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Introduction
The vagus nerve starts in the brain stem and runs down the neck, into the chest, and then down

to the stomach area. Stimulating this nerve has been studied as a way to treat several different
types of conditions. A small device that generates electricity is surgically placed in a person’s
chest. A thin wire leads from the device to the vagus nerve. Vagus nerve stimulation may be
used to treat seizures that don’t respond to medication. However, for other conditions it’s

considered investigational (unproven). There is not yet enough information in published medical
studies to show how well it works for other conditions. Similarly, non-implanted devices to

stimulate the vagus nerve for treatment of any condition are also investigational due to lack of
evidence that they improve one’s health.

Note:

The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for

providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can

be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a

service may be covered.
7.01.20_PBC (04-11-2022)

Policy Coverage Criteria
Service

Medical Necessity

eg, NeuroCybernetic

necessary as a treatment of medically refractory seizures*.

Vagus nerve stimulation
Prosthesis (NCP®)
(Cyberonics)

Vagus nerve stimulation may be considered medically

Note:

*Medically refractory seizures are defined as seizures that occur despite
therapeutic levels of antiepileptic drugs or seizures that cannot be
treated with therapeutic levels of antiepileptic drugs because of

intolerable adverse events of these drugs. This indication is applicable for

both pediatric and adult patients.

Service

Vagus nerve stimulation

Investigational

Vagus nerve stimulation is considered investigational as a

treatment of other conditions, including but not limited to:
•
•
•
•
•
•
•
•
•

Non-implantable vagus

nerve stimulation devices
eg, gammaCore®

Depression

Essential tremor

Fibromyalgia
Headaches

Heart failure

Obesity (see Related Policy 7.01.516)
Tinnitus

Traumatic brain injury

Upper-limb impairment due to stroke

Non-implantable (transcutaneous) vagus nerve stimulation
devices are considered investigational for all indications.

(ElectroCore)

Documentation Requirements

The medical records submitted for review should document that medical necessity criteria
are met. The record should include documentation that member has medically refractory
seizures as evidenced by:
•

Persistent seizures in spite of therapeutic levels of antiepileptic medications
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Documentation Requirements
OR
•

Member has intolerable side effects of drug therapy

Vagus nerve stimulation has been evaluated for the treatment of obesity. This indication is
addressed in a separate policy (see Related Policies).

Coding

Code

Description

61885

Insertion or replacement of cranial neurostimulator pulse generator or receiver, direct

61886

Insertion or replacement of cranial neurostimulator pulse generator or receiver, direct

64553

Percutaneous implantation of neurostimulator electrodes; cranial nerve

64568

Open implantation of cranial nerve (eg, vagus nerve) neurostimulator electrode array

64569

Revision or replacement of cranial nerve (eg, vagus nerve) neurostimulator electrode

CPT

HCPCS

or inductive coupling; with connection to a single electrode array

or inductive coupling; with connection to 2 or more electrode arrays

and pulse generator

array, including connection to existing pulse generator

C1767

Generator, neurostimulator (implantable), nonrechargeable

C1778

Lead, neurostimulator (implantable)

K1020

Non-invasive vagus nerve stimulator

L8680

Implantable neurostimulator electrode, each

L8681

Patient programmer (external) for use with implantable programmable

L8682

Implantable neurostimulator radiofrequency receiver

L8683

Radiofrequency transmitter (external) for use with implantable neurostimulator

L8684

Radiofrequency transmitter (external) for use with implantable sacral root

neurostimulator pulse generator

radiofrequency receiver

neurostimulator receiver for bowel and bladder management, replacement
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Code

Description

L8685

Implantable neurostimulator pulse generator, single array, rechargeable, includes
extension

L8686

Implantable neurostimulator pulse generator, single array, non-rechargeable, includes

L8687

Implantable neurostimulator pulse generator, dual array, rechargeable, includes

L8688

Implantable neurostimulator pulse generator, dual array, non-rechargeable, includes

L8689

External recharging system for battery (internal) for use with implantable

Note:

extension
extension
extension

neurostimulator

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

Related Information
Definition of Terms
Medically refractory seizures are defined as:
•

Seizures that occur in spite of therapeutic levels of antiepileptic drugs or

•

Seizures that cannot be treated with therapeutic levels of antiepileptic drugs because of
intolerable adverse effects of these drugs.

