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CLINICAL X MINIMIZE SAFETY RISK OR CONCERN.

BENEFIT X MINIMIZE HARMFUL OR INEFFECTIVE INTERVENTIONS.

[0 ASSURE APPROPRIATE LEVEL OF CARE.

[0 ASSURE APPROPRIATE DURATION OF SERVICE FOR INTERVENTIONS.

[0 ASSURE THAT RECOMMENDED MEDICAL PREREQUISITES HAVE BEEN MET.
O ASSURE APPROPRIATE SITE OF TREATMENT OR SERVICE.

Effective Date: | 9/1/2024

POLICY PRODUCT VARIATIONS DESCRIPTION/BACKGROUND
RATIONALE DEFINITIONS BENEFIT VARIATIONS
DISCLAIMER CODING INFORMATION REFERENCES

POLICY HISTORY

PoLicy

IB-STIM® percutaneous electrical nerve field stimulator system may be considered medically
necessary when all the following criteria are met:

e The individual is 11-18 years of age; and

e The individual has been diagnosed with functional abdominal pain associated with
irritable bowel syndrome; and

e Use of the system will not exceed 4 weeks

Percutaneous electrical nerve field stimulation is considered investigational in all other
situations as there is insufficient evidence to support a general conclusion concerning the health
outcomes or benefits associated with this procedure.

Cranial electrotherapy stimulation (also known as cranial electrostimulation therapy or CES) is
investigational as there is insufficient evidence to support a general conclusion concerning the
health outcomes or benefits associated with this procedure.

Electrical stimulation of auricular acupuncture points is investigational as there is insufficient
evidence to support a general conclusion concerning the health outcomes or benefits
associated with this procedure.

External trigeminal nerve stimulation to treat ADHD is considered investigational as there is

insufficient evidence to support a general conclusion concerning the health outcomes or
benefits associated with this procedure.
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Cross-references:
MP 6.020 Transcutaneous Electrical Nerve Stimulation
MP 6.050 Percutaneous Electrical Nerve Stimulation (PENS) and Percutaneous
Neuromodulation Therapy (PNT)

PRODUCT VARIATIONS Top

This policy is only applicable to certain programs and products administered by Capital Blue
Cross and subject to benefit variations as discussed in Section VI. Please see additional
information below.

FEP PPO - Refer to FEP Medical Policy Manual. The FEP Medical Policy manual can be found
at:

https://www.fepblue.org/benefit-plans/medical-policies-and-utilization-management-
quidelines/medical-policies

DESCRIPTION/BACKGROUND Top
Percutaneous Electrical Nerve Field Stimulation (PENFS)

PENFS has been proposed as a treatment of functional abdominal pain secondary to
inflammatory bowel disease in children and adolescents. Irritable bowel syndrome (IBS) is
estimated to affect 5% to 10% of the population globally, and accounts for between 2.4 and 3.5
million physician visits in the United States each year. Up to two-thirds of patients with IBS are
female, and it is most common in patients less than 50 years of age. The cause of IBS remains
unknown but is believed to be due to a dysfunction in gut-brain interaction. Symptoms of IBS
can include diarrhea, constipation, or both. Abdominal pain and bloating are also common IBS
symptoms. These symptoms decrease patient quality of life and create a significant healthcare
burden. The American College of Gastroenterology (ACG) recommends that patients diagnosed
with IBS are categorized by subtypes: IBS with constipation (IBS-C), IBS with diarrhea (IBS-D),
IBS with mixed symptoms (IBS-M), or IBS without abnormal stools (IBS-U).

First-line treatment of patients with IBS generally involves dietary changes. If dietary changes
fail to achieve therapeutic goals, there are numerous pharmacotherapeutic options for patients
with IBS. Pharmacologic treatment is based on the IBS subtype, and the predominance of either
constipation or diarrhea (Table 1).4,3,5, Notably, many IBS treatments are not Food and Drug
Administration (FDA)-approved for children or adolescents. The American College of
Gastroenterology recommends that gut-directed psychotherapy such as cognitive-behavior
therapy and gut-directed hypnotherapy may be beneficial for global IBS symptoms.

