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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.

C9757 code Laminotomy with repair of annular defect with implantation of bone anchored annular closure device

Last reviewed at VbBS in November 2019. Minutes indicate that the staff recommendation was accepted without significant discussion. HERC approved the recommendations without change. 

1) Annular closure devices:
a. HCPCS C9757 Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, foraminotomy and excision of herniated intervertebral disc, and repair of annular defect with implantation of bone anchored annular closure device
b. Definition: The XcloseTM Tissue Repair System (Anulex Technologies, Inc., Minnetonka, MN) is used as a method of soft tissue re-approximation of the anulus fibrosus after a lumbar discectomy procedure.  
c. Evidence:
i. Van den Brink 2019, RCT of annular closure device (ACD)
1. Study sponsored by Intrinsic Therapeutics 
2. N=554 patients (N=276 ACD, N=278 control)
3. ACD resulted in significantly fewer symptomatic reherniation (8.45 vs 17.35) and reoperation (6.7% vs 12.9%)
4. No significant difference in adverse events
5. Conclusions: among patients with large annular defects following limited lumbar discectomy, additional implantation of bone anchored ACD lowered the risk of reherniation and reoperation over 1 year follow up
d. Other payer policies:
i. Aetna 2019 
1. Considers annulus repair devices (Xclose Tissue Repair System, Barricaid, Disc Annular Repair Technology (DART) System) experimental
2. There is insufficient evidence of the clinical effectiveness of the Xclose Tissue Repair System following a lumbar discectomy procedure. Randomized controlled studies are needed to determine whether closing the anulus following a lumbar discectomy procedure will result in improved clinical outcomes (i.e., decrease in re-herniation rates).  To evaluate the benefits of anulus fibrosis repair utilizing the Xclose Tissue Repair system, Anulex is sponsoring a prospective, controlled, randomized study that will compare discectomy patients who receive anular repair using the Xclose Tissue Repair System to those who receive a standard discectomy without using the Xclose.  However, results from this study have not yet been published in the peer-reviewed medical literature.
e. HERC staff summary: annular repair devices have limited literature evaluating their effectiveness
f. HERC staff recommendation:
i. Add HCPCS C9757 (Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, foraminotomy and excision of herniated intervertebral disc, and repair of annular defect with implantation of bone anchored annular closure device) to line 662/GN173

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

	C9757
	Laminotomy with repair of annular defect with implantation of bone anchored annular closure device
	Insufficient evidence of effectiveness
	November, 2019
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