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Applies to all products administered or underwritten by Blue Cross and Blue Shield of Louisiana and its subsidiary, HMO Louisiana,
Inc.(collectively referred to as the “Company”), unless otherwise provided in the applicable contract. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

Note: Botulinum Toxin is addressed separately in medical policy 00012.
Note: Occipital nerve Stimulation is addressed separately in medical policy 00253.
Services Are Considered Investigational
Coverage is not available for investigational medical treatments or procedures, drugs, devices or biological
products.
Based on review of available data, the Company considers sphenopalatine ganglion (SPG) blocks for all
indications, including but not limited to the treatment of migraines and non migraine headaches to be
investigational.*

Background/Overview
HEADACHES AND HEADACHE TREATMENTS
Headaches are common neurologic disorders and are among the top reasons that patients seek medical
care. Headaches affect approximately 50% of the general population in a given year and over 90% of
people have a lifetime history of headache. The 2 most common types of headache are tension-type
headaches and migraines. Tension headaches have a prevalence of approximately 40%. Diagnostic criteria
include the presence of at least 2 of the following characteristics: bilateral headache location, nonpulsating
pain, mild-to-moderate intensity, and headache not aggravated by physical activity. Migraines are the
second-most common headache disorder, with a 1-year migraine prevalence of approximately 12% in the
United States. They are characterized by severe pain on 1 or both sides of the head, nausea, and, at times,
disturbed vision. Migraines can be categorized by headache frequency, and by the presence or absence of
aura. Chronic migraine is defined as attacks on at least 15 days per month for more than 3 months, with
features of migraine on at least 8 days per month.
Cluster headaches are less common than tension or migraine headaches, with an estimated prevalence of
0.1% of the population. They are characterized by severe unilateral orbital, supraorbital, and/or temporal
pain that also includes other symptoms in the eye and/or nose on the same side (e.g., rhinorrhea, eyelid
edema or drooping).
Treatment
A variety of medications are used to treat acute migraine episodes. They include medications taken at the
onset of an attack to abort the attack (triptans, ergotamines) and medications to treat the pain and other
symptoms of migraines once they are established (nonsteroidal anti-inflammatory drugs, antiemetics).
Prophylactic medication therapy may be appropriate for people with migraines that occur more than 2 days
per week. In addition to medication, behavioral treatments (e.g., relaxation, cognitive therapy) are used to
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manage migraine headache. Botulinum toxin type A injections are a U.S. Food and Drug Administration
(FDA)‒approved treatment for chronic migraine.
Severe acute cluster headaches may be treated with abortive therapy including breathing 100% oxygen,
and triptan medications. Other medications used to treat cluster headaches include steroids, calcium
channel blockers, and nerve pain medications. Due to the severity of pain associated with cluster
headaches, patients may seek emergency treatment. Tension-type headaches are generally treated with
over the counter pain medication.
Sphenopalatine Ganglion Block
SPG blocks are a proposed treatment option for chronic migraines and some severe nonmigraine
headaches. The SPG is a group of nerve cells located behind the bony structures of the nose. The nerve
bundle is linked to the trigeminal nerve, the primary nerve involved in headache disorders. The SPG has
both autonomic nerves, which in this case are associated with functions such as tearing and nasal
congestion, and sensory nerves, associated with pain perception. SPG blocks involve topical application of
local anesthetic to mucosa overlying the SPG. The rationale for using SPG blocks to treat headaches is that
local anesthetics in low concentrations could block the sensory fibers and thereby reduce pain while
maintaining autonomic function.
The proposed procedure for SPG blockade is to insert intranasally a catheter that is attached to a syringe
carrying local anesthetic (e.g., lidocaine, bupivacaine). Once the catheter is in place, the local anesthetic is
applied to the posterior wall of the nasal cavity and reaches the SPG. Some form of SPG blocking
procedure has been used for many years. Originally, SPG blocks were done by inserting a cotton-tipped
applicator dabbed with local anesthetic into the nose; this technique may be less accurate and effective
than the currently proposed procedure. Another variation is to insert a needle into the cheek and inject local
anesthetic but this no longer appears to be used because it is more invasive and can be painful.
Neurostimulation of the SPG and SPG blockade with radiofrequency lesioning have been used outside of
the United States, but these treatments are not cleared or approved by FDA.
Three catheter devices are commercially available in the United States for performing SPG blocks. The
catheters have somewhat different designs but all are attached to syringes that contain local anesthetic.
The catheters are inserted intranasally and, once in place, the local anesthetic is applied through the
®
™ ‡
catheter. With 2 of the 3 commercially available catheters (the SpenoCath , Allevio ) , patients are
positioned on their back with their nose pointed vertically and their head turned to the side. With the
®‡
Tx360 device, patients remain seated.
™‡

