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ypertension (HTN) impacts millions of

Americans, driving the incidence of major

sequelae such as stroke, myocardial infarction,

and renal failure and accounting for an esti-
mate of > $200 billion of health care spending annually.’
Resistant HTN, defined as blood pressure that is uncon-
trolled despite three or more antihypertensive medica-
tions of different classes, is not only a prevalent condition
(affecting 8.5% to 20% of hypertensive American adults)
but also one that is highly costly.?

Renal denervation (RDN) can address this condition
where medication optimization fails. RDN is a percuta-
neous, catheter-based procedure in which ultrasound
(Paradise system, Recor Medical) or radiofrequency
(Symplicity Spyral system, Medtronic) is used to ablate
the sympathetic nerves present in the adventitia of
the renal arteries.>* This procedure effectively reduces
Blood pressure for patients with resistant HTN, which in
turn may decrease major adverse cardiovascular events,
including stroke and myocardial infarction.>°

Despite the promising clinical impact of RDN, the
current financial landscape of this procedure, although
evolving, remains operationally complex, with access
to this procedure contingent on alignment across mul-
tiple key stakeholders. This article describes the current
financial framework within which RDN sits, with an eye
toward future developments that will serve to increase
access to the procedure for many who stand to benefit.

FDA APPROVAL

The first step to bringing RDN, or any new or inves-
tigational technology, to patients in the United States
is approval by the FDA. Both the Symplicity Spyral and
Paradise systems were approved for commercial use by
the FDA in November 2023. The language of the FDA in
a device's instructions for use (IFU) provides initial guid-
ance on the applicable patient population. This starting

group is ultimately narrowed significantly to a much
smaller pool of individuals for whom the procedure is
covered by health insurance. The IFU for both of these
RDN devices states, “[RDN] is indicated to reduce blood
pressure as an adjunctive treatment in patients with
[HTN] in whom lifestyle modifications and antihyper-
tensive medications do not adequately control blood
pressure.”> This definition of the patient population is
broad by design, permitting use of the device for study-
ing safety and efficacy, as well as providing flexibility to
treat a large number of patients.

NATIONAL COVERAGE DETERMINATION

It is important to note that while FDA approval is a crit-
ical step, it does not impact decisions regarding insurance
coverage and payment for the procedure. After the RDN
devices were approved by FDA, the Centers for Medicare
& Medicaid Services (CMS) opened a National Coverage
Analysis in January 2025, which ultimately resulted in
a National Coverage Determination (NCD) in October
2025, covering the procedure under Coverage With
Evidence Development (CED) for patients, physicians, and
facilities meeting a total of 14 defined criteria (Table 1)."
This conditional coverage pathway requires not only that
these criteria are met but also that the procedure occurs
within the context of a CMS-approved study or regis-
try."" As new data emerge, CMS may remove the study
requirement when the evidence is believed to support
full coverage, but this timeline is variable, often aligning
with interim or final analyses from registries or trials. The
NCD is critical because it sets a standard that is often the
foundation of coverage decisions for commercial payers as
well. However, there remains significant variability in reim-
bursement across insurers, which may lead to disparities
in patient access to procedures like RDN.

Of note, the timeline from FDA approval to CMS NCD
was approximately 2 years, which is quite fast compared
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TABLE 1. COVERAGE CRITERIA FOR RDN AS OUTLINED IN THE CMS NCA DECISION MEMO (OCTOBER 28, 2025)*

Patient Diagnosis of uncontrolled HTN (> 140 mm Hg systolic BP and > 90 mm Hg diastolic BP) despite active management by
a clinician with primary responsibility for BP management
Uncontrolled HTN diagnosed using either ambulatory BP monitoring or serial home BP readings
On lifestyle modifications and stable doses of maximally tolerated guideline-directed medical therapy, with assessment
of adherence to the prescribed regimen for at least 6 wk before referral for RDN
As clinically appropriate, secondary HTN must be evaluated and treated before determining that BP remains uncon-
trolled; at a minimum, patients must be screened for primary aldosteronism, obstructive sleep apnea, and drug- or
alcohol-induced HTN before referral to RDN
No contraindications to RDN, consistent with the FDA labeling of the device used
- The primary clinicians must coordinate management of the patient for a minimum of 6 mo before referral for RDN,
during which the patient has > 3 encounters, with no more than two of the three encounters being virtual
No prior RDN procedure
Physician Clinicians referring Medicare beneficiaries must have longitudinal responsibility for HTN management
Physicians performing RDN must have interventional and endovascular skills to perform effective RDN treatments
Physicians performing RDN without prior endovascular training or renovascular expertise must complete > 10 super-
vised cases of diagnostic/therapeutic renovascular procedures, half as primary operator; additionally, they must com-
plete > 5 proctored RDN cases with each approved device used in their practice
Physicians performing RDN with prior endovascular training and active endovascular experience must complete
> 5 proctored RDN cases with each approved device used in their practice
Facility Facilities performing RDN must have a HTN program with contributions from a HTN clinician with longitudinal patient
management responsibility, a HTN navigator, and access to relevant medical specialities (eg, internal medicine, endo-
crinology, sleep medicine, cardiology, and nephrology) as appropriate
Preprocedural imaging capabilities (eg, ultrasound, CTA, MRA)
An appropriate interventional cardiology or radiology suite
Adapted from Centers for Medicare & Medicaid Services. National coverage analysis (NCA) decision memo: renal denervation for uncontrolled hypertension
(CAG-00470N). Accessed May 26, 2026. https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=318
Abbreviations: BP, blood pressure; CMS, Centers for Medicare & Medicaid Services; HTN, hypertension; NCA, National Coverage Analysis; RDN, renal
denervation.
*The patient, physician, and facility criteria from the NCA decision memo outline the circumstances under which RDN is covered for uncontrolled HTN. If all
of these conditions are met, RDN may be covered within the context of a CMS-approved study protocol.

to other catheter-based devices that have recently
come to market. This relative speed was likely driven
by mature randomized, sham-controlled data, a mas-
sive unmet need due to the high prevalence of resistant
HTN, low procedural risk, and the ability to use CED to
bridge remaining evidence gaps.

