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Important Notices

Notices & Disclaimers:

GUIDELINES ARE SOLELY FOR COHERE’S USE IN PERFORMING MEDICAL NECESSITY REVIEWS AND
ARE NOT INTENDED TO INFORM OR ALTER CLINICAL DECISION-MAKING OF END USERS.

Cohere Health, Inc. (“Cohere”) has published these clinical guidelines to determine the
medical necessity of services (the “Guidelines”) for informational purposes only, and solely
for use by Cohere’s authorized “End Users”. These Guidelines (and any attachments or linked
third-party content) are not intended to be a substitute for medical advice, diagnosis, or
treatment directed by an appropriately licensed healthcare professional. These Guidelines
are not in any way intended to support clinical decision-making of any kind; their sole
purpose and intended use is to summarize certain criteria Cohere may use when reviewing
the medical necessity of any service requests submitted to Cohere by End Users. Always seek
the advice of a qualified healthcare professional regarding any medical questions, treatment
decisions, or other clinical guidance. The Guidelines, including any attachments or linked
content, are subject to change at any time without notice.

©2024 Cohere Health, Inc. All Rights Reserved.

Other Notices:

HCPCS® and CPT® copyright 2024 American Medical Association. All rights reserved.

Fee schedules, relative value units, conversion factors and/or related components are not
assigned by the AMA, are not part of CPT, and the AMA is not recommending their use. The
AMA does not directly or indirectly practice medicine or dispense medical services. The AMA
assumes no liability for data contained or not contained herein.

HCPCS and CPT are registered trademarks of the American Medical Association.

Guideline Information:

Specialty Area: Cardiovascular Disease
Guideline Name: Carotid Sinus Stimulators

Date of last literature review: 12/18/2024
Document last updated: 12/18/2024
Type: [X] Adult (18+ yo) | [X] Pediatric (0-17 yo)
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Medical Necessity Criteria

Service: Carotid Sinus Stimulators

Recommended Clinical Approach

This service is clinically unproven and not medically necessary. This policy
addresses carotid sinus nerve stimulators for hypertension and heart failure
only; however, there may be indications in other specialties where this
treatment is considered medically necessary and supported by the medical
literature.

Medical Necessity Criteria

Indications

- Carotid sinus stimulators are considered appropriate if ANY of the
following is TRUE:
4 This procedure is clinically unproven and not medically
necessary. There is inconclusive evidence of its effectiveness.

Non-Indications

> Carotid sinus stimulators are not considered appropriate if ANY/ALL of
the following is TRUE:
€ This is not applicable, as there are no indications.

Level of Care Criteria
None

Procedure Codes (HCPCS/CPT)

HCPCS/CPT Code Code Description

0266T Implantation or replacement of carotid sinus
baroreflex activation device; total system (includes
generator placement, unilateral or bilateral lead
placement, intra-operative interrogation,
programming, and repositioning, when performed)

Page 4 of 10 Cohere Medical Policy -
Carotid Sinus Stimulators (Version 2)
© 2024 Cohere Health, Inc. All Rights Reserved.



02671

Implantation or replacement of carotid sinus
baroreflex activation device; lead only, unilateral
(includes intra-operative interrogation,
programming, and repositioning, when performed)

0268T

Implantation or replacement of carotid sinus
baroreflex activation device; pulse generator only
(includes intra-operative interrogation,
programming, and repositioning, when performed)

0269T

Revision or removal of carotid sinus baroreflex
activation device; total system (includes generator
placement, unilateral or bilateral lead placement,
intra-operative interrogation, programming, and
repositioning, when performed)

0270T

Revision or removal of carotid sinus baroreflex
activation device; lead only, unilateral (includes
intra-operative interrogation, programming, and
repositioning, when performed)

02T

Revision or removal of carotid sinus baroreflex
activation device; pulse generator only (includes
intra-operative interrogation, programming, and
repositioning, when performed)

02727

Interrogation device evaluation (in person), carotid
sinus baroreflex activation system, including
telemetric iterative communication with the
implantable device to monitor device diagnostics
and programmed therapy values, with interpretation
and report (e.g., battery status, lead impedance,
pulse amplitude, pulse width, therapy frequency,
pathway mode, burst mode, therapy start/stop times
each day);

0273T

Interrogation device evaluation (in person), carotid
sinus baroreflex activation system, including
telemetric iterative communication with the
implantable device to monitor device diagnostics
and programmed therapy values, with interpretation
and report (e.g. battery status, lead impedance,
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pulse amplitude, pulse width, therapy frequency,
pathway mode, burst mode, therapy start/stop times
each day); with programming

C1825 Generator, neurostimulator (implantable),
non-rechargeable with carotid sinus baroreceptor

stimulation lead(s)
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Medical Evidence

Autonomic nervous system modulation has been developed to diminish
excessive sympathetic response that characterizes disease conditions such
as uncontrolled hypertension and heart failure. Trials with direct vagal nerve
and spinal cord stimulation have shown poor performance. Increased vagal
tone through carotid sinus baroreflex activation systems was developed as
an improved approach. The BAROSTIM NEO system CVRx was developed and
subsequently approved by the US Food and Drug Administration (FDA) for first
in man trial BeAT—HF trial (NCT 02627196).!

In the INOVATE-HF trial (Gold et al, 2016) baroreceptor activation therapy
(BAT) did not improve rates of death or heart failure (HF) events. The BeAT-HF
trial in 2020 was a randomized, non-blinded study of 408 patients (zile et al,
2020) that showed improvement in symptoms and quality of life; however, it
was not designed to measure changes in mortality or CHF hospitalization.?

Societies such as the American College of Cardiology have published
recommendations regarding BAT. The 2022 guideline for the American
College of Cardiology/American Heart Association/Heart Failure Society of
America (ACC/AHA/HFSA) by Heidenreich et al. concluded that while early
results to date were promising, the largest trial published in 2020 did not show
a reduction in mortality or heart failure hospitalizations.2

Additionally, the 2021 guidelines for the European Society of Cardiology for
diagnosing and treating acute and chronic HF (McDonagh et al.) state that
baroreflex therapy shows potential for improved quality of life, reduced
mortality, and reduced rates of hospitalization. However, it was concluded
that current evidence was insufficient to support guideline recommendations
given the lack of evidence showing a reduction in CHF hospitalization or
mortality.*

On behalf of the American Heart Association (AHA), Carey et al. published a
2018 scientific statement on detecting, evaluating, and managing resistant
hypertension. A randomized trial of 322 patients with resistant hypertension
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failed to meet the primary trial end point; however, the device was found to
be safe and efficacious in the long term for resistant hypertension.2

The National Institute for Health and Care Excellence (NICE) published
guidance on Implanting a Baroreceptor Stimulation Device for Resistant
Hypertension. Based on current evidence, the efficacy of the treatment is not
yet proven. The reviewing committee considered separate evidence for
unilateral and bilateral implantation, with much of the available evidence at
the time based upon bilateral usage. The committee also noted that
medication non-compliance is an important factor to consider in resistant
hypertension trials2

In total, there is insufficient evidence to date that baroreflex activation
therapy (BAT) therapy with carotid sinus stimulators improves hard clinical
outcomes in the setting of other proven therapies such as guideline-directed
medical therapy (GDMT) and cardiac resynchronization therapy.
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Clinical Guideline Revision
History/Information

Original Date: August 30, 2023

Review History

Version 2 12/19/2024 Annual review. No changes to medical
necessity criteria or procedure codes.
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