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I. POLICY 

Percutaneous annuloplasty (e.g., intradiscal electrothermal annuloplasty, intradiscal 
radiofrequency annuloplasty, or intradiscal biacuplasty) for the treatment of chronic discogenic 
back pain is considered investigational.  
 
Intraosseous radiofrequency ablation of the basivertebral nerve (e.g., Intracept® system) for the 
treatment of vertebrogenic back pain is considered investigational.  
 
There is insufficient evidence to support a general conclusion concerning the health outcomes 
or benefits associated with these procedures. 
 

II. PRODUCT VARIATIONS       TOP     

This policy is only applicable to certain programs and products administered by Capital Blue 
Cross and subject to benefit variations as discussed in Section VI.  Please see additional 
information below. 

FEP PPO - Refer to FEP Medical Policy Manual. The FEP Medical Policy manual can be found 
at:  
https://www.fepblue.org/benefit-plans/medical-policies-and-utilization-management-
guidelines/medical-policies. 
.  

 
III. DESCRIPTION/BACKGROUND      TOP 

Electrothermal intradiscal annuloplasty therapies use radiofrequency energy sources to treat 
discogenic low back pain arising from annular tears. These annuloplasty techniques are 
designed to decrease pain arising from the annulus by thermocoagulating nerves in the disc and 
tightening of annular tissue. 
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Discogenic Low Back Pain 

Discogenic low back pain is a common, multifactorial pain syndrome that involves low 
back pain without radicular symptoms findings, in conjunction with radiologically 
confirmed degenerative disc disease. 
 
Treatment 

Typical treatment includes conservative therapy with physical therapy and medication 
management, with potential for surgical decompression in more severe cases. 

A number of electrothermal intradiscal procedures have been introduced to treat discogenic low 
back pain; they rely on various probe designs to introduce radiofrequency energy into the disc. It 
has been proposed that heat-induced denaturation of collagen fibers in the annular lamellae 
may stabilize the disc and potentially seal annular fissures.  Pain reduction may occur through 
the thermal coagulation of nociceptors in the outer annulus. 

With the intradiscal electrothermal annuloplasty procedure, a navigable catheter with an 
embedded thermal resistive coil is inserted posterolaterally into the disc annulus or nucleus. 
Using indirect radiofrequency energy, electrothermal heat is generated within the thermal 
resistive coil at a temperature of 90C; the disc material is heated for up to 20 minutes. 
Proposed advantages of indirect electrothermal delivery of radiofrequency energy with 
intradiscal electrothermal annuloplasty include precise temperature feedback and control, and 
the ability to provide electrothermocoagulation to a broader tissue segment than would be 
allowed with a direct radiofrequency needle.  Annuloplasty using a laser-assisted spinal 
endoscopy kit to coagulate the disc granulation tissue (percutaneous endoscopic laser 
annuloplasty) has also been described. 

Percutaneous intradiscal radiofrequency thermocoagulation uses direct application of 
radiofrequency energy. With percutaneous intradiscal radiofrequency thermocoagulation, the 
radiofrequency probe is placed into the center of the disc, and the device is activated for only 90 
seconds at a temperature of 70C. The procedure is not designed to coagulate, burn, or ablate 
tissue. The Radionics Radiofrequency Disc Catheter System has been specifically designed for 
this purpose. 

Intradiscal biacuplasty uses 2 cooled RF electrodes placed on the posterolateral sides of the 
intervertebral annulus fibrosus. It is believed that, by cooling the probes, a larger area may be 
treated than could occur with a regular needle probe. 

Vertebral body endplates have been proposed as a source of lower back pain, caused by 
intraosseous nerves. The basivertebral nerve enters the posterior vertebral body and sends 
branches to the superior and inferior endplates. Vertebrogenic pain, transmitted via the 
basivertebral nerve, has been purported to occur with endplate damage or degeneration.  
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Regulatory Status 

A variety of radiofrequency coagulation devices have been cleared for marketing by the U.S. 
Food and Drug Administration (FDA), some of which are designed for disc nucleotomy. In 2002, 
the Oratec Nucleotomy Catheter (ORATEC Interventions, Menlo Park, CA, acquired by Smith & 
Nephew in 2002) was cleared for marketing by FDA through the 510(k) process. The predicate 
device was the SpineCATH® Intradiscal Catheter, which received FDA clearance for marketing 
in 1999. The Radionics (a division of Tyco Healthcare group) Radiofrequency Disc Catheter 
System received marketing clearance by FDA through the 510(k) process in 2000. FDA product 
code: GEI. 

In 2005, the Baylis Pain Management Cooled Probe was also cleared for marketing by FDA 
through the 510(k) process. It is intended for use “in conjunction with the Radio Frequency 
Generator to create radiofrequency lesions in nervous tissue.” FDA product code: GXI. 