The company marketing the Tx360 device proposes its use in the context of the MiRx protocol. This 2part protocol includes a medical component for immediate pain relief and a physical component to reduce
headache recurrences. The medical component involves clinical evaluation and, if the patient is considered
eligible, an SPG block procedure. The physical component can include any of a number of approaches
such as physical therapy, ergonomic modifications, massage, and dietary recommendations.
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The optimal number and frequency of SPG treatments is unclear. Information from the American Migraine
Foundation suggests that the procedure can be repeated as often as needed to control pain. A randomized
controlled trial (RCT) has described a course of treatment for migraines consisting of SPG blocks twice a
week for 6 weeks (total, 12 treatments).
SGB blocks are proposed for both short- and long-term treatment of headaches and migraines. When used
in the emergency setting in patients with severe acute headaches, the goal of treatment is to abort the
current headache while the patient is in the emergency department. In the RCT that provided a 6-week
course of treatment with SPG blocks for chronic migraine (mentioned above), short-term outcomes were
assessed up to 24 hours after each treatment, and the duration and frequency of chronic migraines were
assessed at 1 and 6 months after the course of treatment.

FDA or Other Governmental Regulatory Approval
U.S. Food and Drug Administration (FDA)
The Tx360 Nasal Applicator (Tian Medical), the Allevio SPG Nerve Block Catheter (JET Medical), and the
SpenoCath (Dolor Technologies) are considered class I devices by the U.S. FDA and are exempt from
510(k) requirements. This classification does not require submission of clinical data on efficacy but only
notification of FDA prior to marketing. All 3 devices are used to apply numbing medication intranasally.
Centers for Medicare and Medicaid Services (CMS)
There is no national coverage determination (NCD). In the absence of an NCD, coverage decisions are left
to the discretion of local Medicare carriers.