Evidence Review
Description
Stimulation of the vagus nerve can be performed by using a pulsed electrical stimulator

implanted within the carotid artery sheath. This technique has been proposed as a treatment for
refractory seizures, depression, and other disorders. There are also devices available that are

implanted at different areas of the vagus nerve. This policy also addresses devices that stimulate

the vagus nerve transcutaneously.
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Background
Vagus nerve stimulation (VNS) was initially investigated as a treatment alternative in patients
with medically refractory partial-onset seizures for whom surgery is not recommended or for

whom surgery has failed. Over time, the use of VNS has expanded to include generalized

seizures, and it has been investigated for a range of other conditions.

While the mechanisms for the therapeutic effects of VNS are not fully understood, the basic
premise of VNS in the treatment of various conditions is that vagal visceral afferents have a

diffuse central nervous system projection, and activation of these pathways has a widespread
effect on neuronal excitability. An electrical stimulus is applied to axons of the vagus nerve,

which have their cell bodies in the nodose and junctional ganglia and synapse on the nucleus of
the solitary tract in the brainstem. From the solitary tract nucleus, vagal afferent pathways

project to multiple areas of the brain. VNS may also stimulate vagal efferent pathways that
innervate the heart, vocal cords, and other laryngeal and pharyngeal muscles, and provide
parasympathetic innervation to the gastrointestinal tract.

Other types of implantable vagus nerve stimulators that are placed in contact with the trunks of
the vagus nerve at the gastroesophageal junction are not addressed in this policy.

Summary of Evidence
Vagus Nerve Stimulation
For individuals who have seizures refractory to medical treatment who receive VNS, the evidence
includes randomized controlled trials (RCTs) and multiple observational studies. The relevant
outcomes are symptoms, change in disease status, and functional outcomes. The RCTs have

reported significant reductions in seizure frequency for patients with partial-onset seizures. The
uncontrolled studies have consistently reported large reductions in a broader range of seizure
types in both adults and children. The evidence is sufficient to determine that the technology
results in an improvement in the net health outcome.

For individuals who have treatment-resistant depression who receive VNS, the evidence includes
two RCTs evaluating the efficacy of implanted VNS for treatment-resistant depression compared

to sham, one RCT comparing therapeutic to low-dose implanted VNS, nonrandomized

comparative studies, and case series. The relevant outcomes are symptoms, change in disease

status, and functional outcomes. The sham-controlled RCTs only reported short-term results and
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found no significant improvement in the primary outcome. The low-dose VNS controlled trial

reported no statistically significant differences between the dose groups for change in

depression symptom score from baseline. Other available studies are limited by small sample

sizes, potential selection bias, and confounding biases, and lack of a control group in the case

series. The evidence is insufficient to determine that the technology results in an improvement
in the net health outcome.

For individuals who have chronic heart failure who receive VNS, the evidence includes a

systematic review including four RCTs and case series. The relevant outcomes are symptoms,
change in disease status, and functional outcomes. Meta-analyses of the RCTs evaluating

chronic heart failure found significant improvements in New York Heart Association functional
class, quality of life, 6-minute walk-test, and N-terminal-pro brain natriuretic peptide levels in
patients treated with VNS compared to control. An analysis of the ANTHEM-HF uncontrolled

trial evaluated longer-term outcomes of VNS use in chronic heart failure. They found that left

ventricular (LV) ejection fraction improved by 18.7%, 19.3%, and 34.4% at 12, 24, and 36 months,
respectively, with high-intensity VNS. Individuals with low-intensity VNS only had significant

improvement in LV ejection fraction at 24 months (12.3%). Although this data is promising, a

lack of a no-VNS comparator group precludes drawing conclusions based on findings from the

uncontrolled studies. The evidence is insufficient to determine that the technology results in an

improvement in the net health outcome.

For individuals who have upper-limb impairment due to stroke who receive VNS, the evidence
includes three pilot RCTs. The relevant outcomes are symptoms, change in disease status, and
functional outcomes. Two RCTs compared VNS plus rehabilitation to rehabilitation alone; one

failed to show significant improvements for the VNS group on response and function outcomes

, but the other, which had a larger patient population, found a significant difference in response
and function outcomes. The other RCT compared VNS to sham and found that although VNS

significantly improved response rate, there were three serious adverse events related to surgery.
Longer-term follow-up studies are needed to evaluate long-term efficacy and safety. The

evidence is insufficient to determine that the technology results in an improvement in the net
health outcome.