The Intracept Intraosseous Nerve Ablation System “is intended to be used in conjunction with 
radiofrequency (RF) generators for the ablation of basivertebral nerves of the L3 through S1 
vertebrae for the relief of chronic low back pain of at least 6 months duration that has not 
responded to at least 6 months of conservative care”. FDA reviewed the device and issued a 
substantially equivalent designation in August 2017 (K170827). FDA product code: GXI. 

Note: This evidence review does not address disc nucleoplasty, a technique based on the 
bipolar RF device (Coblation®; ArthroCare, Austin, TX, acquired by Smith & Nephew, 2014). 
With the coblation system, a bipolar radiofrequency device is used to provide lower energy 
treatment to the intervertebral disc, which is designed to provide tissue removal with minimal 
thermal damage to collateral tissue. Disc nucleoplasty is closer in concept to a laser discectomy 
in that tissue is removed or ablated to provide decompression of a bulging disc.  

 
IV. RATIONALE        TOP 

Summary of Evidence 

For individuals who have discogenic back pain who receive intradiscal electrothermal 
annuloplasty, the evidence includes a small number of randomized controlled trials (RCTs). 
Relevant outcomes are symptoms, functional outcomes, quality of life, and treatment-related 
morbidity. Two RCTs on intradiscal electrothermal annuloplasty reported conflicting results, with 
one reporting benefit for intradiscal electrothermal annuloplasty and the other reporting no 
benefit. Further study in a sham-controlled trial with a representative population of patients is 
needed. The evidence is insufficient to determine the effects of the technology on health 
outcomes.  

For individuals who have discogenic back pain who receive intradiscal radiofrequency 
annuloplasty, the evidence includes 2 RCTs.  Relevant outcomes are symptoms, functional 
outcomes, quality of life, and treatment-related morbidity. Neither RCT found evidence of benefit 
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with the treatment. More sham-controlled trials are needed. The evidence is insufficient to 
determine the effects of the technology on health outcomes.  

For individuals who have discogenic back pain who receive intradiscal biacuplasty, the evidence 
includes 2 industry sponsored RCTs. Relevant outcomes are symptoms, functional outcomes, 
quality of life, and treatment-related morbidity. One trial reported significant improvements at 6 
months post-treatment, but not at 1 and 3 months. The other trial also showed a significant 
reduction in visual analog scale scores at 6 months that appeared to continue to the 12-month 
follow-up; however, it is unclear whether this trial was sufficiently powered. More sham-
controlled trials are needed. The evidence is insufficient to determine the effects of the 
technology on health outcomes. 

For individuals who have vertebrogenic back pain who receive intraosseous ablation of 
basivertebral nerves, the evidence includes 2 RCTs (the SMART and INTRACEPT trials). 
Relevant outcomes are symptoms, functional outcomes, quality of life, and treatment-related 
morbidity. The SMART trial was unable to show a significant improvement in the Oswestry 
Disability Index with basivertebral nerve ablation compared to sham control at 3 months 
postrandomization in the intent-to-treat population. The INTRACEPT trial showed a significant 
improvement in the Oswestry Disability Index with basivertebral nerve ablation compared to 
standard care at 3 and 6 months postrandomization; however, the trial is limited by its lack of 
sham control. Both trials are further limited by the fact that the majority of patients assigned to 
control crossed over to receive active treatment, thus, long-term comparative data are not 
available. The evidence is insufficient to determine that the technology results in an 
improvement in the net health outcome. 

 
V. DEFINITIONS        TOP 

ANNULAR LAMELLAE are circular plates of collagen fibers found in secondary (mature, adult) 
bone. 

INTERVERTEBRAL DISC is the fibrocartilaginous tissue between the vertebral bodies.  The outer 
portion is the annulus fibrosus; the inner portion is the nucleus pulposus.  The disc is the shock 
absorber, or cushion, and permits movement. 

NOCICEPTORS are free nerve endings that are receptors for painful stimuli.  
 

VI. BENEFIT VARIATIONS       TOP 

The existence of this medical policy does not mean that this service is a covered benefit under 
the member's health benefit plan.  Benefit determinations should be based in all cases on the 
applicable health benefit plan language. Medical policies do not constitute a description of 
benefits.  A member’s health benefit plan governs which services are covered, which are 
excluded, which are subject to benefit limits, and which require preauthorization. There are 
different benefit plan designs in each product administered by Capital Blue Cross.  Members 
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and providers should consult the member’s health benefit plan for information or contact Capital 
Blue Cross for benefit information. 