Rationale/Source
Assessment of efficacy for therapeutic interventions involves a determination of whether the intervention
improves health outcomes. The optimal study design for this purpose is a RCT that includes clinically
relevant measures of health outcomes. Intermediate outcome measures, also known as surrogate outcome
measures, may also be adequate if there is an established link between the intermediate outcome and true
health outcomes. Nonrandomized comparative studies and uncontrolled studies can sometimes provide
useful information on health outcomes, but are prone to biases such as noncomparability of treatment
groups, placebo effect, and variable natural history of the condition.
Because the placebo response rate is typically high in patients with headache, assessment of the evidence
for this review focuses on randomized, placebo-controlled trials.
CHRONIC MIGRAINE
The published literature on SPG blocks to treat chronic migraine consists of 1 double-blind, placebocontrolled randomized trial and a case report with 3 patients.
Findings from the RCT were published in two 2015 publications by Cady et al. The first publication reported
on the primary outcome measure and key secondary outcomes, and the subsequent publication reported
on supplemental secondary outcomes and longer term follow-up. The trial included patients who met
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International Classification of Headache Disorders-II diagnostic criteria for chronic migraine and had had
chronic migraine for at least 3 months. Patients could use concomitant headache medication, but had to
agree not to change medication use during the study period. Following an initial 28-day baseline period to
confirm the diagnosis of chronic migraine, patients were randomized 2:1 to receive treatment with
bupivacaine 0.5% or saline (placebo) applied using the Tx360 device. Patients received a series of 12
treatments2 treatments a week for 6 weeks. The primary outcome was change in pain severity, measured
using a 0-to-10 numeric rating scale (NRS). Pain severity was assessed 15 minutes, 30 minutes, and 24
hours after each treatment. Key secondary outcome measures were the Patient’s Global Impression of
Change (PGIC), the Headache Impact Test (HIT-6) questionnaire, and patient satisfaction with treatment. In
addition, patients kept headache diaries throughout the study.
Forty-one patients met eligibility criteria and had chronic migraine diagnoses confirmed during the baseline
period. These patients were randomized to bupivacaine (n=27) or to placebo (n=13). Mean baseline scores
on the NRS were 4.8 in the bupivacaine group and 4.5 in the placebo group. When findings for all
treatments were pooled, patients in the bupivacaine group reported a significantly greater reduction in NRS
scores than the placebo group at 15 minutes, 30 minutes, and 24 hours after treatment. Bupivacainetreated patients also had significantly lower PGIC scores than saline-treated patients at 30 minutes and 24
hours posttreatment. No statistically significant between-group differences were found in HIT-6 scores or in
average acute mediation use. Only 1 serious adverse event was reported and it was not treatment-related.
The second publication by Cady et al reported on 1- and 6- month follow-up results and on supplemental
secondary end points. To control for multiple comparisons, the cutoff for statistical significance for the
supplemental secondary end points was p less than 0.01. There were no statistically significant differences
between groups in the reported supplementary secondary outcomes. These outcomes included the number
of headache days per month, the mean pain score, and quality of life measures. A post hoc power analysis
revealed that the trial was underpowered to detect significant differences in secondary outcomes. Some
results were suggestive of a long-term effect. For example, the bupivacaine group had a lower, albeit
nonsignificant number of headache days in the month posttreatment (17 days) than the placebo group (23
days). However, a trial with a larger sample size would be needed to confirm whether 1- or 6-month results
are significantly better after bupivacaine than after placebo treatment.
Section Summary: Chronic Migraine
One double-blind, placebo-controlled, randomized trial has evaluated transnasal SPG blocks for chronic
migraine. The trial found a significantly greater short-term (up to 24 hours) reduction in pain severity after
active treatment versus placebo. However, there were no significant longer term effects on other outcomes
(i.e., 1 and 6 months after 12 treatments over 6 weeks). The trial was underpowered to detect outcomes at
1 and 6 months. It had some risks of bias due to a high rate of dropouts. Additional adequately powered
trials are needed to determine the impact of SPG blocks on health outcomes.
SEVERE ACUTE HEADACHE TREATED IN THE EMERGENCY SETTING
The published literature on SPG blocks to treat severe acute headache consists of 1 double-blind, placebocontrolled, randomized trial (2015). The trial included patients between the ages of 18 and 65 who
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presented to the emergency department with a frontal-based crescendo-onset headache and a negative
neurologic examination. The trial focused on frontal-based headaches because they are considered most
likely to respond to SPG blocks. Headaches were not classified into specific types but patients with suddenonset headache were excluded. Ninety-three patients met eligibility criteria and were randomized 1:1 to
treatment with bupivacaine 0.5% (n=45) or to a saline placebo (n=48) applied using the Tx360 device. The
intervention consisted of 1 treatment session. The primary outcome was a 50% absolute pain reduction on
a 100-mm visual analog scale (VAS) 15 minutes posttreatment. Four patients, 2 in each group, withdrew
before receiving the intervention and 2 were deemed ineligible after randomization. Thus, 41 patients in the
bupivacaine group and 46 in the placebo group were included in the primary analysis.
For the primary outcome, 20 (49%) patients in the bupivacaine group and 19 (41%) patients in the placebo
group had at least a 50% reduction in the mean VAS score. The difference between groups (7.5%) did not
differ statistically (95% confidence interval [CI], -13% to 27%). Secondary outcomes, including at least a 19mm reduction in VAS score, percentage of patients who were headache-free 15 minutes postintervention,
and percentage of patients who were nausea-free 15 minutes postintervention, also did not differ
significantly between groups. Seventy-six (88%) patients were available for follow-up after 24 hours. The
