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State Guidelines

As of the publication of this policy, there are no applicable Medi-Cal guidelines (Provider Manual or
All Plan Letter). Please refer to the Policy Statement section below.

Policy Statement

In the absence of any State Guidelines, please refer to the criteria below.

I. Surgical deactivation of trigger sites is considered investigational for the treatment
of migraine and nonmigraine headache.

Policy Guidelines

International Headache Society classification criteria (3rd edition, 2018) are listed in Table PG.

Table PGI. International Headache Society Classification Criteria for Migraines
Classification Criteria
Migraine without aura
Description
Recurrent headache disorder characterized by attacks lasting 4 to 72 hours.
Diagnostic criteria
A. At least 5 attacks fulfilling criteria B through D
B. Headache attacks lasting 4 to 72 hours (untreated or successfully treated)
C. At least 2 of the following 4 characteristics:
1. unilateral location
2. pulsating quality
3. moderate or severe pain intensity
4. aggravation by or causing avoidance of routine physical activity (€.9., walking or climbing stairs)
D. During headache, at least 1 of the following:
1. nausea and/or vomiting
2. photophobia and phonophobia
E. Not better accounted for by another ICHD-3 diagnosis
Migraine with aura
Description
Recurrent attacks, lasting minutes, of unilateral fully reversible visual, sensory or other central nervous
system symptoms that usually develop gradually and are usually followed by headache and associated
migraine symptoms.
Diagnostic criteria
A. At least 2 attacks fulfilling criteria B and C
B. One or more of the following fully reversible aura symptoms:
1. visual
2. sensory
3. speech and/or language
4. motor
5. brainstem
6. retinal
C. At least 3 of the following 6 characteristics:
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Classification Criteria
1. at least 1 aura symptom spreads gradually over =5 minutes ;
2.2 or more aura symptoms occur in succession;
3. each individual aura symptom lasts 5 to 60 minutes;
4. at least 1 aura symptom is unilateral;
5. at least 1 aura symptom is positive;
6. the aura is accompanied, or followed within 60 minutes, by headache
D. Not better accounted for by another ICHD-3 diagnosis, and transient ischemic attack has been excluded.
Adapted from Headache Classification Committee of the International Headache Society (2018 ; available at
http://www.ihs-headache.org/ichd-guidelines).
ICHD-3: International Classification of Headache Disorders, 3rd edition.

Coding
See the Codes table for details.

Description

Migraine is a common headache disorder that is treated using various medications, which can be
taken atthe onset of an attackand/or for migraine prophylaxis. Other treatments include behavioral
treatments and botulinum toxininjections. Surgical deactivation oftrigger sites is another proposed
treatment. Surgical deactivation is based on the theory that migraine headaches arise due to
inflalmmation of the trigeminal nerve branches in the head and neck and that specific trigger sites
can be identified in individual patients. Surgical deactivation has alsobeen proposed for other types
of headaches (e.g., tension headaches).

Summary of Evidence

Forindividuals who have migraine headaches whoreceive surgical deactivation of headache trigger
sites, the evidence includes randomized controlled trials (RCTs). Relevant outcomes are symptoms,
change in disease status, quality of life (QOL), and treatment-related morbidity. Three RCTs have
been published; only 1used a sham control and blinded patients to the treatment group. All 3
reported statistically significantly better outcomes at 12 months in patients who received
decompressionsurgeryfor migraine headache thanthe controlintervention. However, the trialswere
subject to methodologiclimitations (e.g., unclear and variable patient selection processes, variability
in surgical procedures depending on triggersite). Inaddition, findings from 2 trials with no blinding or
sham-controlswere subject to the placebo effect. Additional sham-controlled randomized studies
areneeded. The evidenceis insufficient to determine that the technology results in an improvement
in the net health outcome.

Forindividuals who have non-migraine headaches who receive surgical deactivation of headache
trigger sites, the evidenceincludes no published studies. Relevant outcomes are symptoms,changein
disease status, QOL, and treatment-related morbidity. The evidence is insufficient to determine that
the technology results in an improvement in the net health outcome.

Additional Information
Not applicable.