Despite the quick turnaround from FDA approval
to CMS NCD, RDN still faces significant hurdles on the
path to accessibility for patients. Many private insurers
consider RDN investigational and thus do not provide
coverage for the procedure, a decision that is reinforced
by the CMS CED status rather than full coverage.”
This means that many patients who may benefit from
RDN remain unable to access the procedure at this time,
especially younger patients with uncontrolled HTN who
may not yet qualify for Medicare. Of note, this younger
population was captured in the clinical trials for RDN,
with the mean age of patients in the early 50s to early
60s, meaning that those shown to benefit are also those
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who currently lack coverage.> ' This problem may persist
for multiple years while CMS evaluates new evidence to
consider full coverage and private insurers broaden their
coverage of RDN to include this key patient segment.

BILLING AND REIMBURSEMENT

For patients who are covered to undergo RDN, there
remains the question of reimbursement for the proce-
dure both to the physician performing the procedure
(professional reimbursement) as well as to the hospital
(facility reimbursement). The process to define profes-
sional reimbursement for new technologies is com-
plex and driven by the American Medical Association
(AMA), which is responsible for assigning CPT billing
codes. CPT category | codes, which are permanent
standard codes for an established procedure/service,
have assigned relative value units (RVUs) and are paid
under the Medicare Physician Fee Schedule. Currently,
RDN is assigned a temporary category Ill CPT code,
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which is used for emerging or investigational therapies,

primarily to record utilization patterns as evidence
evolves. Category Ill CPT codes are not assigned RVUs
and do not have standardized national payment sys-
tems, although crosswalks have been used to map to
an analogous CPT | code in order to estimate RVUs
and allow physician payment. For instance, RDN codes

(CPT 0338T [unilateral] and CPT 0338T [bilateral]) have
most commonly been crosswalked to CPT 37236 (trans-
catheter placement of intravascular stent, renal artery).

The RDN CPT codes were reviewed by the AMA
CPT editorial panel in September 2024 for an upgrade
to permanent category | codes, which was rejected.’
In terms of facility reimbursement, RDN qualifies for
a CMS level 2 endovascular procedure Ambulatory
Payment Classification (APC) code that reimburses
approximately $5,500. When accounting for the
variable direct costs associated with the procedure
(driven largely by the cost of the catheter), as well as
the capital expense associated with the RDN genera-
tor, this reimbursement amounts to < 10% of the
expected total cost to the hospital for this procedure.
CMS has also assigned Healthcare Common Procedure
Coding System (HCPCS) codes specific to the radiofre-
quency (C1735) versus ultrasound (C1736) techniques.
Although these technique-specific codes define what
was performed, they do not necessarily correlate with
reimbursement.
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Due to the inherent difficulty in adopting a new
and expensive technology while awaiting permanent
and standardized payment structures, CMS has issued
transitional pass-through (TPT) payments for outpa-
tient-based procedures and new technology add-on
payments for inpatient procedures. The goal of these
payments is to provide incremental reimbursement for
the procedure to the facility, above what is included in
the APC payment.

In the case of RDN, the aforementioned HCPCS codes
map to TPT payments that were approved by CMS in
January 2025 and provide approximately $15,000 to
$20,000 to the facility for procedures performed with
either the Paradise or Symplicity Spyral.’® However, the
specific TPT payments are determined on a case-by-
case basis. A TPT payment is calculated by multiplying
a hospital’s cost for a device by that hospital’s specific
cost-to-charge ratio for device use, minus any device
offset.’” A device offset is designated by CMS if there
are costs associated with a TPT payment that are
deemed to already be included in the APC code-based
payment. In the case of RDN, the device offset of $0
maximizes the reimbursement possible through the
CMS APC payment plus TPT payment.' Although such
temporary adjustments are beneficial, these payment
mechanisms only benefit patients covered by Medicare
and Medicare Advantage, often leaving patients with
private insurance without coverage due to the hurdle



posed by the need for individually negotiated rates with
private insurers.

CONCLUSION AND FUTURE DIRECTIONS

Temporary payments such as TPT do help institutions
offer investigational therapies such as RDN without pro-
hibitive cost, but the key is that these are temporary. In
this case, the TPT for RDN was effective starting January
1, 2025, for up to 3 years."” Therefore, it is imperative for
CMS to reconsider full coverage for RDN and for AMA
to upgrade CPT codes to category | before this lapses.
These developments are dependent on adequate safety
and efficacy data being collected, which in turn are relat-
ed to procedure volume. Fragmented reimbursement by
commercial payors is thus an important limiting factor
on volume growth.

Will new evidence for RDN be timely and compelling
enough for these changes to be made before temporary
payments are terminated? If not, a technology that has
the potential to positively impact millions of Americans
may be lost to the fraught financial landscape facing
emerging technologies. ®
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