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Medical Director 
Excellus 
 
 
 
We are writing to submit comments for your draft policy 11.01.03, that is set to 
become effective on May 1, 2022.   
 
NYSIPP promotes the development and practice of safe, high quality, cost effective 
interventional pain management techniques for the diagnosis and treatment of pain 
and related disorders and to insure patient access to these interventions.   
 
As you are aware, low back pain is the most expensive occupational disorder in the 
United States and the leading cause of disability worldwide. We have historically 
had poor treatment options for a subgroup of patients with chronic, refractory axial 
low back pain, many of whom traditionally went on to have a spinal fusion with 
variable results and all of the sequelae that accompany spinal fusion. Thermal 
destruction of the intraosseous basivertebral nerve (The Intracept Procedure) offers 
these patients a minimally invasive treatment option with excellent clinical results, 
minimal recovery time and is much less expensive. This minimally invasive 
treatment is durable and unlike other ablation procedures it does not need to be 
repeated.  This treatment represents a substantial opportunity to improve pain and 
function in the most difficult to treat and expensive chronic low back pain patients.  
The Intracept Procedure is a surgical procedure that provides effective relief for 
patients suffering from vertebrogenic chronic low back pain (CLBP).  Indications for 
the procedure are clearly defined: 
  
1)    Chronic Low Back Pain for > 6 months  
2)    Failed conservative treatment > 6 months  
3)    MRI demonstrating Modic changes in the L3 – S1 vertebral bodies. (MRI that 
demonstrates endplate changes, inflammation, edema, disruption and/or fissuring, 
fibrovascular bone marrow changes, fatty bone marrow changes) 

Basivertebral nerve (BVN) ablation is based on 30 years of basic and clinical 
research demonstrating that the vertebral endplates are an important source of 
CLBP that have been ignored. Patients have often been mis-classified as having 
discogenic pain, leading to many unnecessary procedures and surgeries. Damage 
to the vertebral endplates create a chronic inflammatory cascade that result in Modic 
Type 1 and 2 changes on routine MRI.  Sensitization of these endplate nerves create 
vertebrogenic pain signals that are transmitted via the BVN and manifest as back 
pain.  Unlike facet joint and other sources of pain that rely on subjective blocks to 
make the diagnosis, vertebrogenic pain is diagnosed using objective MRI findings.  
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In fact, effective 10-01-2021 vertebrogenic pain is identified by ICD-10CM code 
M54.51.  Additionally, the BVN does not have the ability to regenerate, and the 
procedure does not need to be repeated as with facet joint ablation.  The Intracept 
procedure is supported by a strong basic and clinical evidence foundation, including 
a Level I, sham controlled RCT and a second Level I RCT against standard 
conservative management. 

The SMART study demonstrated significant clinical improvements in pain and 
function that have been sustained through a mean of 6.4 years following treatment.  
Patients followed long-term demonstrated a 61% improvement in function (Oswestry 
Disability Index - ODI) and 66% of patients experienced greater than 50% decrease 
in pain (Visual Analog Scale - VAS) with 34% being completely pain 
free.  Additionally, these patients required significantly fewer injections with a 93% 
reduction compared to baseline and at the 5 year follow up. The procedure has an 
excellent safety profile with no serious device-related events. 

The second Level I, RCT study, The Intracept Study, was stopped for superiority. 
Stopping a study for superiority early is a significant accomplishment and rarely 
achieved in an interim analysis. There has been no other study in spine stopped for 
superiority. When a study is stopped early for superiority, the results are deemed 
conclusive of a therapy’s effectiveness. 

Several of our members have collectively performed the Intracept procedure on 
hundreds of our patients and have found the results mirrored those in the SMART 
and Intracept studies.  This procedure is reproducible and fills a treatment gap for 
those patients who previously failed conservative treatment and continued to have 
unresolved pain.  