Related Policies

e N/A
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Benefit Application

Blue Shield of California Promise Health Plan is contracted with L.A.Care Health Planfor Los Angeles
County and the Department of Health Care Services for San Diego County to provide Medi-Cal
health benefits to its Medi-Cal recipients. In order to provide the best health care services and
practices, Blue Shield of California Promise Health Plan has an extensive network of Medi-Cal
primary care providersand specialists. Recognizing the rich diversity of its membership, our providers
are given training and educational materials to assist in understanding the health needs of their
patients as it could be affected by a member's cultural heritage.

The benefit designs associated with the Blue Shield of California Promise Medi-Cal plans are
described in the Member Handbook (also called Evidence of Coverage).

Regulatory Status

Surgical deactivation of headache triggers is a surgical procedure and, as such, is not subject to
regulation by the FDA.

Health Equity Statement

Blue Shield of California Promise Health Plan’s mission is to transformits health care delivery system
into onethatis worthy of families and friends. Blue Shield of CaliforniaPromise Health Plan seeks to
advance health equity in supportof achieving Blue Shield of California Promise Health Plan’s mission.

Blue Shield of California Promise Health Plan ensures all Covered Services are available and
accessible to all members regardless of sex, race, color, religion, ancestry, national origin, ethnic
group identification, age, mental disability, physical disability, medical condition, geneticinformation,
marital status, gender, genderidentity, or sexual orientation, or identification withany other persons
or groups defined in Penal Code section 422.56, and that all Covered Services are provided in a
culturally and linguistically appropriate manner.

Rationale

Background

Migraine Headache

Migraineis a common headache disorder with a prevalence in the United States of approximately
18% in women and 6% in men.! According to the International Headache Society (2018), migraine
headache is a recurrent disorder with attacks lasting 4 to 72 hours.? Typical features of migraine
headaches include unilaterallocation, pulsating quality, moderate or severe intensity,and associated
symptoms such as nauseq, photophobia, and/or phonophobia.

Treatment

A variety of medications are used to treat acute migraine episodes. These include medications taken
attheonset of an attack to abortthe attack (e.g, triptans, ergotamines, andcertain calcitonin gene-
related peptide [CGRP] receptor antagonists), and medications to treat the pain and other
symptoms of migraines once they are established (e.g., non-opioid analgesics, antiemetics).
Prophylactic medication therapy (e.g., certain antidepressants, beta-blockers, and anti-seizure
medications) may be appropriate for people with migraines that occur more than 2 days per week.
Onabotulinumtoxin A and several CGRP receptor antagonists have also been approved by the U.S.
Food and Drug Administration (FDA) as prophylactic treatments for episodic and/or chronic
migraines. In addition to medication, behavioral treatments such as relaxationand cognitive therapy
are used to manage migraine headache.
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Surgical Deactivation

Surgical deactivation of trigger sites is another proposed treatment of migraine headache. The
procedure was developed by a plasticsurgeon (Bahman Guyuron, MD), following observations that
some patients who had cosmetic forehead lifts reported improvement or elimination of migraine
symptoms postsurgery.>* The procedureis based on the theory thatmigraine headaches arise due to
inflammation of trigeminal nerve branches in the head and neck caused by irritation of the
surrounding musculature, bonyforamen, and perhaps fascia bands. Accordingly, surgical treatment
of migraines involves removing the relevant nerve sections, muscles, fascia, and/or vessels. The
treatment is also based on the theory there are specific migraine trigger sites and that these sites
can be located in individual patients. In studies conducted by Guyuron'’s research group, clinical
evaluation and diagnostic injections of botulinum toxin have been used to locate trigger sites. The
specific surgical procedure varies according to the patient’s migraine trigger site. The surgical
procedures are performed under general anesthesia in an ambulatory care setting and take an
average of Thour.