 

VII. DISCLAIMER        TOP 

Capital Blue Cross’s medical policies are developed to assist in administering a member’s 
benefits, do not constitute medical advice and are subject to change.  Treating providers are 
solely responsible for medical advice and treatment of members.  Members should discuss any 
medical policy related to their coverage or condition with their provider and consult their benefit 
information to determine if the service is covered.  If there is a discrepancy between this medical 
policy and a member’s benefit information, the benefit information will govern. If a provider or a 
member has a question concerning the application of this medical policy to a specific member’s 
plan of benefits, please contact Capital Blue Cross’ Provider Services or Member 
Services.  Capital Blue Cross considers the information contained in this medical policy to be 
proprietary and it may only be disseminated as permitted by law. 
 

VIII. CODING INFORMATION       TOP 

Note:  This list of codes may not be all-inclusive, and codes are subject to change at any time. 
The identification of a code in this section does not denote coverage as coverage is 
determined by the terms of member benefit information. In addition, not all covered services 
are eligible for separate reimbursement. 

Investigational and therefore not covered: 
Procedure Codes  

22526 22527 64628 64629     
Current Procedural Terminology (CPT) copyrighted by American Medical Association. All Rights 

Reserved. 
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X. POLICY HISTORY        TOP 

MP 1.124 CAC 7/26/11 New policy. Adopt BCBSA. BCBSA language adoption did not 
change intent of policy statements. Other minimally invasive procedures extracted 
from CBC MP-1.021 Image-Guided Minimally Invasive Lumbar Decompression 
(IG-MLD) for Spinal Stenosis (formerly Minimally Invasive Disc Procedures) and 
separated into individual policies. See MP 1.123 Automated Percutaneous 
Discectomy, MP 1.125 Decompression of the Intervertebral Disc Using Laser 
Energy (Laser Discectomy) or Radiofrequency Coblation (Nucleoplasty) and MP 
1.126 Minimally Invasive Lumbar Interbody Fusion. 
CAC 10/30/12 Consensus review.  References updated, no changes to the policy 
statements. FEP variation revised to refer to the FEP policy manual. 
Codes reviewed 10/18/2012   
CAC 11/26/13 Consensus review. References updated, no changes to the policy 
statements.  Rationale added. 
CAC 11/25/14 Consensus review. No change to policy statements. References 
and rationale updated. Coding Reviewed 11/07/2014 

 CAC 11/24/15 Consensus review.  No change to the policy statements.  
Reference and rationale update.  Coding reviewed. 
CAC 11/29/16 Consensus review.  No change to the policy statements.  
References updated.  Variations reformatted.  Coding reviewed. 

https://www.nice.org.uk/guidance/ipg545
https://www.nice.org.uk/guidance/IPG544
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=324&ncdver=1&DocID=150.11&bc=gAAAAAgAAAAA&
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=324&ncdver=1&DocID=150.11&bc=gAAAAAgAAAAA&
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=324&ncdver=1&DocID=150.11&bc=gAAAAAgAAAAA&
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CAC 11/28/17 Consensus review. Title changed to “Percutaneous Intradiscal 
Electrothermal Annuloplasty, Radiofrequency Annuloplasty, and Biacuplasty.” 
Policy statement terminology revised to reflect the changes in the title, but the 
intent is unchanged. Cross-Reference, Description/Background, Rationale and 
Reference sections updated. 
7/20/18 Consensus review. No change to policy statements. References 
reviewed. Rationale condensed.   
10/30/18 Coding review completed. 

 5/17/19 Consensus review. No change to policy statements. References 
reviewed. 

 5/12/20 Consensus review.  No change to policy statements.  References and 
Summary of Evidence section updated.  Language under Disclaimer, Product 
Variations and Benefit Variations sections revised. Coding reviewed. 

 3/18/2021 Consensus review.  No change to policy statement.  References 
updated. 

 12/1/2021 Administrative update.  New codes 64628 and 64629 added to policy.  
Effective 1/1/2022.  

 05/26/2022 Minor review.  Policy title changed to include Intraosseous 
Basivertebral Nerve Ablation.  Policy statement updated to include “Intraosseous 
radiofrequency ablation of the basivertebral nerve (e.g., Intracept® system) for the 
treatment of vertebrogenic back pain is considered investigational”.  FEP language 
updated.  Background, Rationale and References revised.    

 
 
          Top 

Health care benefit programs issued or administered by Capital Blue Cross and/or its 
subsidiaries, Capital Advantage Insurance Company®, Capital Advantage Assurance Company® 

and Keystone Health Plan® Central. Independent licensees of the Blue Cross BlueShield 
Association. Communications issued by Capital Blue Cross in its capacity as administrator of 

programs and provider relations for all companies 
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