Patients deserve access to this proven treatment, we urge you to consider adopting 
positive coverage of thermal destruction of the intraosseous basivertebral nerve 
(The Intracept procedure).   Additionally, other Blue Cross Blue Shield plans have 
published positive coverage policies: 

 

• BCBS of North Dakota, effective: 1/20/2022: 

https://www.bcbsnd.com/providers/policies-precertification/medical-

policy/b/basivertebral-nerve-ablation  

• Highmark BCBS Commercial Medical Policy (Pennsylvania, West Virginia, 

Delaware, Western New York and Northeastern New York), effective 

12/06/2021: 

https://securecms.highmark.com/content/medpolicy/en/highmark/ny/comm

ercial/policies/Miscellaneous/Z-104/Z-104-003.html   

• Blue Cross Blue Shield of Nebraska, effective 3/16/2021:  

https://medicalpolicy.nebraskablue.com/policy/430/1 

 
 

https://www.bcbsnd.com/providers/policies-precertification/medical-policy/b/basivertebral-nerve-ablation
https://www.bcbsnd.com/providers/policies-precertification/medical-policy/b/basivertebral-nerve-ablation
https://securecms.highmark.com/content/medpolicy/en/highmark/ny/commercial/policies/Miscellaneous/Z-104/Z-104-003.html
https://securecms.highmark.com/content/medpolicy/en/highmark/ny/commercial/policies/Miscellaneous/Z-104/Z-104-003.html
https://medicalpolicy.nebraskablue.com/policy/430/1
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In this era of rising healthcare costs and increasing need for therapies to reduce the 
use of opioids, the Intracept procedure provides an effective treatment option to fill 
the gap in the treatment paradigm for patients that fail non-surgical treatment. The 
evidence supports coverage of the procedure and we request that the policy be 
updated to allow members access to care.  
We welcome the opportunity to schedule a meeting to review clinical evidence in 
support of coverage for the Intracept procedure.  Thank you for your time and 
consideration of NYSIPP comments. 
 
Sincerely, 
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A single-arm, open-label pilot study was conducted in the U.S. and Europe and included 
16 subjects treated with basivertebral nerve ablation. The study included 12 months of 
follow-up and demonstrated that the Intracept System was safe and effective for treatment 
of primary vertebrogenic CLBP within this cohort of subjects with Type 1 and Type 2 Modic 
changes, with high response rates for improvements in pain and function. There was a 
statistically significant improvement in Oswestry Disability Index (ODI) at 3 months and this 
was maintained through 12 months of follow-up. The procedure was demonstrated as safe, 
with a high degree of targeting and procedural success.There were no device- or 
procedure-related serious adverse events reported by study sites in this pilot study.  
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This systematic review by Conger et al found that the relative risk of treatment success for 
reduction in pain was 4.16 (95% CI 2.12-8.14) and for disability was 2.32 (95% CI 1.52-
3.55). The authors concluded that moderate-quality evidence suggests basivertebral nerve 
ablation is effective in reducing pain and disability in patients with chronic low back pain 
who are selected based on Type 1 or Type 2 Modic changes.  
 
15. DeVivo AE, D’ Agostino G, D’ Anna G, Al Qatami H, Gil I, Ventura F, et. al. Intra-
osseous basivertebral nerve radiofrequency ablation (BVA) for the treatment of 
vertebrogenic chronic low back pain. Neuroradiology. 2020;63:809-815. 
https://doi.org/10.1007/s00234-020-02577-8. 
 
A prospective, uncontrolled level IV case series in Italy evaluated the effectiveness of 
percutaneous basivertebral nerve ablation in patients with vertebrogenic chronic low back 
pain using the STAR® Tumor Ablation System. At 3- and 12-month follow-up, VAS and ODI 
decreased significantly compared to baseline. Clinical success was defined as a ≥ 10-point 
change in ODI; 96.5% of patients were considered to have clinical success at 12 months. 
Targeting was deemed successful in 100% of subjects, which consistently included the 
central portion of the vertebral body along the midline, according to study authors. Study 
results support previously published safety and efficacy results associated with basivertebral 
nerve ablation. No immediate or delayed complications were reported. 
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