percentage of patients headache-free at 24 hours was significantly higher in the bupivacaine group (n=26
[72%]) than in the placebo group (n=19 [48%]; difference, 25%; 95% CI, 2.6% to 44%). No serious adverse
events were reported in either group. The trialists stated that, in retrospect, outcome assessment at 1 hour
after treatment would have been useful because headache relief at 1 hour, but not at 24 hours, is clinically
relevant for emergency department headache patients.
Section Summary: Severe Acute Headache Treated in the Emergency Setting
One double-blind, placebo-controlled, randomized trial has evaluated a single transnasal SPG block for
treating patients with acute headache presenting to an emergency department. The authors did not find a
statistically significant benefit for active treatment compared with placebo 15 minutes postintervention.
Significantly more patients were headache-free at 24 hours in the active treatment than in the placebo
group, but, in the absence of short-term pain relief, SPG blocks would not be a clinically useful treatment in
the emergency setting. Future studies conducted in the emergency setting should assess outcomes for an
intermediate time period (e.g., 1 or 2 hours posttreatment).
CLUSTER HEADACHE
No RCTs or nonrandomized controlled studies were identified that evaluated intranasal SPG blocks for
treating cluster headache. Two case series in patients with chronic drug-resistant cluster headache were
published by a research group in Italy. Both studies used a needle (20-gauge in 1 study, 18-gauge in the
other) under endoscopic control to inject a mixture of local anesthetics and steroid as close as possible to
the SPG. The mixture consisted of triamcinolone acetonide (40 mg), 1% bupivacaine (4 mL), and 2%
mepivacaine with 1/100,000 adrenaline (2 mL). The earlier study, published in 2006 by Felisati et al,
included 21 patients who received between 2 and 4 total treatment sessions, provided 1 week apart.
Including 1 patient in whom the treatment could not be applied, 9 (45%) experienced no efficacy, 3 (15%)
experienced a partial benefit, and 8 (40%) experienced a complete temporary benefit. In the 8 patients who
had complete disappearance of attacks, the benefit lasted 2 to 4 weeks in 3 patients, 3 to 6 months in 3
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patients, and 12 to 24 months in 2 patients. Four (19%) patients experienced treatment-related
complications, which consisted of 1 case of marked nasal epistaxis 3 days after the procedure and 3 cases
of temporary diplopia.
In 2010, Pipolo reported on 15 patients who received 3 SPG block treatments a mean of 3 days apart. Eight
(53%) of the 15 patients experienced complete remission of cluster headache symptoms. Three (20%) of
these continued to be in remission at last follow-up (mean, 18 months). One (7%) patient experienced
partial benefit and 6 (40%) reported either no benefit or a benefit for less than 2 weeks. Three (20%)
patients experienced complications, including 2 cases of severe epistaxis and 1 of reduced buccal opening
that resolved after 5 months.
Section Summary: Cluster Headache
The literature includes 2 case series, both of which were published by the same research group in Italy. The
approach to treatment was similar in the 2 studies but differed in terms of medication and application
technique currently used in the United States. It is unclear how the safety or efficacy of the procedure used
in the case series differs from an intranasal SPG block applying local anesthetics and using an FDA cleared
device. In these series, 40% to 50% of patients experienced complete symptom relief for a variable length
of time and about 20% had treatment-related complications. These studies had small sample sizes and
lacked a sham treatment or alternative therapy for treating cluster headache.
SUMMARY OF EVIDENCE
For individuals who have chronic migraine who receive SPG block(s), the evidence includes a RCT and a
case report. Relevant outcomes are symptoms, functional outcomes, quality of life, and treatment-related
morbidity. The randomized trial evaluated a regimen of 12 SPG blocks over 6 weeks and was double-blind
and placebo-controlled. The trial found significantly greater short-term (up to 24 hours) benefits from active
treatment than from placebo. There were no significant longer term effects (i.e., 1 and 6 months after 12
treatments), although the trial was underpowered to detect longer term efficacy. Given that SPG blocks are
being proposed as a preventive therapy for chronic migraines, evidence demonstrating reduced migraine
frequency, severity, or other objective outcomes from robust trials is still needed. The evidence is
insufficient to determine the effects of the technology on health outcomes.
For individuals who have severe acute headache treated in the emergency setting who receive SPG
block(s), the evidence includes 1 RCT. Relevant outcomes are symptoms, functional outcomes, quality of
life, and treatment-related morbidity. The randomized, double-blind, placebo-controlled trial was evaluated a
single SPG block for severe acute headache of mixed etiologies. There was no statistically significant
difference between active treatment and placebo for the primary outcome (pain reduction 15 minutes
postintervention). The trialists did not collect pain again data until 24 hours posttreatment, at which time
significantly more patients were headache-free in the active treatment arm than in the placebo arm.
Additional studies, preferably RCTs, are needed to determine whether SPG blocks are an effective
treatment in the emergency setting. The evidence is insufficient to determine the effects of the technology
on health outcomes.
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For individuals who have cluster headache who receive SPG block(s), the evidence includes case series.
Relevant outcomes are symptoms, functional outcomes, quality of life, and treatment-related morbidity. Two
small case series, both of which evaluate an approach for intranasal SPG blocks that differs from the
intervention currently available in the United States, were identified. In these series, 40% to 50% of patients
experienced complete symptom relief for a variable length of time and about 20% had treatment-related
complications. However, it is not clear from these series the degree to which the procedures evaluated
differ in safety and efficacy from an intranasal SPG block using a device cleared by the FDA. Additional
studies, preferably RCTs, are needed to evaluate SPG blocks for treating cluster headaches. The evidence
is insufficient to determine the effects of the technology on health outcomes.