Because there are few pharmacologic treatments for children and adolescents with IBS,
nonpharmacologic options are commonly explored. Percutaneous electrical nerve field
stimulation (PENFS) is a potential treatment option for these patients. PENFS involves a non-
implantable device which stimulates nerves remotely from the site of pain and has been studied
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for a variety of musculoskeletal or neuropathic pain conditions or for patients with opioid
withdrawal. The IB-Stim device is a type of PENFS that is intended for use only in patients with
IBS. The device is disposable and battery-operated. Key components of the device include a
percutaneous electrical nerve field stimulator placed behind the ear which connects to a multi-
wire electrode array consisting of 4 leads. The electrodes have thin needles and attach to the
ear at points (preauricular, lobule and superior crus) where cranial nerve peripheral branches
are located just beneath the skin. A pen light included with the device is used to visualize the
neurovasculature features and aid in proper electrode placement.

Cranial electrotherapy stimulation (CES)

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®. CES is being evaluated for a variety
of conditions, including pain, insomnia, depression, anxiety, weight loss, and opioid withdrawal.

Interest in cranial electrotherapy stimulation (CES) began in the early 1900s with the theory that
weak pulses of electrical current would lead to a calming effect on the central nervous system.
The technique was further developed in the U.S.S.R. and Eastern Europe in the 1950s as a
treatment for anxiety and depression, and use of CES later spread to Western Europe and the
U.S. as a treatment for a variety of psychological and physiological conditions. Presently, the
mechanism of action is thought to be the modulation of activity in brain networks by direct action
in the hypothalamus, limbic system, and/or the reticular activating system. One device used in
the U.S. is the Alpha-Stim CES, which provides pulsed, low-intensity current via clip electrodes
that attach to the earlobes. Other devices place the electrodes on the eyelids, frontal scalp,
mastoid processes, or behind the ears. Treatments may be administered once or twice daily for
a period of several days to several weeks.

Auricular acupuncture points

Auricular electrostimulation involves the stimulation of acupuncture points on the ear. Devices,
including the P-Stim™ and E-pulse, have been developed to provide ambulatory auricular
electrical stimulation over a period of several days.

One device, the P-Stim, is a single-use miniature electrical stimulator for auricular acupuncture
points that is worn behind the ear with a self-adhesive electrode patch. A selection stylus that
measures electrical resistance is used to identify 3 auricular acupuncture points. The P-Stim
device connects to 3 inserted acupuncture needles with caps and wires. The device is
preprogrammed to be on for 180 minutes, then off for 180 minutes. The maximum battery life of
this single-use device is 96 hours.

Auricular electrostimulation, like CES, is being evaluated for conditions such as pain, insomnia,
depression, anxiety, weight loss, and opioid withdrawal.

External trigeminal nerve stimulation
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The trigeminal nerve is the fifth and largest cranial nerve. It is directly connected to the brain
and controls facial sensation. The nerve either directly or indirectly enters the regions of the
brain associated with ADHD and other disorders.

External trigeminal nerve stimulation (eTNS) is a type of transcutaneous electrical nerve
stimulation (TENS) and provides a mild electrical pulse to various branches of the trigeminal
nerve and tends to increase the activity in the regions of the brain associated with regulating
attention and behavior.

Monarch eTNS is a non-invasive, wearable therapy that eliminates many of the risks associated
with drugs, implants, and brain surgery.

It is a mild nerve-stimulating device, comprising a portable pulse generator connected to a
single-use electric patch, which is placed on the patient’s forehead.

Low-level electric signals are transmitted to the electrode patches, which stimulate trigeminal
nerve fibers and send therapeutic signals to the areas of the brain known to be involved with
ADHD.

