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Medicare Advantage Policy Manual  Policy ID: M-SUR235 

Radiofrequency and Ultrasound Ablation of the Renal 
Sympathetic Nerves as a Treatment for Uncontrolled 
Hypertension 

Published: 01/01/2025 
Next Review: 06/2025 
Last Review: 12/2024 Medicare Link(s) Revised: N/A 

 
IMPORTANT REMINDER 

 
The Medicare Advantage Medical Policy manual is not intended to override the member Evidence of Coverage (EOC), which 
defines the insured’s benefits, nor is it intended to dictate how providers are to practice medicine. Physicians and other health 

care providers are expected to exercise their medical judgment in providing the most appropriate care for the individual 
member, including care that may be both medically reasonable and necessary. 

 
The Medicare Advantage medical policies are designed to provide guidance regarding the decision-making process for the 

coverage or non-coverage of services or procedures in accordance with the member EOC and Centers of Medicare and 
Medicaid Services (CMS) policies and manuals, along with general CMS rules and regulations. In the event of a conflict, 

applicable CMS policy or EOC language will take precedence over the Medicare Advantage Medical Policy. In the absence of 
a specific CMS coverage determination for a requested service, item or procedure, the health plan may apply CMS 

regulations, as well as their Medical Policy Manual or other applicable utilization management vendor criteria developed with 
an objective, evidence-based process using scientific evidence, current generally accepted standards of medical practice, and 

authoritative clinical practice guidelines. 
 

Some services or items may appear to be medically indicated for an individual, but may be a direct exclusion of Medicare or 
the member’s benefit plan. Medicare and member EOCs exclude from coverage, among other things, services or procedures 
considered to be investigational (experimental) or cosmetic, as well as services or items considered not medically reasonable 

and necessary under Title XVIII of the Social Security Act, §1862(a)(1)(A). In some cases, providers may bill members for 
these non-covered services or procedures. Providers are encouraged to inform members in advance when they may be 

financially responsible for the cost of non-covered or excluded services. Members, their appointed representative, or a treating 
provider can request coverage of a service or item by submitting a pre-service organization determination prior to services 

being rendered. 
 

DESCRIPTION 
Radiofrequency ablation (RFA) or ultrasound ablation of the renal sympathetic nerves is 
thought to decrease both the afferent sympathetic signals from the kidney to the brain and the 
efferent signals from the brain to the kidney. This procedure decreases sympathetic activation, 
decreases vasoconstriction, and decreases activation of the renin-angiotensin system. 
Radiofrequency or ultrasound ablation of the renal sympathetic nerves may act as a 
nonpharmacologic treatment for hypertension and has been proposed as a treatment option 
for patients with uncontrolled hypertension despite the use of anti-hypertensive medications. 
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MEDICARE ADVANTAGE POLICY CRITERIA 
 

CMS Coverage Manuals* None 

National Coverage 
Determinations (NCDs)* 

None 

Noridian Healthcare 
Solutions (Noridian) Local 
Coverage Determinations 
(LCDs) and Articles (LCAs)* 

None 

Medical Policy Manual Medicare coverage guidance is not available for Renal sympathetic 
denervation for the treatment of uncontrolled hypertension Therefore, 
the health plan’s medical policy is applicable. 

Radiofrequency and Ultrasound Ablation of the Renal 
Sympathetic Nerves as a Treatment for Uncontrolled 
Hypertension, Surgery, Policy No. 235 
(see “NOTE” below) 

NOTE: If a procedure or device lacks scientific evidence regarding safety and efficacy because it is 
investigational or experimental, the service is noncovered as not reasonable and necessary to treat illness or 
injury. (Medicare IOM Pub. No. 100-04, Ch. 23, §30 A). According to Title XVIII of the Social Security Act, 
§1862(a)(1)(A), only medically reasonable and necessary services are covered by Medicare.  In the absence of 
a NCD, LCD, or other coverage guideline, CMS guidelines allow a Medicare Advantage Organization (MAO) to 
make coverage determinations, applying an objective, evidence-based process, based on authoritative 
evidence. (Medicare IOM Pub. No. 100-16, Ch. 4, §90.5). The Medicare Advantage Medical Policy - Medicine 
Policy No. M-149 - provides further details regarding the plan’s evidence-assessment process (see Cross 
References).  