For individuals who have other neurologic conditions (eg, essential tremor, headache,

fibromyalgia, tinnitus, or autism) who receive VNS, the evidence includes case series. The

relevant outcomes are symptoms, change in disease status, and functional outcomes. Case

series are insufficient to draw conclusions regarding efficacy. The evidence is insufficient to
determine that the technology results in an improvement in the net health outcome.
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Transcutaneous Vagus Nerve Stimulation
For individuals with chronic cluster headaches who receive transcutaneous VNS to prevent

cluster headache, the evidence includes one RCT. The relevant outcomes are symptoms, change
in disease status, quality of life, and functional outcomes. One RCT for prevention of cluster

headache showed a reduction in headache frequency but did not include a sham treatment

group. The evidence is insufficient to determine that the technology results in an improvement
in the net health outcome.

For individuals with cluster headache who receive noninvasive transcutaneous VNS (nVNS) to

treat acute cluster headache, the evidence includes RCTs. The relevant outcomes are symptoms,
change in disease status, quality of life and functional outcomes. The Non-invasive

Neurostimulation of the Vagus Nerve With the GammaCore Device for the Treatment of Cluster

Headache (ACT1) and A Randomized, Multicentre, Double-blind, Parallel, Sham-controlled Study
of GammaCore®, a Non-invasive Neurostimulator Device for the Acute Relief of Episodic and

Chronic Cluster Headache (ACT2) RCTs compared nVNS to sham for treatment of acute cluster

headache in patients including both chronic and episodic cluster headache. In ACT1, there was

no statistically significant difference in the overall population in the proportion of patients with
pain score of 0 or 1 at 15 minutes into the first attack and no difference in the proportion of

patients who were pain-free at 15 minutes in 50% or more of the attacks. In the episodic cluster

headache subgroup (n=85) both outcomes were statistically significant favoring nVNS although
the interaction p-value was not reported. In ACT2, the proportion of attacks with pain intensity
score of 0 or 1 at 30 minutes was higher for nVNS in the overall population (43% vs. 28%,

p=0.05) while the proportion of attacks that were pain-free at 15 minutes was similar in the 2

treatment groups in the overall population (14% vs. 12%). However, a statistically significantly
higher proportion of attacks in the episodic subgroup (n=27) were pain-free at 15 minutes in
the nNVS group compared to sham (48% vs. 6%, p<0.01). These studies suggest that people

with episodic and chronic cluster headaches may respond differently to acute treatment with

nVNS. Studies designed to focus on episodic cluster headache are needed. Quality of life and

functional outcomes have not been reported. Treatment periods ranged from only two weeks to
one month with extended open-label follow-up of up to three months. There are few adverse

events of nVNS and they are mild and transient. The evidence is insufficient to determine that
the technology results in an improvement in the net health outcome.

For individuals with migraine headache who receive nVNS to treat acute migraine headache, the
evidence includes one RCT. The relevant outcomes are symptoms, change in disease status,

quality of life and functional outcomes. One RCT has evaluated nVNS for acute treatment of

migraine with nVNS in 248 patients with episodic migraine with/without aura. There was not a

statistically significant difference in the primary outcome of the proportion of participants who
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were pain-free without using rescue medication at 120 minutes (30% vs 20%; p = 0.07).

However, the nVNS group had a higher proportion of patients with decrease in pain from

moderate or severe to mild or no pain at 120 minutes (41% vs 28%; p=0.03) and a higher

proportion of patients who were pain-free at 120 for 50% or more of their attacks (32% vs 18%;
p=0.02). There are few adverse events of nVNS and they are mild and transient. Quality of life

and functional outcomes were not reported, and the double-blind treatment period was four

weeks with an additional four weeks of open-label treatment. The evidence is insufficient to
determine that the technology results in an improvement in the net health outcome.

