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Cranial Electrotherapy Stimulation and Auricular Electrostimulation
Description

Description

Cranial electrotherapy stimulation (CES), also known as cranial electrical stimulation, transcranial electrical stimulation, or electrical stimulation therapy,
delivers weak pulses of electrical current to the earlobes, mastoid processes, or scalp with devices such as the Alpha-Stim. Auricular electrostimulation
involves the stimulation of acupuncture points on the ear. Devices, including the P-Stim and E-pulse, provide ambulatory auricular electrical stimulation
over a period of several days. Cranial electrotherapy stimulation is being evaluated for a variety of conditions, including pain, insomnia, depression,
anxiety, and functional constipation. Auricular electrical stimulation is being evaluated for pain, weight loss, and opioid withdrawal.

OBJECTIVE

The objective of this evidence review is to evaluate whether cranial electrostimulation therapy or electrical stimulation of auricular acupuncture points
improves the net health outcome in patients with chronic pain, psychiatric, behavioral, or neurological conditions, functional constipation, obesity, or
opioid withdrawal.
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POLICY STATEMENT

Cranial electrotherapy stimulation (also known as cranial electrostimulation therapy) is investigational in all situations.

Electrical stimulation of auricular acupuncture points is investigational in all situations.

POLICY GUIDELINES

None

BENEFIT APPLICATION

Experimental or investigational procedures, treatments, drugs, or devices are not covered (See General Exclusion Section of brochure).

FDA REGULATORY STATUS

A number of devices for CES have been cleared for marketing by the U.S. Food and Drug Administration (FDA) through the 510(k) process. In 1992,
the Alpha-Stim CES device (Electromedical Products International) received marketing clearance for the treatment of anxiety, insomnia, and
depression. Devices cleared since 2000 are summarized in Table 1.

FDA product code: QJQ.

Table 1. Cranial Electrotherapy Stimulation Devices Cleared by the U.S. Food and Drug Administration

Device Name Manufacturer Date Cleared 510(k) No. Indications
Cervella Innqvatlve Neurological 03/07/2019 K182311 Insqmnla, depression,
Devices anxiety
Cranial Electrical Nerve Stimulator Johari Digital Healthcare || 05/29/2009 K090052 L”nsﬁg;"a’ depression,
Elexoma Medic™ Redplane AG 05/21/2008 K070412 ;”ns):?g;'a’ depression,
CES Ultra™ Neuro-Fitness 04/05/2007 K062284 Insomnia, depression,
anxiety
Net-2000 Microcurrent Stimulator Auri-Stim Medical 10/13/2006 K060158 L”ns)ggt‘;"a’ depression,
Transcranial Electrotherapy Stimulator- - Insomnia, depression,
A, Model TESA-1 Kalaco Scientific 07/21/2003 K024377 anxiety

Several devices for electroacupuncture designed to stimulate auricular acupuncture points have been cleared for marketing by the FDA through the
510(k) process. Devices cleared since 2000 are summarized in Table 2.

FDA product codes: BWK, PZR.
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Table 2. Cranial Electrotherapy Stimulation Devices Cleared by the U.S. Food and Drug Administration

Device Name Manufacturer Date 510(k) Indication
Cleared No.

AXUS ES-5 Electro- Lhasa OMS, INC. 02/03/2021 || K200636 || Practice of acupuncture by qualified practitioners

Acupuncture Device of
acupuncture as determined by the states

Drug Relief V1 DyAnsys Inc 11/05/2021 || K211971 || Reduce symptoms of opioid withdrawal

Sparrow Therapy System Spark Biomedical, Inc. 01/02/2021 || K201873 || Reduce symptoms of opioid withdrawal

Drug Relief DyAnsys Inc 05/02/2018 || K173861 || Reduce symptoms of opioid withdrawal
Practice of acupuncture by qualified practitioners