Regulatory Status

In 2019, the IB-Stim device (previously known as Neuro-Stim; Innovative Health Solutions, Inc.)
was cleared for marketing by the U.S. Food and Drug Administration (FDA) through the de novo
513(f)(2) process (DEN180057). Both the IB-Stim and the similar NSS-2 BRIDGE device
(Innovative Health Solutions, Inc.) are derivatives of the Electro Auricular Device (Navigant
Consulting, Inc.). The IB-Stim device is indicated for patients 11 to 18 years of age with
functional abdominal pain associated with IBS when combined with other IBS therapies. It is
intended to be used for 120 hours per week up to 3 consecutive weeks. The First Relief v1
(DyAnsys, Inc.) device and the TEA Device (Transtimulation Research, Inc.) were deemed
substantially equivalent to the IB-Stim device. FDA product code: QHH.

A number of devices for cranial electrotherapy stimulation 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 Year Cleared 510(k) No Indications
Modius Stress Neurovalens 3/27/2024 K232253 Anxiety
Limited
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Modius Sleep Neurovalens 10/27/2023 K230826 Insomnia
Limited
Cervella™ Innovative 03/07/2019 K182311 Insomnia,
Neurological depression,
Devices anxiety
Cranial Johari Digital 05/29/2009 K090052 Insomnia,
Electrical Nerve | Healthcare depression,
Stimulator anxiety
Elexoma Redplane AG 05/21/2008 K070412 Insomnia,
Medic™ depression,
anxiety
CES Ultra™ Neuro-Fitness 04/05/2007 K062284 Insomnia,
depression,
anxiety
Net-2000 Auri-Stim Medical 10/13/2006 K060158 Insomnia,
Microcurrent depression,
Stimulator anxiety
Transcranial Kalaco Scientific 07/21/2003 K024377 Insomnia,
Electrotherapy depression,
Stimulator-A, anxiety
Model TESA-1

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

Table 2. Auricular Electrostimulation Devices Cleared by the US Food and Drug

Administration

Device Name Manufacturer Date Cleared | 510(k) Indication
No.
Sparrow Ascent Spark Biomedical, 6/20/2023 K230796 | Reduce symptoms
Inc of opioid
withdrawal
Drug Relief v1 DyAnsys, Inc 6/6/2022 K221231 | Reduce symptoms
of opioid
withdrawal
Needle Stimulator Bozhou Rongijan 3/18/2022 K220153 | Practice of
Medical Appliance acupuncture by
Co., Ltd qualified

practitioners of
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Device Name

Manufacturer

Date Cleared

510(k)
No.

Indication

acupuncture as
determined by the
states

Needle Stimulator

Wuxi Jiajian
Medical Instrument

8/27/2021

K202861

Practice of
acupuncture by
qualified
practitioners of
acupuncture as
determined by the
states

AXUS ES-5 Electro-
Acupuncture Device

Lhasa OMS, INC.

02/03/2021

K200636

Practice of
acupuncture by
qualified
practitioners 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

Ansistem-Pp

DyAnsys Inc

03/09/2017

K170391

Practice of
acupuncture by
qualified
practitioners 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
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Device Name

Manufacturer

Date Cleared

510(k)
No.

Indication

determined by the
states

ANSIStim®

DyAnsys Inc

05/15/2015

K141168

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

Pantheon
Electrostiumulator

Pantheon Research

1107/2014

K133980

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

Electro Auricular
Device

Navigant
Consulting, Inc.

10/02/2014

K140530

Practice of
acupuncture by
gualified
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

Jiajian Cmn
Stimulator

Wauxi Jiajian
Medical Instrument
Co., Ltd.

08/16/2013

K130768

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

JiaJian Electro-
Acupuncture
Stimulators

Wuxi Jiajian
Medical Instrument
Co., Ltd.

04/11/2013

K122812

Practice of
acupuncture by
gualified
practitioners as
determined by the
states
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Device Name

Manufacturer

Date Cleared

510(k)
No.

Indication

Multi-Purpose Health
Device

UPC Medical
Supplies, Inc. DBA
United Pacific Co.

08/05/2010

K093322

Unknown -
Summary not
provided

Electro-Acupuncture:
Aculife/Model ADOC-
01

Inno-Health
Technology, Inc.