References
1.
2.

3.
4.
5.
6.

7.
8.
9.

10.
11.
12.
13.
14.

Blue Cross and Blue Shield Association, Medical Policy Reference Manual, “Sphenopalatine Ganglion Block for Headache”,
Policy 7.01.159, 5:2017.
International Association for the Study of Pain (IASP). Epidemiology of Headache. 2011; http://www.iasppain.org/files/Content/ContentFolders/GlobalYearAgainstPain2/HeadacheFactSheets/1-Epidemiology.pdf. Accessed April 10,
2017.
Singh A, Soares WE. Management strategies for acute headache in the emergency department. Emerg Med Pract. Jun
2012;14(6):1-23; quiz 23-24. PMID 22830180
Headache Classification Committee of the International Headache S. The International Classification of Headache Disorders, 3rd
edition (beta version). Cephalalgia. Jul 2013;33(9):629-808. PMID 23771276
Sanders M, Zuurmond WW. Efficacy of sphenopalatine ganglion blockade in 66 patients suffering from cluster headache: a 12- to
70-month follow-up evaluation. J Neurosurg. Dec 1997;87(6):876-880. PMID 9384398
American
Migraine
Foundation.
Sphenopalatine
Ganglion
Blocks
in
Headache
Disorders.
2016;
https://americanmigrainefoundation.org/understanding-migraine/sphenopalatine-ganglion-blocks-in-headache-disorders/.
Accessed April 14, 2017.
The MiRx™ Protocol. 2013; http://www.mirxprotocol.com/. Accessed April 14, 2017.
Cady R, Saper J, Dexter K, et al. A double-blind, placebo-controlled study of repetitive transnasal sphenopalatine ganglion
blockade with tx360((R)) as acute treatment for chronic migraine. Headache. Jan 2015;55(1):101-116. PMID 25338927
Cady RK, Saper J, Dexter K, et al. Long-term efficacy of a double-blind, placebo-controlled, randomized study for repetitive
sphenopalatine blockade with bupivacaine vs. saline with the Tx360 device for treatment of chronic migraine. Headache. Apr
2015;55(4):529-542. PMID 25828648
Candido KD, Massey ST, Sauer R, et al. A novel revision to the classical transnasal topical sphenopalatine ganglion block for the
treatment of headache and facial pain. Pain Physician. Nov-Dec 2013;16(6):E769-778. PMID 24284858
Headache Classification Subcommittee of the International Headache S. The International Classification of Headache Disorders:
2nd edition. Cephalalgia. 2004;24 Suppl 1:9-160. PMID 14979299
Schaffer JT, Hunter BR, Ball KM, et al. Noninvasive sphenopalatine ganglion block for acute headache in the emergency
department: a randomized placebo-controlled trial. Ann Emerg Med. May 2015;65(5):503-510. PMID 25577713
Felisati G, Arnone F, Lozza P, et al. Sphenopalatine endoscopic ganglion block: a revision of a traditional technique for cluster
headache. Laryngoscope. Aug 2006;116(8):1447-1450. PMID 16885751
Pipolo C, Bussone G, Leone M, et al. Sphenopalatine endoscopic ganglion block in cluster headache: a reevaluation of the
procedure after 5 years. Neurol Sci. Jun 2010;31 Suppl 1:S197-199. PMID 20464621