Ansistem-Pp DyAnsys Inc 03/09/2017 || K170391 || of
acupuncture as determined by the states

NSS-2 Bridge Innovative Health Solutions 2017 N/A2 Substance use disorders

Stivax System Biegler Gmbh 05/26/2016 || k152571 Practice of acupuncture by qualified practitioners
as determined by the states

ANSIStim DyAnsys Inc 05/15/2015 || k141168 Practice of acupuncture by qualified practitioners
as determined by the states

Pantheon Electrostimulator Pantheon Research 11/07/2014 || k133980 || Practice of acupuncture by qualified practitioners
as determined by the states

Electro Auricular Device Navigant Consulting, Inc. 10/02/2014 || K140530 Practice O.f acupuncture by qualified practitioners
as determined by the states

P-Stim Biegler GMBH 06/27/2014 || k140788 Practice of acupuncture by qualified practitioners
as determined by the states

Jigjian Cmn Stimulator Wuxi Jiajian Medical Instrument 08/16/2013 || k130768 Practice of acupuncture by qualified practitioners

Co., Ltd. as determined by the states

Jnglan Electro-Acupuncture Wouxi Jiajian Medical Instrument 04/11/2013 || k122812 Practice of acupuncture by qualified practitioners

Stimulators Co., Ltd. as determined by the states

Multi-Purpose Health Device UP.C Medqul Supplies, Inc. DBA 08/05/2010 || KO93322 || Unknown - Summary not provided

United Pacific Co.

Electro-Acupuncture: ) Practice of acupuncture by qualified practitioners

Aculife/Model ADOC-01 Inno-Health Technology, Inc. 04/02/2010 || K091933 as determined by the states

e-Pulse Medevice Corporation 12/07/2009 || Kog1875 || Practice of acupunciure by qualified practitioners
as determined by the states

Model ES-130 lto Co., Ltd. 11/24/2008 || Ko81943 Practice of acupuncture by qualified practitioners
as determined by the states

P-Stim™ Neuroscience Therapy Corp. 03/30/2006 || K050123 || Practice of acupuncture by qualified practitioners
as determined by the states

Aculife Inno-Health Technology, Inc. 03/28/2006 || K0s1197 || Practice of acupuncture by qualified practitioners

as determined by the states

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do not constitute medical advice. They are not
intended to replace or substitute for the independent medical judgment of a practitioner or other health care professional in the treatment of an individual member. The
Blue Cross and Blue Shield Association does not intend by the FEP Medical Policy Manual, or by any particular medical policy, to recommend, advocate, encourage or
discourage any particular medical technologies. Medical decisions relative to medical technologies are to be made strictly by members/patients in consultation with their
health care providers. The conclusion that a particular service or supply is medically necessary does not constitute a representation or warranty that the Blue Cross and
Blue Shield Service Benefit Plan covers (or pays for) this service or supply for a particular member.




FEP 8.01.58 Cranial Electrotherapy Stimulation and Auricular Electrostimulation

AcuStim H S.H.P. Intl. Pty., Ltd. H 06/12/2002 H K014273 ‘ As an electroacupuncture device

a"FDA cleared the NSS-2 Bridge Device for Substance Use Disorders through the de novo premarket review pathway, a regulatory pathway for some low- to moderate-risk devices
that are novel and for which there is no legally marketed predicate device to which the device can claim substantial equivalence'”*
N/A: Not applicable

RATIONALE
Summary of Evidence

Cranial Electrotherapy Stimulation

For individuals who have acute or chronic pain who receive cranial electrotherapy stimulation (CES), the evidence includes a number of small sham-
controlled randomized trials and pooled analyses. Relevant outcomes are symptoms, morbid events, functional outcomes, and treatment-related
morbidity. Three trials studied headache and CES, and 6 trials studied chronic pain and CES. Pooled analyses found marginal benefits for headache
with CES and no benefits for chronic pain with CES. A subsequent sham-controlled trial of remotely supervised CES via secure videoconferencing
found a significant benefit with CES for pain reduction, but it had important relevance and conduct and design limitations. The evidence is insufficient to
determine that the technology results in an improvement in the net health outcome.

