f. There were no device- or procedure-related adverse events reported in either study group
g. At 1-year follow-up, patients in the MILD + CMM group experienced a 16.1-point composite ODI mean improvement, compared with a 2.0-point mean improvement for patients in the CMM-Alone arm. This difference was statistically significant and indicates superiority of MILD + CMM (P < 0.001)



Expert guidelines: 
1) Sayed 2022, The American Society of Pain and Neuroscience (ASPN) Evidence-Based Clinical Guideline of Interventional Treatments for Low Back Pain
a. Note: Dr. Sayed has received research funding from and holds minority equity in Vertos
b. Evidence review included the MIDAS I, MIDAS ENCORE, and MOTION RCTs
c. Recommendation: Percutaneous lumbar decompression for ligamentum flavum hypertrophy with the diagnosis of lumbar spinal stenosis [Grade A, level 1-A, level of certainty strong]
2) Deer 2022, Best Practices for Minimally Invasive Lumbar Spinal Stenosis Treatment 2.0 (MIST): Consensus Guidance from the American Society of Pain and Neuroscience (ASPN)
a. Consensus Point 6: PILD should be considered for the treatment of mild-to-moderate lumbar spinal stenosis in the presence of NC, with less than or equal to a grade 2 spondylolisthesis, and with a contribution of spinal narrowing with at least 2.5 mm of lumbar facet hypertrophy. Grade A; Level of certainty high; Level of evidence 1-A



Other payer policies: 
1) CMS 2016: covers only with evidence development
2) Aetna 2023: considers MILD to be experimental
3) Cigna 2023: considers MILD to be experimental

HERC staff summary: 
The additional study provided by Vertos was a small study that was underpowered and had risk of bias due to conflicts of interest. Adequately powered independent confirmatory studies are needed. Private insurers continue to consider this procedure experimental. There remains insufficient evidence in the medical literature to demonstrate the safety and efficacy of percutaneous laminotomy/laminectomy approaches, including the MILD procedure.


HERC staff recommendation: 
1) Update the date of last review for minimally invasive lumbar decompression to line 662/GN173 as shown below
[bookmark: _Hlk144305543]EXCLUDED SERVICES GUIDELINE 2, INTERVENTIONS THAT ARE UNPROVEN, HAVE NO CLINICALLY IMPORTANT BENEFIT OR HAVE HARMS THAT OUTWEIGH BENEFITS FOR CERTAIN CONDITIONS
Line 662
The following Interventions are prioritized on Line 662 CONDITIONS FOR WHICH CERTAIN INTERVENTIONS ARE UNPROVEN, HAVE NO CLINICALLY IMPORTANT BENEFIT OR HAVE HARMS THAT OUTWEIGH BENEFITS:

	Procedure Code
	Intervention Description
	Rationale
	Last Review
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G0276
	Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural elements (with or without ligamentous resection, discectomy, facetectomy and/or foraminotomy), any method under indirect image guidance (eg, fluoroscopic, CT), single or multiple levels, unilateral or bilateral; lumbar
Blinded procedure for lumbar stenosis, PILD, or placebo control, performed in an approved coverage with evidence development (CED) clinical trial
	Insufficient evidence of effectiveness
	October 2021
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0275T Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural elements (with or without ligamentous resection, discectomy, facetectomy and/or foraminotomy), any method under indirect image guidance (eg, fluoroscopic, CT), single or multiple levels, unilateral or bilateral; lumbar

G0276 Blinded procedure for lumbar stenosis, PILD, or placebo control, performed in an approved coverage with evidence development (CED) clinical trial
Last reviewed at VbBS in October 2021. Minutes indicate that the staff recommendation was accepted without significant discussion. HERC approved the recommendations without change. 

Last reviewed at VbBS in October 2021. Minutes indicate that the staff recommendation was accepted without significant discussion. HERC approved the recommendations without change. 


Evidence 
1) MiDAS 1 study (Chopko 2010, Mekhail 2012 and Chopko 2013)
a. Chopko 2013: non-comparative cohort study--2 year follow up
i. N=45 patients (58 patients reported at 1 year in initial paper)
ii. At 2 years, patients demonstrated a statistically significant reduction of pain as measured by VAS, and improvement in physical function and mobility was significant as measured by Zurich Claudication Questionnaire and Oswestry Disability Index.
iii. Chopko is a consultant for Vertos Medical