Policy History
Original Effective Date:
08/23/2017
Current Effective Date:
08/15/2018
08/03/2017
Medical Policy Committee review
08/23/2017
Medical Policy Implementation Committee approval. New policy.
08/09/2018
Medical Policy Committee review
©2018 Blue Cross and Blue Shield of Louisiana
Blue Cross and Blue Shield of Louisiana is an independent licensee of the Blue Cross and Blue Shield Association and
incorporated as Louisiana Health Service & Indemnity Company.
No part of this publication may be reproduced, stored in a retrieval system, or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from Blue Cross and Blue Shield of Louisiana.
Page 7 of 9

Sphenopalatine Ganglion Block for Headache
Policy #
00563
Original Effective Date:
Current Effective Date:

08/23/2017
08/15/2018

08/15/2018
Medical Policy Implementation Committee approval. Coverage eligibility unchanged.
Next Scheduled Review Date:
08/2019

Coding
The five character codes included in the Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines are
® ‡
obtained from Current Procedural Terminology (CPT ) , copyright 2017 by the American Medical Association (AMA).
CPT is developed by the AMA as a listing of descriptive terms and five character identifying codes and modifiers for
reporting medical services and procedures performed by physician.
The responsibility for the content of Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines is with
Blue Cross and Blue Shield of Louisiana and no endorsement by the AMA is intended or should be implied. The AMA
disclaims responsibility for any consequences or liability attributable or related to any use, nonuse or interpretation of
information contained in Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines. 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. Any use of CPT outside of
Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines should refer to the most current Current
Procedural Terminology which contains the complete and most current listing of CPT codes and descriptive terms.
Applicable FARS/DFARS apply.
CPT is a registered trademark of the American Medical Association.
Codes used to identify services associated with this policy may include (but may not be limited to) the following:
Code Type
Code
CPT

64505, 64999

HCPCS

No codes

ICD-10 Diagnosis

G43.001-G43.919, G44.001-G44.029, G44.031-G44.89, R61

*Investigational – A medical treatment, procedure, drug, device, or biological product is Investigational if the effectiveness has not
been clearly tested and it has not been incorporated into standard medical practice. Any determination we make that a medical
treatment, procedure, drug, device, or biological product is Investigational will be based on a consideration of the following:
A. Whether the medical treatment, procedure, drug, device, or biological product can be lawfully marketed without approval of
the U.S. Food and Drug Administration (FDA) and whether such approval has been granted at the time the medical
treatment, procedure, drug, device, or biological product is sought to be furnished; or
B. Whether the medical treatment, procedure, drug, device, or biological product requires further studies or clinical trials to
determine its maximum tolerated dose, toxicity, safety, effectiveness, or effectiveness as compared with the standard means
of treatment or diagnosis, must improve health outcomes, according to the consensus of opinion among experts as shown
by reliable evidence, including:
1. Consultation with the Blue Cross and Blue Shield Association technology assessment program (TEC) or other
nonaffiliated technology evaluation center(s);
2. Credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant
medical community; or
3. Reference to federal regulations.
‡
 Indicated trademarks are the registered trademarks of their respective owners.
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NOTICE: Medical Policies are scientific based opinions, provided solely for coverage and informational purposes. Medical Policies
should not be construed to suggest that the Company recommends, advocates, requires, encourages, or discourages any particular
treatment, procedure, or service, or any particular course of treatment, procedure, or service.
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