Surgical procedures have been developed at 4 trigger sites: frontal, temporal, rhinogenic, and
occipital. Frontal headaches are believed to be activated by irritation of the supratrochlear and
suborbital nerves by glabellar muscles or vessels. The surgical procedureinvolves the removal of the
glabellar muscles encasing these nerves. Fat from the upper eyelid is used to fill the defect in the
muscles and shield the nerve. Temporal headaches may be activated by inflammation of the
zygomatico-temporal branch of the trigeminal nerve by the temporalis muscles or vessels adjacent
tothenerve. To treat migraineslocated at this trigger site, a segment (~2.5 cm) of the zygomatico-
temporal branch of the trigeminal nerve is removed endoscopically. Rhinogenic headaches may
involveintranasal abnormailities (e.g, deviatedseptum), which may irritate the end branches of the
trigeminal nerve. Surgical treatment includes septoplasty and turbinectomy. Finally, occipital
headaches may be triggered by irritation of the occipital nerve caused by the semispinalis capitis
muscle or the occipital artery. Surgery consists of removal of a segment of the semispinalis capitis
muscle medial to the greater occipital nerve approximately 1cm wide and 2.5 cm long, followed by
insertion of a subcutaneous flap between the nerve and the muscle to avoid nerve impingement.

Non-Migraine Headache
It has been proposedthatothertypes of headaches(e.g., tension headaches) may also be triggered
by irritation of the trigeminal nerve.

Treatment

Although the mechanism of action is less well established for headaches other than migraine, it is
possible that surgical treatment of trigger sites may also be beneficial for some non-migraine
headaches.

Literature Review

Evidencereviews assess the clinical evidence to determine whether the use of technology improves
the net health outcome. Broadly defined, health outcomes are the length of life, quality of life, and
ability to function, including benefits and harms. Every clinical condition has specific outcomes that
areimportant to patients and managing the course of that condition. Validated outcome measures
are necessary to ascertain whether a conditionimprovesor worsens; and whether the magnitude of
that change is clinically significant. The net health outcome is a balance of benefits and harms.

To assess whether the evidence is sufficient to draw conclusions about the net health outcome

of technology, 2 domains are examined: the relevance, and quality and credibility. To be relevant,
studies mustrepresentlor more intended clinical use of the technology in the intended population
and compare an effective and appropriate alternative at a comparable intensity. For some
conditions, the alternative will be supportive care or surveillance. The quality and credibility of the
evidence depend on study design and conduct, minimizing bias and confounding that can generate
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incorrect findings. The randomized controlled trial (RCT) is preferred to assess efficacy; however, in
some circumstances, nonrandomized studies may be adequate. Randomized controlled trials are
rarely large enough orlong enough to capture less common adverse events and long-term effects.
Other types of studies can be used for these purposes and to assess generalizability to broader
clinical populations and settings of clinical practice.

Migraine and Non-Migraine Headaches

Clinical Context and Therapy Purpose

The purpose of surgical deactivation as a treatment for migraine or non-migraine headache is to
provide a treatment option that is an alternative to or an improvement on existing therapies.

The following PICO was used to select literature to inform this review.

Populations
Therelevant populationof interest is individualswith migraine or non-migraine headache refractory
to medical therapy.

Interventions

The therapy being considered is surgical deactivation for the treatment of migraine or non-
migraine headache. The specificsurgical procedure varies according to the patient’smigraine trigger
site. Surgical procedures have been developed at 4 trigger sites: frontal, temporal, rhinogenic, and
occipital.

Comparators

The following practices are currently being used to treat migraine and non-migraine headache: a
variety of medications are used to treat acute migraine episodes. These include medications taken at
the onset of an attack to abort the attack (e.g., triptans, ergotamines, and certain calcitonin gene-
related peptide [CGRP] receptor antagonists), and medications to treat the pain and other
symptoms of migraines once they are established (e.g., non-opioid analgesics, antiemetics).
Prophylactic medication therapy (e.g., certain antidepressants, beta-blockers, and anti-seizure
medications) may be appropriate for people with migraines that occur more than 2 days per week.
Onabotulinumtoxin A and several CGRPreceptor antagonists have also been approved by the U.S.
Food and Drug Administration (FDA) as prophylactic treatments for episodic and/or chronic
migraines. In addition to medication, behavioral treatments such as relaxation and cognitive therapy
are used to manage migraine headache.

Ovutcomes

The general outcomes of interest are migraineintensity andfrequency, the effect of the migraines or
treatment on quality of life as measured by instruments such as the 12-Item Short Form Health
Survey (additional examples described in Table 1), hospitalizations due to migraine, and adverse
effects of the treatment. Migraine severity and frequency are measured over 6 to 12 months.