04/02/2010

K091933

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

e-Pulse

Medevice
Corporation

12/07/2009

K091875

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

Model ES-130

Ito Co., Ltd.

11/24/2008

K081943

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

K051197

Practice of
acupuncture by
qualified
practitioners as
determined by the
states

AcuStim

S.H.P. Intl. Pty.,
Ltd.

06/12/2002

K014273

As an
electroacupuncture
device

2"EDA 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
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claim substantial equivalence”
N/A: Not applicable

In 2019, the FDA permitted marketing of the first medical device to treat attention deficit
hyperactivity disorder (ADHD) - the Monarch® external Trigeminal Nerve Stimulation (eTNS)
System by NeuroSigma. The FDA reviewed the system through the de novo premarket review
pathway. This prescription only TENS device is indicated for patients 7 to 12 years of age who
are not currently taking prescription ADHD medication. The Monarch eTNS System is intended
to be used in the home under the supervision of a caregiver. The device generates a low-level
electrical pulse and connects via a wire to a small patch that adheres to a patient's forehead,
just above the eyebrow.

The Generation 2.0 Monarch eTNS System® and the Smile eTNS System were both deemed
substantially equivalent products in 2023. Product code: QGL.

RATIONALE Top
SUMMARY OF EVIDENCE
Percutaneous Electrical Nerve Field Stimulation (PENFS)

For individuals with irritable bowel syndrome (IBS) who receive percutaneous electrical nerve
field stimulation (PENFS), the evidence includes a subgroup analysis of a single randomized
controlled trial (RCT). Relevant outcomes are symptoms, functional outcomes, quality of life,
and treatment-related morbidity. The RCT (N=115) included a heterogeneous population of
adolescent patients age 11 to 18 years with pain-related functional gastrointestinal disorders.
Treatment was administered for 3 weeks, and reductions in pain were observed with the active
device compared with a sham PENFS device at end of treatment and end of follow-up
(maximum of 12 weeks). The subgroup of patients with IBS also had improved pain at the end
of treatment with the active device compared with the sham device. However, the trial is limited
by its small sample size, heterogeneous population of gastrointestinal disorders, lack of bowel
habit measurement, and the short duration of follow-up.

Cranial Electrotherapy Stimulation

For individuals who have acute or chronic pain who receive CES, the evidence includes a
number of small sham-controlled randomized trial, and pooled analyses. Relevant outcomes are
symptoms, morbid events, functional outcomes, and treatment-related morbidity. Three trials
studied headache and CES, and 5 trials studied chronic pain and CES. Pooled analyses found
marginal benefits for a headache with CES and no benefits for chronic pain with CES. The
evidence is insufficient to determine the effects of the technology on health outcomes.

For individuals who have psychiatric, behavioral, or neurologic conditions (e.g., depression and
anxiety, Parkinson disease, addiction) who receive CES, the evidence includes a number of
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small sham-controlled randomized trials. Relevant outcomes are symptoms, morbid events,
functional outcomes, and treatment-related morbidity. Three RCTs evaluated CES for
depression and anxiety and reported inconsistent outcomes. Comparisons between these trials
cannot be made due to the heterogeneity in study populations and treatment protocols. Studies
evaluating CES for Parkinson disease and smoking cessation do not support the use of CES for
these conditions. The evidence is insufficient to determine the effects of the technology on
health outcomes.

Auricular Electrostimulation

For individuals who have acute or chronic pain (e.g., acute pain from surgical procedures,
chronic back pain, and 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 the effects of the technology on health outcomes.

For individuals who have obesity who receive auricular electrostimulation, the evidence includes
small RCTs. Relevant outcomes are symptoms, morbid events, functional outcomes, and
treatment-related morbidity. The RCTSs reported inconsistent results and used different
treatment protocols. The evidence is insufficient to determine the effects of the technology on
health outcomes.