 

POLICY GUIDELINES 
REGULATORY STATUS 
 
The Symplicity Spyral™ Renal Denervation System (Medtronic) is a multielectrode RFA 
catheter system designed to deliver 4-quadrant ablations and received FDA approval on 
November 17th, 2023. 
 
Several other devices have been developed for this purpose and are in various stages of 
application for FDA approval (FDA product code: DQY): 

o The EnligHTN™ Multi-Electrode Renal Denervation System (St. Jude Medical) is 
an RFA catheter using a 4-point multiablation basket design. In January 2014, 
the EnligHTN™ Renal Guiding Catheter was cleared for marketing by the FDA 
through the 510(k) process, based on substantial equivalence to predicate 
devices for the following indication: percutaneous use through an introducer 
sheath to facilitate a pathway to introduce interventional and diagnostic devices 
into the renal arterial vasculature. 

https://beonbrand.getbynder.com/m/80aa2305ac5c9b47/
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c23.pdf
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/mc86c04.pdf
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o The Vessix™ Renal Denervation System (Boston Scientific; formerly the V2 renal 
denervation system, Vessix Vascular) is a combination of an RF balloon catheter 
and bipolar RF generator technologies, intended to permit a lower voltage 
intervention. 

o Other RFA catheters (eg, Thermocouple Catheter™ [Biosense Webster]) used 
for other types of ablation procedures (eg, cardiac electrophysiology procedures) 
have been used off-label for RFA of the renal arteries. 

 
The Paradise™ Ultrasound Renal Denervation System (Recor Medical) received FDA 
premarket approval on November 7, 2023. The device is indicated to reduce blood pressure as 
an adjunctive treatment in hypertension patients in whom lifestyle modifications and 
antihypertensive medications do not adequately control blood pressure (FDA product code 
QYI). 
 
Note, the fact a new service or procedure has been issued a CPT/HCPCS code or is FDA 
approved for a specific indication does not, in itself, make the procedure medically reasonable 
and necessary. The FDA determines safety and effectiveness of a device or drug, but does not 
establish medical necessity.  While Medicare may adopt FDA determinations regarding safety 
and effectiveness, Medicare or Medicare contractors evaluate whether or not the drug or 
device is reasonable and necessary for the Medicare population under §1862(a)(1)(A). 
 

CROSS REFERENCES 
Investigational (Experimental) Services, New and Emerging Medical Technologies and Procedures, and Other 
Non-Covered Services, Medicine, Policy No. M-149 
 

REFERENCES 
1. Medicare Technical Assessment: Renal Denervation in the Medicare Population.  

https://www.cms.gov/medicare-coverage-database/view/technology-assessments 
 

CODING 
Codes Number Description 
CPT 0338T Transcatheter renal sympathetic denervation, percutaneous approach 

including arterial puncture, selective catheter placement(s) renal 
artery(ies), fluoroscopy, contrast injection(s), intraprocedural roadmapping 
and radiological supervision and interpretation, including pressure gradient 
measurements, flush aortogram and diagnostic renal angiography when 
performed; unilateral 

 0339T Transcatheter renal sympathetic denervation, percutaneous approach 
including arterial puncture, selective catheter placement(s) renal 
artery(ies), fluoroscopy, contrast injection(s), intraprocedural roadmapping 
and radiological supervision and interpretation, including pressure gradient 
measurements, flush aortogram and diagnostic renal angiography when 
performed; bilateral 

 0935T Cystourethroscopy with renal pelvic sympathetic denervation, 
radiofrequency ablation, retrograde ureteral approach, including insertion of 

https://beonbrand.getbynder.com/m/4a79e31169d20942/
https://beonbrand.getbynder.com/m/4a79e31169d20942/
https://www.cms.gov/medicare-coverage-database/view/technology-assessments.aspx?taid=102&year=0&sortBy=title&bc=19
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guide wire, selective placement of ureteral sheath(s) and multiple 
conformable electrodes, contrast injection(s), and fluoroscopy, bilateral 

HCPCS C1735 Catheter(s), intravascular for renal denervation, radiofrequency, including 
all single use system components 

 C1736 Catheter(s), intravascular for renal denervation, ultrasound, including all 
single use system components 

 
*IMPORTANT NOTE: Medicare Advantage medical policies use the most current Medicare references available at the time 
the policy was developed. Links to Medicare references will take viewers to external websites outside of the health plan's 
web control as these sites are not maintained by the health plan. 
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