Table 1. Self-Reported Outcome Measures

Outcome Measure Abbreviation Description

Monthly Migraine Days MMD The average number of days that there is
onset or continuation of a migraine
headache. Outcomes are typically reported
as a decrease in MMD.

50% Decrease in MMD 50% MMD The proportion of people who achieve a
decrease of 50% in MMD. Also frequently
reported are 75% and 100% decrease in
MMD.

Migraine Disability Assessment® MIDAS Report on the number of days that a
headache has impacted function at home,
work, or school.
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Outcome Measure Abbreviation Description
Headache Impact Test® HIT-6 Six item measure of the impact of headache

on social, role, and cognitive function and
psychological distress.

Migraine Specific Quality of Life Questionnaire’ MSQL Migraine specific quality of life
questionnaire.

Study Selection Criteria
Methodologically credible studies were selected using the following principles:
a. To assess efficacy outcomes, comparative controlled prospective trials were sought, with a
preference for RCTs;
b. Inthe absence of such trials, comparative observational studies were sought, with
a preference for prospective studies.
c. Toassesslong-term outcomes and adverse events, single-arm studies that capture longer
periods of follow-up and/or larger populations were sought.
d. Studies with duplicative or overlapping populations were excluded.

Review of Evidence
Migraine Headache

Randomized Clinical Trials

Theinitial RCT assessing surgical deactivation of migraine triggersites was published by Guyuron et
al (2005); this unblinded trial did not include a sham control.? Eligibility included a diagnosis

of migraine headache using the International Classification of Headache Disorders Il (ICHD-I1)
criteria. Patients were assigned to the treatment group (h=100) or to the control group (n=25) in a 41
allocation. Active treatment patientsreceived up to 3injections of botulinumtoxin type A (Botox), 1at
each of their most common trigger sites, to identify a predominant site of headache trigger and
potential responseto treatment. To be considered candidates for surgery, patients had to have at
least a 50% reduction in symptoms for 4 weeks after a botulinum toxin type A injection. Patients in
the control group received saline injectionsinsteadof botulinum toxinand wereineligible for surgery;
for the remainder of the treatment period, the patients received usual care. For patients in the
intervention group, surgery varied by trigger site. For example, for patients with a predominantly
frontal trigger migraine headache, the glabellar muscle group was removed to relieve compression
of the supraorbital and supratrochlear nerves; for those with a temporal migraine headache, 3 cm of
the zygomatico-temporal branch of the trigeminal nerve was removed; patients with both temporal
and frontal migraine headaches underwentboth procedures. Among treatmentgroup, 91responded
to botulinum toxin type A injection and underwent surgery and 89 (89%) of 100 completed the 12-
month follow-up. There was a differential dropout in the 2 groups: 19 (76%) of 25 patients in the
control group were evaluated at 12 months. A total of 17 (14%) of 125 randomized patients were
excluded from the analysis. In a per-protocol analysis at 12 months, 82 (92%) of 89 patients in the
treatment group and 3(16%) of19 in the control group experienced significant improvement, defined
as at least a 50% reduction in baseline migraine frequency, intensity, or duration. The difference
between groups was statistically significant (p<0.001). Thirty-one (35%) patients in the treatment
group and none in the control group reported complete elimination of migraines. Most adverse
events following surgery were minor and transient. The most commonly reported events were
temporary nasal dryness (n=12) and rhinorrhea (n=11). Seven patients experienced intense scalp
itching thatlasted a mean of 6 months. Five-year outcomesfor patients in the treatment group were
reported by Guyuronetal. (2011).° Follow-up data were available for 79 patients (87% of those who
underwent surgery, 79% of those randomizedto the treatment group). Outcomes were reported for
69 patients. The other 10 had received additional migraine headache surgery and were excluded
from the analysis. At 5years, 20 (29%) of 69 reported complete elimination of migraine headache, 41
(59%) reporteda significantdecrease in symptoms, and 8 (12%) reported no significant change. All
measured variables improved significantly at 5 years compared with baseline. For example, mean
headache frequency per month decreased from 10.9 to 4.0 (p<0.001). Long-term data were not
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reported for the control group. Limitations of the 2005 RCT included lack of blinding, lack of a sham
control, and randomization before determining eligibility for surgery. In addition, there was a
potential cointervention bias: the surgery group but not the sham group received botulinum toxin
injections, which mighthave hada therapeutic effect. Moreover, about14% of patientswere excluded
from the analysis, which could have biased results. Furthermore, findings were not reported
separately by surgical procedure. In terms of long-term follow-up, 5-yeardata were reportedonly for
the treatment group.