For individuals with chronic migraine headache who receive nVNS to prevent migraine

headache, the evidence includes two RCTs. The relevant outcomes are symptoms, change in

disease status, quality of life and functional outcomes. The Non-Invasive Neurostimulation of
the Vagus Nerve With the GammaCore Device for the Prevention of Chronic Migraine; nVNS:
noninvasive transcutaneous vagus nerve stimulation (EVENT) RCT was a feasibility study of

prevention of migraine that was not powered to detect differences in efficacy outcomes. It does
not demonstrate the efficacy of nVNS for prevention of migraine. The Randomized, Multicentre,
Double-blind, Parallel, Sham-controlled Study of gammaCore®, a Non-invasive Vagal Nerve
Stimulator (nVNS), for Prevention of Episodic Migraine (PREMIUM) RCT was a phase 3,

multicenter, sham-controlled RCT including 341 randomized participants with a 12-week

double-blind treatment period. The results of PREMIUM demonstrated that nVNS was not

statistically significantly superior to sham with respect to the outcomes of reduction of at least
50% in migraine days from baseline to the last four weeks, reduction in number of migraine

days from baseline to the last four weeks, or acute medication days. The evidence is insufficient

to determine that the technology results in an improvement in the net health outcome.

For individuals who have other neurologic, psychiatric, or metabolic disorders (eg, epilepsy,
depression, schizophrenia, noncluster headache, impaired glucose tolerance, fibromyalgia,

stroke) who receive transcutaneous VNS, the evidence includes RCTs and case series for some of

the conditions. The relevant outcomes are symptoms, change in disease status, and functional
outcomes. The RCTs are all small and have various methodologic problems. None showed
definitive efficacy of transcutaneous VNS in improving patient outcomes. The evidence is
insufficient to determine that the technology results in an improvement in the net health
outcome.

Ongoing and Unpublished Clinical Trials
Some currently ongoing and unpublished trials that might influence this policy are listed in
Table 1.
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Table 1. Summary of Key Trials
NCT No.

Trial Name

Planned

Completion

NCT03327649

Neuromodulation of Inflammation to Treat Heart Failure

72

Jan 2022

NCT03320304a

A Global Prospective, Multi-cEnter, ObServational Post-

500

Dec 2025

6800

Dec 2030

120

Dec 2024

Ongoing

Enrollment

With Preserved Ejection Fraction

market Study to Assess short, Mid and Long-term

Date

Effectiveness and Efficiency of VNS Therapy® as

Adjunctive Therapy in real-world patients with difficult to

Treat dEpression
NCT03887715

A Prospective, Multi-center, Randomized Controlled

Blinded Trial Demonstrating the Safety and Effectiveness

of VNS Therapy® System as Adjunctive Therapy Versus a
No Stimulation Control in Subjects With TreatmentResistant Depression (RECOVER)
NCT04935567

PRediction of Vagal Nerve Stimulation EfficaCy In Drug-

reSistant Epilepsy: Prospective Study for Pre-implantation
Prediction

NCT04926415

Effects of Transcutaneous Auricular Vagus Nerve

42

Apr 2023

NCT04777500

Applying Transcutaneous Auricular Vagus Nerve

60

Mar 2023

NCT04534556

Wireless Nerve Stimulation Device To Enhance Recovery

20

Nov 2022

NCT04448327

Sex-Dependent Impact of Transcutaneous Vagal Nerve

80

Jul 2024

50

Dec 2018

40

Jul 2016

Stimulation on Obesity and Insulin Resistance
Stimulation to Treat Fibromyalgia
After Stroke

Stimulation on the Stress Response Circuitry and
Autonomic Dysregulation in Major Depression

Unpublished
NCT03163030a

Autonomic Neural Regulation Therapy to Enhance

Myocardial Function in Heart Failure With Preserved
Ejection Fraction (ANTHEM-HFpEF) Study

NCT02562703

Transcutaneous Vagus Nerve Stimulation for Treating
Major Depressive Disorder: a Phase II, Randomized,
Double-blind Clinical Trial
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NCT No.