2) MiDAS ENCORE study (Benyamin 2015, Benyamin 2016, Staats 2016, Staats 2018).  Study sponsored by Vertos Medical
a. Benyamin 2016, RCT of MILD vs epidural steroid injections
i. N=302 patients (149 MILD, 153 epidural steroid injections)
1. Study limited by lack of blinding
ii. At 1-year follow-up, ODI, NPRS, and all 3 ZCQ domains (Symptom Severity, Physical Function and Patient Satisfaction) demonstrated statistically significant superiority of MILD versus the active control. 
iii. The Oswestry Disability Index (ODI) responder rate was 58.0% in the MILD group versus 27.1% for the ESI group (P < 0.001), demonstrating clinically meaningful improvement in function for patients in the MILD group
i. No change was seen in medication usage for either group, including opioids
ii. Two patients who received MILD (2 events) and 2 patients who received ESIs (3 events) experienced device or procedure-related adverse events (1.3%, P = 1.00)
b. Staats 2018, 2 year follow up of RCT of MILD vs epidural steroid injections [only first 6 months was an RCT, 2 year follow up is just the MILD cohort] 
i. N=119 patients treated with MILD at 1 year; N=99 patients treated with MILD at 2 yrs
ii. At 2 years, Oswestry Disability Index improved by 22.7 points, Numeric Pain Rating Scale improved by 3.6 points, and Zurich Claudication Questionnaire symptom severity and physical function domains improved by 1.0 and 0.8 points, respectively. 
3) Mekhail 2021: long term follow up of a retrospective cohort 
a. N=75 patients, single center study
i. 7 patients lost to follow up 
ii. Study funded by the Cleveland Clinic
b. Only 9 out of 75 patients required lumbar surgical decompression at 5 yr follow up (2.4% per year incidence)
c. Subjects experienced statistically significant pain relief 3, 6, and 12 months compared to baseline.
i. Numeric rating scale score change of 3.0-3.2, which is clinically significant
d. Although only 24% of subjects (18/75) were treated with opioid medications before the mild intervention, there is a statistically significant change in opioid medications utilization between baseline and 3, 6, and 12-months after mild treatment (p = 0.0048, p = 0.0015, and p = 0.0067, respectively)
e. 12 patients had minor complications (postoperative pain, ecchymosis, allergic dermatitis)

4) Brown 2012, RCT of mild vs epidural steroid injection
a. N=38 patients (21 Mild, 17 ESI)
i. Funded by Vertos Medical
b. At 6- and 12-week follow-up, patients treated with mild reported significantly greater pain decrease over time (P < 0.0001), and significantly greater functional mobility improvement over time (P < 0.0018) than ESI patients.  No major mild or ESI device or procedure-related complications were reported.


Expert recommendations
1) Deer 2018, MIST recommendations for minimally invasive spinal treatment for lumbar spinal stenosis
a. West Virginia Society for Interventional Pain Physicians
b. Funded by a grant from Vertos Medical
c. Based on the systematic review of the available literature for PILD (Table 9), the consensus committee has determined that there is sufficient support to warrant Level I evidence using the USPSTF criteria. The 2 comparative prospective studies that led to reimbursement approval by the CMS are both Level I (USPSTF criteria). All RCT evidence compares PILD to lumbar ESI and not to open decompression (Grade A, Level I, Consensus strong).


Other payer coverage
4) CMS 2016: covers only with evidence development
5) Aetna 2021: considers MILD to be experimental
6) Cigna 2021: considers MILD to be experimental

HERC staff summary
Minimally invasive lumbar decompression for lumbar spinal stenosis has only been studied in small cohort studies or in RCTs comparing MILD to epidural steroid injections.  No trials were found comparing MILD to standard medical care, other minimally invasive surgical procedures, lumbar fusion, or other treatments currently paired with lumbar spinal stenosis.  The RCTs identified had major limitations including lack of ability to adequately blind investigators and small sample sizes.  The cohort studies were limited by lack of comparison groups and small sample sizes.  No private payer surveyed are covering this procedure and CMS only covers as part of clinical trials. 

There is insufficient evidence in the medical literature to demonstrate the safety and efficacy of percutaneous laminotomy/laminectomy approaches, including the MILD procedure. Additional well-designed trials comparing MILD with other decompressive procedures (e.g., standard open laminectomy, minimally invasive decompression) with long-term outcome data are needed to determine how this procedure compares to available alternative treatments for lumbar stenosis that are currently covered on the Prioritized List (e.g. not epidural steroid injections).



HERC staff recommendations:
2) Add minimally invasive lumbar decompression to line 662/GN173 as shown below

EXCLUDED SERVICES GUIDELINE 2, INTERVENTIONS THAT ARE UNPROVEN, HAVE NO CLINICALLY IMPORTANT BENEFIT OR HAVE HARMS THAT OUTWEIGH BENEFITS FOR CERTAIN CONDITIONS
Line 662
The following Interventions are prioritized on Line 662 CONDITIONS FOR WHICH CERTAIN INTERVENTIONS ARE UNPROVEN, HAVE NO CLINICALLY IMPORTANT BENEFIT OR HAVE HARMS THAT OUTWEIGH BENEFITS:

	Procedure Code
	Intervention Description
	Rationale
	Last Review

	0275T











G0276
	Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural elements (with or without ligamentous resection, discectomy, facetectomy and/or foraminotomy), any method under indirect image guidance (eg, fluoroscopic, CT), single or multiple levels, unilateral or bilateral; lumbar
Blinded procedure for lumbar stenosis, PILD, or placebo control, performed in an approved coverage with evidence development (CED) clinical trial
	Insufficient evidence of effectiveness
	October 2021
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