Guyuron et al (2009) published a double-blind, sham-controlled trial evaluating surgical deactivation
of migraine trigger sitesin 76 patients.® Eligibility criteria included a diagnosis of migraine headache
according to ICHD-II criteria® and headaches triggered from a single or predominant site, as
determined by aheadache diary and physical examination. Participants were then givenan injection
of botulinum toxin type A (Botox) at the prominent site from which migraine pain started. Patients
who had a positive response to botulinum toxin type A (i.e., at least a 50% decrease in headache
symptoms)and in whomheadaches recurred afterthe effect of the botulinum toxin had disappeared
were eligible for randomization. The methodology differed in this trial from that of the 2005 RCT
(previously described), which randomized patients before receivingdiagnostic botulinum toxintype A
injections. In addition, Liu et al (2012), (Guyuron coauthored this study), further investigated the
method of botulinum toxin injections to select patients for deactivation surgery and found that
outcomes were similar in migraine surgery patients who did and did not undergo diagnostic Botox
injections.* The Liu et al. (2012) analysis raises questions about the need for the complex patient
selection process used in the published RCTs. In the 2009 RCT, participants were stratified by the
predominant site from which headaches were triggered, frontal, temporal, or occipital, and were
randomized 2:1to active or to sham surgery. A total of 317 participants were screened for inclusion;
130 received botulinum toxin type A injections and, based on responses to the injections, 76 were
considered eligible for randomization. In each of the 3 active treatment groups, surgery consisted of
exposure and removal of nerves and/or muscles. For patients in the shamgroup, surgery was limited
to exposingthe nerves and/or muscles; the integrity of the structures was left intact. The procedures
differed according to the predominant headache triggersite and were similar to procedures used in
the Guyuron et al. (2005) trial. Briefly, patients in the frontal active surgery group underwent removal
of the glabellar muscles encasing the supraorbital and supratrochlear nerves. Patients in the
temporal active surgery group underwent removal of a segment of the zygomatico-temporal branch
of thetrigeminal nerve.In the occipital surgery group, a segment of the semispinalis capitis muscle
medial to the greater occipital nerve was removed. Patients kept headache diaries and were seen at
3, 6,9, and 12 months post-surgery. Seventy-five of 76 patients (49 in the active treatment group, 26
inthesham group) completed the T-year follow-up. There were 29 patients in the frontal group (19
active treatment, 10 sham), 28 in the temporal group (19 active treatment, 9 sham), and 18 in the
occipital group (11 active treatment, 7 sham). Patients remained blinded to their group assignment
through 12 months, at which time patients in the sham surgery group were offered the surgical
procedure. Key results aredisplayedin Table 2. Note that, for the frequency, intensity, and duration
variables, there were no statistically significant differences by trigger site, so overall results are
displayed. Results for the same outcomesfromthe Guyuron et al. (2005) RCT are also summarized in
Table 2. In addition to the between-group differences, there were statistically significant
improvements in headache frequency, intensity, and durationfrom baseline to 12 months within the
active surgery group and significantimprovements in headache frequency and intensity within the
sham surgery group. The improvement in outcomes within the sham group in the 2009 RCT was
greater than those seen after usual care in the 2005 RCT, suggesting there might have been a
substantial placebo effect associatedwith the surgeryto deactivate trigger sites. No adverse events
werereportedin the sham surgery group. All patients in the active treatment group reported some
degree of paresthesiaimmediately after surgery. One patientexperienced numbness12 months after
surgery. The most common adverse event in the active treatmentgroup was temporal hollowing in 10
(53%) of 19 patients in the surgery group. Advantages of the 2009 study included a sham control
group and blinded comparison of outcomes in the 2 groups through 12 months post-surgery. Study
limitations included small numbers of patients in each subgroup and alack of reporting patients’ use
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of other migraine treatments (e.g., botulinum toxintype A, medications) during the 12-month follow-
up. In addition, patient selection involved a long multicomponent selection process, which may be

impractical on a widespread basis.