Trial Name

Planned

Completion

NCT02089243

Prospective Randomized Controlled Study of Vagus Nerve

40

Jul 2017

Stimulation Therapy in the Patients With Medically

Enrollment

Refractory Medial Temporal Lobe Epilepsy; Controlled

Date

(unknown)

Randomized Vagus Nerve Stimulation Versus Resection
(CoRaVNStiR)
NCT01281293a

A Post Market, Long Term, Observational, Multi-site

Outcome Study to Follow the Clinical Course and Seizure

124

Aug 2018

84

Dec 2019

Reduction of Patients With Refractory Seizures Who Are
Being Treated With Adjunctive VNS Therapy
NCT03062514a

NCT03716505

Vagus Nerve Stimulation for Pediatric Intractable Epilepsy
(VNS-PIE)

(unknown
status)

A Randomized, Multicenter, Double-blind, Parallel, Sham-

controlled Study of Non-invasive Vagus Nerve Stimulation

231

Sep 2020

50

May 2020

for the Prevention of Migraines. (Premium II)
NCT03380156

Effect of Transcutaneous Vagal Stimulation (TVS) on

Endothelial Function and Arterial Stiffness in Patients With
Heart Failure With Reduced Ejection Fraction

NCT: national clinical trial.
a

Denotes industry-sponsored or cosponsored trial.

Practice Guidelines and Position Statements
Guidelines or position statements will be considered for inclusion if they were issued by, or

jointly by, a US professional society, an international society with US representation, or National
Institute for Health and Care Excellence (NICE). Priority will be given to guidelines that are

informed by a systematic review, include strength of evidence ratings, and include a description
of management of conflict of interest.

American Academy of Neurology
In 1999, the American Academy of Neurology released a consensus statement on the use of
vagus nerve stimulation (VNS) in adults, which stated: “VNS is indicated for adults and

adolescents over 12 years of age with medically intractable partial seizures who are not

candidates for potentially curative surgical resections, such as lesionectomies or mesial temporal
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lobectomies.”81 The guidelines were updated in 2013 and reaffirmed in 2019, stating: “VNS may
be considered for seizures in children, for LGS [Lennox-Gastaut syndrome]-associated seizures,
and for improving mood in adults with epilepsy (Level C). VNS may be considered to have
improved efficacy over time (Level C).”82

American Psychiatric Association
Updated in 2010, the American Psychiatric Association guidelines for the treatment of major

depressive disorder in adults included the following statement on the use of VNS: “Vagus nerve

stimulation (VNS) may be an additional option for individuals who have not responded to at
least four adequate trials of antidepressant treatment, including ECT [electroconvulsive

therapy],” with a level of evidence III (may be recommended on the basis of individual

circumstances).83

National Institute for Health and Care Excellence
In 2016, the NICE issued guidance on use of transcutaneous stimulation of the cervical branch of

the vagus nerve for cluster headache and migraine (IPG552).84 The guidance states: “Current

evidence on the safety of transcutaneous stimulation of the cervical branch of the vagus nerve

for cluster headache and migraine raises no major concerns. The evidence on efficacy is limited
in quantity and quality.” The guidance also comments that further research is needed to clarify
whether the procedure is used for treatment or prevention, for cluster headache or migraine,
appropriate patient selection, and treatment regimen and suggests that outcome measures

should include changes in the number and severity of cluster headache or migraine episodes,

medication use, quality of life in the short and long term, side effects, acceptability, and device
durability.

In 2018, the NICE also published a Medtech innovation briefing on nVNS for cluster headache

(MIB162).85 The briefing states that the “intended place in therapy would be as well as standard

care, most likely where standard treatments for cluster headache are ineffective, not tolerated or
contraindicated” and that key uncertainties around the evidence are that “people with episodic
and chronic cluster headaches respond differently to treatment with gammaCore. The optimal
use of gammaCore in the different populations is unclear. The NICE published a Medical

technologies guidance [MTG46] on gammaCore for cluster headache in December 201986. The

recommendations state that evidence supports using gammaCore to treat cluster headache and
that gammaCore is not effective in everyone with cluster headache.
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In 2020, the NICE published an Interventional Procedure Overview on implanted vagus nerve

stimulation for treatment-resistant depression (IPG679).87 The guidance states: "Evidence on the
safety of implanted vagus nerve stimulation for treatment-resistant depression raises no major
safety concerns, but there are frequent, well-recognized side effects. Evidence on its efficacy is

limited in quality. Therefore, this procedure should only be used with special arrangements for
clinical governance, consent, and audit or research." The guidance further states that "NICE

encourages further research into implanted vagus nerve stimulation for treatment-resistant

depression, in the form of randomized controlled trials with a placebo or sham stimulation arm.