For individuals who have psychiatric, behavioral, or neurologic conditions (eg, depression and anxiety, Parkinson disease, addiction) who receive CES,
the evidence includes a number of small sham-controlled randomized trials and systematic reviews. Relevant outcomes are symptoms, morbid events,
functional outcomes, and treatment-related morbidity. Four randomized controlled trials (RCTs) evaluated CES for depression and anxiety. One
randomized controlled trial (RCT) each found a significant benefit with CES for anxiety or depression, but both had important relevance limitations.
Comparisons between these trials cannot be made due to the heterogeneity in study populations and treatment protocols. Studies evaluating CES for
Parkinson disease, smoking cessation, and tic disorders do not support the use of CES for these conditions. The evidence is insufficient to determine
that the technology results in an improvement in the net health outcome.

For individuals who have functional constipation who receive CES, the evidence includes an RCT. Relevant outcomes are symptoms, morbid events,
functional outcomes, and treatment-related morbidity. The single RCT reported positive results for the treatment of constipation with CES. However, the
trial was unblinded, and most outcomes were self-reported. The evidence is insufficient to determine that the technology results in an improvement in
the net health outcome.

Auricular Electrostimulation

For individuals who have acute or chronic pain (eg, acute pain from surgical procedures, chronic back pain, chronic pain from osteoarthritis or
rheumatoid arthritis) who receive auricular electrostimulation, the evidence includes a limited number of trials. Relevant outcomes are symptoms,
morbid events, functional outcomes, and treatment-related morbidity. Studies evaluating the effect of electrostimulation technology on acute pain are
inconsistent, and the small amount of evidence on chronic pain has methodologic limitations. For example, a comparison of auricular electrostimulation
with manual acupuncture for chronic low back pain did not include a sham control group, and, in a study of rheumatoid arthritis, auricular
electrostimulation was compared with autogenic training and resulted in a small improvement in visual analog scale pain scores of unclear clinical
significance. Overall, the few published studies have small sample sizes and methodologic limitations. The evidence is insufficient to determine that the
technology results in an improvement in the net health outcome.

For individuals who have obesity who receive auricular electrostimulation, the evidence includes small RCTs and systematic reviews. Relevant
outcomes are symptoms, morbid events, functional outcomes, and treatment-related morbidity. The RCTs reported inconsistent results and used
different treatment protocols. The systematic reviews are limited by high heterogeneity with respect to the interventions used, participants included,
treatment period, and outcome measures. The evidence is insufficient to determine that the technology results in an improvement in the net health
outcome.

For individuals who have opioid withdrawal symptoms who receive auricular electrostimulation, the evidence includes 2 observational studies. Relevant
outcomes are symptoms, morbid events, functional outcomes, and treatment-related morbidity. Both studies report positive outcomes for the use of
CES to treat opioid withdrawal symptoms. The studies used different treatment protocols and no comparators, limiting conclusions drawn from the
results. The evidence is insufficient to determine that the technology results in an improvement in the net health outcome.
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SUPPLEMENTAL INFORMATION

Practice Guidelines and Position Statements

Guidelines or position statements will be considered for inclusion in 'Supplemental Information' 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.

No guidelines or statements were identified.

U.S.

Preventive Services Task Force Recommendations

Not applicable.

Medicare National Coverage

There is no national coverage determination. In the absence of a national coverage determination, coverage decisions are left to the discretion of local
Medicare carriers.
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Date Action Description

March 2018 Archive Policy Policy updated with literature review through December 10, 2021; references added. Policy
statements unchanged.

December 2022 Reactivate policy Policy updated with literature review through December 10, 2021; references added. Policy
statements unchanged.
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