Table 2. Summary of Outcomes for the Guyuron Trials

Guyuron et al (2009)3 Guyuron et al (2005)8
Outcome Measures Active Surgery Sham Surgery pP Active Surgery Usual Care pP
(n=49) (n=26) (n=89) (n=19)
Completely eliminated 28/49 (57.) 1/26 (3.8) <001  31/89 (35) 0/19 (0) <.001
headaches
Significant improvement® 41/49 (84) 15/26 (58) .005 82/89 (92) 3/19 (16) <.001
Mean headache frequency, mo .005 <.001
Baseline (SD) 9.9 (6.0) 9.5 (4.4) 10.9 (0.8) 9.9 (1.7)
12 months (SD)< -74 (5.8) -35 (5.4) 3.8 (0.4) 10.2 (1.7)
Mean headache intensity (1 to 10 .03 <.001
VAS) 6.2 (1.7) 5.5 (1.4) 8.6 (0.13) 8.8 (0.24)
Baseline (SD) -3.0 (3.5) -1.3(29) 40 (0.3) 7.0 (0.3)
12 months (SD)c
Mean headache duration 43 .007
Baseline (SD) 0.5(0.6) 17 (5.6) 1.4 (0.14) 1.3 (0.25)
12 months (SD)< -0.3 (0.5) -0.9 (4.5) 0.4 (0.05) 1.0 (0.2)

Values are n/N (%) unless otherwise noted.

SD: standard deviation; VAS: visual analog scale.

a Significant improvement defined as at least a 50% reduction in migraine frequency, intensity, or duration
versus baseline.

b Between-group p values.

¢ In the 2009 study, results are reported as change from baseline.

A 2014 review article critically evaluated the RCTs on surgical deactivation of migraine trigger sites
and raised a number of important concerns." The authors of the sham-controlled trial did not
mention patients’ use of otherheadache treatments. Postoperative use of medications could have
resulted in a reduction in headache frequency; these cases would have been counted as a surgical
success in the study. In the sham-controlled trial, baseline headache frequency was 9.9 migraines per
monthin theinterventiongroup and 9.5migrainesper month in the control group and, therefore, the
reduction of a small number of migraine episodes per month (which might not be clinically
significant) could be considered a surgical success based on the author’scriterion of a 50% decrease
in frequency. Use of the terminology “migraine headaches per month”does not provide information
on the number of days per month with migraine headaches or the number of non-migraine
headaches per month. Patients in the sham group might have guessed their group assignment
because of retained movement of the corrugator supercilii, depressor supercilii, and procerus
muscles. This could have biased their responses to subjective outcome questions. Botulinum toxin
type A (Botox) injectionis a nonspecific screening tool and can lead to false-positives when used to
select patients for migraine surgery because the injections into the peripheral nerves may also
modulate pain at central targets.

Omranifard et al (2016) published an RCT comparing surgical deactivation of migraine trigger sites
with medicaltreatmentin 50 patients from a single center in Iran.’? The trial did not include a sham
controland patients were not blindedto treatmentgroup. Patients met ICHD diagnostic criteria for
migraine headache and were asked about their most common migraine trigger sites. All patients
received injections of botulinum toxin into the frontal, temporal, and occipital trigger sites in a
stepwise manner, with the most common site injected first. Investigators did not state how they
evaluated patients’ responses to botulinum toxin or how patient responses to botulinum toxin
affected their eligibility to participate in the trial. Patientsin the medical treatment group (n=25) were
prescribed propranolol (80 mg daily) and amitriptyline (100 mg daily). Patients assigned to the
surgery group (n=25) underwent decompression surgery in 1or any combination of 4 trigger sites
(frontal, temporal, septum, and/or occipital) surgeons identified as relevant to their pattern of
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headaches. Surgical procedures were similar to those used in the Guyuron et al (2005, 2009) RCTs
except that aseptal surgery optionwas added. Trial findingsare summarizedin Table 3. All12-month
outcomes were significantly better in the surgery group than in the medical treatment group. No
adverse events were reported. Interpreting trial findings were influenced by the lack of patient
blinding, which raises concerns about subjective and patient-reported outcome measures. Results
could have been influenced by the placebo effect. Moreover, it is not clear how patient outcomes
data were collected (trialists did not mention patient diaries). Furthermore, surgeries differed by
patient trigger sites, which makes it difficult to evaluate any particular surgical procedure.