Studies should report details of patient selection. Outcomes should include validated depression
rating scales, patient-reported quality of life, time to onset of effect and duration of effect, and
any changes in concurrent treatment."

Medicare National Coverage
Medicare has a national coverage determination for VNS. Medicare coverage policy notes that
“Clinical evidence has shown that vagus nerve stimulation is safe and effective treatment for

patients with medically refractory partial onset seizures, for whom surgery is not recommended
or for whom surgery has failed. Vagus nerve stimulation is not covered for patients with other
types of seizure disorders that are medically refractory and for whom surgery is not
recommended or for whom surgery has failed.”88

In response to a request from LivaNova, on May 30, 2018 the Centers for Medicare & Medicaid

Services (CMS) initiated its second reconsideration of its national coverage decision on VNS for
Treatment Resistant Depression (TRD). Based on an internal literature review (search dates
unspecified), CMS concluded that although the published evidence suggests that VNS is a

promising treatment for patients with treatment resistant depression, the reviewed studies have
important flaws that leave uncertainty about its true benefits and harms.89 Thus, effective

February 15, 2019, the CMS expanded Medicare coverage to "cover U.S. Food and Drug

Administration approved vagus nerve stimulation devices for TRD through Coverage with

Evidence Development when offered in a CMS approved, double-blind, randomized, placebocontrolled trial with a follow-up duration of at least one year with the possibility of extending
the study to a prospective longitudinal study when the CMS approved, double-blind,

randomized placebo-controlled trial has completed enrollment, and there are positive interim
findings." CMS approval of a Coverage with Evidence Development study requires answering

nine research questions specifying measurement of response, remission, harms and other health
outcome variables, use of specific eligibility criteria for TRD diagnosis as described in an Agency
for Healthcare Research and Quality Technology Assessment conducted by Gaynes et al
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(2018),90 as well and 13 additional operational criteria. CMS has approved one ongoing study for

Coverage with Evidence Development - A Prospective, Multi-center, Randomized Controlled

Blinded Trial Demonstrating the Safety and Effectiveness of VNS Therapy® System as Adjunctive
Therapy Versus a No Stimulation Control in Subjects With Treatment-Resistant Depression

(RECOVER) (NCT03887715).91 Conway et al (2020) have published a detailed description of the
RECOVER study rationale and design.92

Regulatory Status
Table 2 includes updates on the U.S. Food and Drug Administration (FDA) approval and

clearance for VNS devices pertinent to this policy.

Table 2. FDA-Approved or FDA-Cleared Vagus Nerve Stimulators
Device
Name

NeuroCybernetic
Prosthesis

(NCP®)/VNS

Manufacturer Approv
ed/

LIvaNov

(Cyberonics)

Cleared
1997

PMA /

Product

Indications

P970003

LYJ, MUZ

Indicated or adjunctive

510(k)

Code(s)

treatment of adults and

adolescents >12 years of

Therapy®

age with medically refractory
partial onset seizures
2005

P970003 / S50

Expanded indication for
adjunctive long-term

treatment of chronic or

recurrent depression for

patients ≥18 years of age
experiencing a major

depressive episode and have
not had an adequate

response to ≥4 adequate

antidepressant treatments
2017

P970003 / S207

Expanded indicated use as
adjunctive therapy for

seizures in patients ≥4 years
of age with partial-onset

seizures that are refractory

to antiepileptic medications
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Device
Name

gammaCore®

Manufacturer Approv
ed/

ElectroCore

Cleared
2017/2018

PMA /

Product

Indications

DEN150048 /

PKR, QAK

Indicated for acute

510(k)

K171306 /

Code(s)

K173442

treatment of pain associated
with episodic cluster and

migraine headache in adults
using noninvasive VNS on
the side of the neck

gammaCore-

2®,gammaCore-

ElectroCore

2017/2018

Sapphire®

K172270 /
K180538 /

K182369 /
K191830

PKR

Indicated for: Adjunctive use
for the preventive treatment
of cluster headache in adult
patients.

The acute treatment of pain
associated with episodic

cluster headache in adult
patients.