Table 3. Summary of Outcomes for the Omranifard Trial

Outcome Measures Surgery (n=25) Medical Treatment (n=25) pP°
Completely eliminated headaches, n/N 9/25 (36) 1/25 (&) <.001
(%)

Success rate, n/N (%)° 19/25 (76) 10/25 (40) <.001
Mean headache frequency, mo <001
Baseline (SD) 15.9 (3.3) 15.2 (31)

12 months (SD) 6.4 (2.3) 105 (2.2)

Mean headache intensity (1 to 10 VAS) .001
Baseline (SD) 8.3(0.3) 8.4 (0.3)

12 months (SD) 41(0.2) 6.0(0.2)

Mean headache duration, d <.001
Baseline (SD) 1.1 (0.5) 1.0 (0.4)

12 months (SD) 0.5 (0.3) 0.8 (0.3)

Adapted from Omranifard et al (2016).12

SD: standard deviation; VAS: visual analog scale.

@ Success was defined as at least a 50% reduction in the migraine index score at 12 months versus baseline.
b Between-group p values.

Section Summary: Migraine Headache

Three RCTs have evaluated surgical deactivation of headache trigger sites. One RCT was double-
blind and sham-controlled and the other 2 did not use a sham control or blinded patients. All 3
reported statistically significantly better outcomes at 12 months in patients who received
decompressionsurgeryfor migraine headachethanthe controlintervention. However, the trialswere
subject to methodologic limitations (e.g., variability in surgical procedures, the potential use of
cointerventions, issues related to patient selection, outcome validation and measurement). In
addition, in 2 trials patients were unblinded and findingssubject to the placebo effect. Furthermore,
all 3 were single-center and 2 were conducted by the same researchgroup headed by theinventorof
the procedure. Additional multicenter and sham-controlled randomized studies are needed.

Non-Migraine Headache
No studies were identified that have evaluated surgical deactivation of trigger sites as a treatment of
non-migraine headache.

Supplemental Information
The purpose of the following information is to provide reference material. Inclusion does not imply
endorsement or alignment with the evidence review conclusions.

Practice Guidelines and Position Statements

Guidelines or positionstatements will be considered forinclusionin ‘Supplemental Information' if they
were issued by, or jointly by, a U.S. professional society, an international society with U.S.
representation, or National Institute for Health and Care Excellence (NICE). Priority will be given to
guidelines that areinformedby a systematicreview, include strength of evidence ratings, andinclude
a description of management of conflict of interest.
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American Headache Society

The American Headache Society (2013) approved a list of 5items that provide low value in headache
medicine.’” This list was produced as part of the American Board of Internal Medicine Foundation’s
Choosing Wisely initiative. One of the 5 recommendations was: “Don’t recommend surgical
deactivation of migraine trigger points outside of aclinical trial.” The 2013 document stated that the
value of this procedureis still a research question andthat large, multicenter randomized controlled
trials with long-term follow-up are needed to provide accurate information on its benefits and
harms.

U.S. Preventive Services Task Force Recommendations
Not applicable.

Medicare National Coverage
Thereis no national coverage determination. In the absence of a national coverage determination,
coverage decisions are left to the discretion of local Medicare carriers.

Ongoing and Unpublished Clinical Trials
As of December 2024, no ongoing or unpublished trials were identified that might influence this
review.
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Documentation for Clinical Review

Please provide the following documentation:
e History and physical and/or consultation notes including:
o Previous treatment and response
o Type of headaches
o Treatment plan, including location of sites to be treated
Post Service (in addition to the above, please include the following):
e Results/reports of tests performed
e Procedure report(s)

Coding

Thelist of codes in this Medical Policy is intended as a general reference and may not coverall codes.
Inclusion or exclusion of a code(s) does not constitute or imply member coverage or provider
reimbursement policy.