The acute treatment of pain
associated with migraine

headache in adult patients.
The preventive treatment of
migraine headache in adult
patients.
FDA: U.S. Food and Drug Administration; PMA: premarket approval; VNS: vagus nerve stimulation.
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History

Date

Comments

01/07/99

Coding Update - 1999 CPT coding release.

06/02/00

Replace Policy - Added cross-references to other stimulation policies.

06/25/98

Add to Surgery Section - New Policy
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Date

01/08/02

Comments

Replace Policy - Title change; revised new indication for children, investigational as a
treatment for depression. Held for notification, published 4/15/02.

09/12/03

Replace Policy - Information update; policy statement unchanged.

10/12/04

Replace Policy - Policy reviewed with literature search. FDA information and a

reference added. Statement on investigational status of VNS treatment for essential
tremor added.

09/13/05

Replace Policy - Policy updated with literature review and FDA approval of VNS for
depression. Added headaches and essential tremor as investigational in the policy
statement; remaining policy statements unchanged.

02/06/06

Codes updated - No other changes.

06/09/06

Disclaimer and Scope update - No other changes.

09/12/06

Replace Policy - Policy updated with June 2006 TEC Assessment (treatment-resistant
depression) and literature review for other indications; policy statement unchanged;
references added.

01/08/08

Replace Policy - Policy updated with literature search; no change in policy statement.

10/14/08

Replace Policy - Policy updated with literature search; no change in policy statement.

01/13/09

Replace Policy - Policy updated with literature search. Policy statement revised to

References and codes added.
References and codes added.

indicate the VNS may be considered medically necessary in refractory seizures (both
partial and generalized) and is investigational in treatment of obesity. References
added.

01/12/10

Replace Policy - Policy updated with literature search; no change to the policy

03/08/11

Replace Policy - Policy updated with literature search; references 30-32 have been

01/03/12

Deleted codes 64568, 64569, 64570 and 64573 removed.

06/26/12

Replace policy. Policy updated with literature search, references 26-28, 33, 34 added.

statements. Rationale extensively reorganized and condensed. References added.
added. No change to policy statements. ICD-10 codes added.

Policy statement updated to include the addition of heart failure and fibromyalgia to
the list of investigational conditions.

08/27/12

Update Related Policy – Add 2.01.50. Update coding section – ICD-10 codes are now

01/10/13

Coding update. New CPT codes 0312T – 0318T, effective 1/1/13, added to policy.

01/22/13

Update Related Policies. 2.01.50 replaced with 2.01.526.

02/15/13

Update Related Policies. Change title to policy 2.01.526.

effective 10/01/2014.
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Date

05/28/13

Comments

Replace policy. Policy reviewed. Rationale section reformatted for readability,

references renumbered to match the changes. A literature search through January
2013 did not prompt additions to the reference list. Vagus nerve blocking therapy

codes (0312T-03127T) removed as inappropriate for this policy. Policy statement

unchanged.
06/13/14

Annual Review. Policy updated with literature review through February 5, 2014.

References 7, 13-17, 29-31, and 41-44 added. Policy statement updated to include the
addition of tinnitus and traumatic brain injury to the list of investigational conditions.
Rationale section reorganized.

01/26/15

Update Related Policy. Add 7.01.143.

03/13/15

Update Related Policies. Add 7.01.522.

05/27/15

Annual Review. Policy updated with literature review through January 27, 2015. Added
vBloc Maestro system to Regulatory Status section. References 2, 14-17, 35, 40, 45-46,
51, 54-58, 62 added; others renumbered. Policy statements unchanged. Coding

update: ICD-9 and ICD-10 diagnosis codes removed; ICD-9 procedure codes 02.93,

86.96, 86.97, and 86.98 removed; ICD-10 codes added for purposes of remediation.
09/01/15

Update Related Policies. Add 7.01.150.

05/01/16

Annual Review, approved April 12, 2016. Policy updated with literature review through
January 20, 2016; references 44, 55, and 57 added. Regulatory Status section revised

with device information. Policy statements unchanged.
03/01/17

Coding Update. Removed CPT code 95973 as it was deleted as of 01/01/2016.