Type Code Description

15824 Rhytidectomy; forehead

15826 Rhytidectomy; glabellar frown lines

30130 Excision inferior turbinate, partial or complete, any method

30140 Submucous resection inferior turbinate, partial or complete, any method

Septoplasty or submucous resection, with or without cartilage scoring,

CPT® 50520 contouring or replacement with graft

64716 Neuroplasty and/or transposition; cranial nerve (specify)

64722 Decompression; unspecified nerve(s) (specify)

64771 Transection or avulsion of other cranial nerve, extradural

64772 Transection or avulsion of other spinal nerve, extradural

67900 Repair of brow ptosis (supraciliary, mid-forehead or coronal approach)
HCPCS None

Policy History

This section provides a chronological history of the activities, updates and changes that have
occurred with this Medical Policy.

Effective Date | Action
12/01/2025 New policy.

|Definitions of Decision Determinations

Healthcare Services: Forthe purpose of this Medical Policy, Healthcare Services means procedures,
treatments, supplies, devices, and equipment.

Medically Necessaryor Medical Necessity meansreasonable andnecessaryservices to protect life,
to preventsignificantillnessor significant disability, or alleviate severe pain through the diagnosis or
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treatment of disease, illness, or injury, as required under W&l section 14059.5(a) and 22 CCR section
51303(a). Medically Necessary services must include services necessary to achieve age-appropriate
growth and development, and attain, maintain, or regain functional capacity.

For Members less than 21 years of age, a service is Medically Necessary if it meets the Early and
Periodic Screening, Diagnostic, and Treatment(EPSDT) standard of Medical Necessity set forth in 42
USC section 1396d(r)(5), as required by W& sections 14059.5(b) and 14132(v). Without limitation,
Medically Necessary services for Membersless than 21 years of age include all services necessary to
achieve or maintain age-appropriate growth and development, attain, regain or maintain functional
capacity, orimprove, support, ormaintain the Member's current health condition. Contractor must
determine Medical Necessity on a case-by-case basis, taking into account the individual needs of the
Child.

Criteria Determining Experimental/Investigational Status
In making a determinationthat any procedure, treatment, therapy, drug, biological product, facility,
equipment, device, or supply is “experimental or investigational” by the Plan, the Plan shall refer to
evidence from the national medical community, which may include one or more of the following
sources:
1. Evidencefrom national medical organizations, such as the National Centers of Health Service
Research.

2. Peer-reviewed medical and scientific literature.

3. Publications from organizations, such as the American Medical Association (AMA).

4. Professionals, specialists, and experts.

5. Written protocols andconsent forms used by the proposed treating facility or other facility
administering substantially the same drug, device, or medical treatment.

6. An expert physician panel selected by one of two organizations, the Managed Care
Ombudsman Programof the Medical Care Management Corporation or the Department of
Managed Health Care.

Feedback

Blue Shield of California Promise Health Plan is interested in receiving feedback relative to
developing, adopting, and reviewing criteria for medical policy. Any licensed practitioner who is
contracted with Blue Shield of California Promise Health Plan is welcome to provide comments,
suggestions, or concerns. Our internal policy committees will receive and take your comments into
consideration. Our medical policies are available to view or download at
www.blueshieldca.com/en/bsp/providers.

For medical policy feedback, please send comments to: MedPolicy@blueshieldca.com

Questions regardingthe applicability of this policy should be directed to the Blue Shield of California
Promise Health Plan Prior Authorization Department at (800) 468-9935, or the Complex Case

ManagementDepartmentat (855) 699-5557(TTY 711) for San Diego County and (800) 605-2556 (TTY
711) for Los Angeles County orvisit the provider portal at www.blueshieldca.com/en/bsp/providers.

Disclaimer: Blue Shield of California Promise Health Plan may consider published peer-reviewed scientific
literature, national guidelines, and local standards of practice in developing its medical policy. Federal and state
law, as well as member health services contract language, including definitions and specific contract
provisions/exclusions, take precedence over medical policy and must be considered first in determining covered
services. Member health services contracts may differ in their benefits. Blue Shield of California Promise Health
Plan reserves the right to review and update policies as appropriate.
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