08/25/17

Coding update, removed CPT codes 95971, 95972, 95974, and 95975. Policy moved to

12/01/17

Annual Review, approved November 9, 2017. Policy updated with literature review

new format, no changes to policy statement.

through August 31, 2017. Multiple references added. Policy statements edited for

clarity. The intent of policy statements unchanged. Removed CPT codes 61888 and

64570.
05/01/18

Annual Review, approved April 3, 2018. Policy updated with literature review through
December 2017; references 2, 67-68, 77 and 84 added; reference 44 updated. Added

information regarding transcutaneous device for treatment of migraine headache pain.
Added note that VNS medical necessity criteria statement applies to both pediatric
and adult patients. Policy statements unchanged.
05/01/19

Annual Review, approved April 2, 2019. Policy updated with literature review through
December 2018; several references added. Indications 7 and 8 added. Policy

statements unchanged.
04/01/20

Delete policy, approved March 10, 2020. This policy will be deleted effective July 2,

07/02/20

Delete policy.

2020, and replaced with InterQual criteria for dates of service on or after July 2, 2020.
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Date

11/01/20

Comments

Policy reinstated effective February 5, 2021, approved October 13, 2020. Policy

updated with literature review through December, 2019; references added. Policy
statements unchanged.

05/01/21

Annual Review, approved April 1, 2021. Policy updated with literature review through

December 17, 2020; references added. Policy statements unchanged. Related policies
updated. Update Related Policies, removed policy 7.01.150 as it was archived.

06/01/21

Coding update. Added HCPC codes C1767 and C1778.

01/01/22

Coding update, updated code description for CPT 64568.

05/01/22

Annual Review, approved April 11, 2022. Policy updated with literature review through
January 3, 2022; references added. Policy statements unchanged. Added HCPCS code
K1020.

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and

local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit

booklet or contact a member service representative to determine coverage for a specific medical service or supply.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2022 Premera

All Rights Reserved.

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when

determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to
the limits and conditions of the member benefit plan. Members and their providers should consult the member

benefit booklet or contact a customer service representative to determine whether there are any benefit limitations
applicable to this service or supply. This medical policy does not apply to Medicare Advantage.
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Discrimination is Against the Law
Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race,
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race,
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation,
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592,
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf,
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201,
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.
Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.
Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state,
outside Anchorage).

Language Assistance
ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711).
PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711).
注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。
CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn. Gọi số 800-722-1471 (TTY: 711).
주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오.
ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711).
LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711).
MO LOU SILAFIA: Afai e te tautala Gagana fa'a Sāmoa, o loo iai auaunaga fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711).
ໂປດຊາບ: ຖ້ າວ່ າ ທ່ ານເວ້ າພາສາ ລາວ, ການບໍລິການຊ່ ວຍເຫຼື ອດ້ ານພາສາ, ໂດຍບໍ່ເສັຽຄ່ າ, ແມ່ ນມີພ້ ອມໃຫ້ ທ່ ານ. ໂທຣ 800-722-1471 (TTY: 711).
注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。
PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam. Awagan ti 800-722-1471 (TTY: 711).
УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки. Телефонуйте за
номером 800-722-1471 (телетайп: 711).
ប្រយ័ត្ន៖ បរើសិនជាអ្ន កនិយាយ ភាសាខ្មែ រ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្នល
ួ គឺអាចមានសំរារ់រំប រ ើអ្ន ក។ ចូ រ ទូ រស័ព្ទ 800-722-1471 (TTY: 711)។
ማስታወሻ: የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711).
XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711).
.)711 : (رقم هاتف الصم والبكم800-722-1471  اتصل برقم. فإن خدمات المساعدة اللغوية تتوافر لك بالمجان، إذا كنت تتحدث اذكر اللغة:ملحوظة
ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰ ਜਾਬੀ ਬੋਲਿੇ ਹੋ, ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹੈ। 800-722-1471 (TTY: 711) 'ਤੇ ਕਾਲ ਕਰੋ।
เรี ยน: ถ้าคุณพูดภาษาไทยคุณสามารถใช้บริ การช่วยเหลือทางภาษาได้ฟรี โทร 800-722-1471 (TTY: 711).
ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711).
UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711).
ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou. Rele 800-722-1471 (TTY: 711).
ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711).
ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis. Ligue para 800-722-1471 (TTY: 711).
ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero 800-722-1471 (TTY: 711).
. تماس بگیريد800-722-1471 (TTY: 711)  با. تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد، اگر به زبان فارسی گفتگو می کنید: توجه
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