For individuals who have opioid withdrawal symptoms who receive auricular electrostimulation,
the evidence includes 2 case series. Relevant outcomes are symptoms, morbid events,
functional outcomes, and treatment-related morbidity. Both case series 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 the effects of the technology on health outcomes.

External trigeminal nerve stimulation

For individuals who have attention deficit hyperactivity disorder (ADHD) who receive TENS, the
evidence includes an RCT. Relevant outcomes are symptoms, functional outcomes, QOL, and
medication use. Results of the RCT concluded that TENS is an effective and safe treatment
option for pediatric patients with ADHD. However, the study included a small patient sample and
was of short duration. Further studies comparing TENS to standard of care therapy for ADHD
are needed. The evidence is insufficient to determine that the technology results in an
improvement in the net health outcome.
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DEFINITIONS Top
NA
BENEFIT VARIATIONS Top

The existence of this medical policy does not mean that this service is a covered benefit under
the member's health benefit plan. Benefit determinations should be based in all cases on the
applicable health benefit plan language. Medical policies do not constitute a description of
benefits. A member’s health benefit plan governs which services are covered, which are
excluded, which are subject to benefit limits, and which require preauthorization. There are
different benefit plan designs in each product administered by Capital Blue Cross. Members and
providers should consult the member’s health benefit plan for information or contact Capital
Blue Cross for benefit information.

DISCLAIMER Top

Capital Blue Cross’ medical policies are developed to assist in administering a member’s
benefits, do not constitute medical advice and are subject to change. Treating providers are
solely responsible for medical advice and treatment of members. Members should discuss any
medical policy related to their coverage or condition with their provider and consult their benefit
information to determine if the service is covered. If there is a discrepancy between this medical
policy and a member’s benefit information, the benefit information will govern. If a provider or a
member has a question concerning the application of this medical policy to a specific member’s
plan of benefits, please contact Capital Blue Cross’ Provider Services or Member

Services. Capital Blue Cross considers the information contained in this medical policy to be
proprietary and it may only be disseminated as permitted by law.

CODING INFORMATION Top

Note: This list of codes may not be all-inclusive, and codes are subject to change at any time.

The identification of a code in this section does not denote coverage as coverage is determined
by the terms of member benefit information. In addition, not all covered services are eligible for
separate reimbursement.

Investigational; therefore, not covered:

Procedure Codes

A4596 | E0732 | E0733 | S8930 | 64999 | 0783T | |

Covered when medically necessary for the treatment of functional abdominal pain:

Procedure Codes

0720T | | | | | | | |
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*Medical necess

ity for functional abdominal pain should consist of one dx from K58 and

one dx from R10

ICD-10-CM

Diagnosis Description

Code

K58.0 Irritable bowel syndrome with diarrhea

K58.1 Irritable bowel syndrome with constipation

K58.2 Mixed irritable bowel syndrome

K58.8 Other irritable bowel syndrome

K58.9 Irritable bowel syndrome without diarrhea

R10.10 Upper abdominal pain, unspecified

R10.11 Right upper quadrant pain

R10.12 Left upper quadrant pain

R10.13 Epigastric pain

R10.30 Lower abdominal pain, unspecified

R10.31 Right lower quadrant pain

R10.32 Left lower quadrant pain

R10.33 Periumbilical pain

R10.811 Right upper quadrant abdominal tenderness
R10.812 Left upper quadrant abdominal tenderness
R10.813 Right lower quadrant abdominal tenderness
R10.814 Left lower quadrant abdominal tenderness

R10.815 Periumbilic abdominal tenderness

R10.816 Epigastric abdominal tenderness

R10.817 Generalized abdominal tenderness

R10.819 Abdominal tenderness, unspecified site

R10.821 Right upper quadrant rebound abdominal tenderness
R10.822 Left upper quadrant rebound abdominal tenderness
R10.823 Right lower quadrant rebound abdominal tenderness

Effective: 9/1/2024
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ICD-10-CM
Diagnosis Description
Code
R10.824 Left lower quadrant rebound abdominal tenderness
R10.825 Periumbilic rebound abdominal tenderness
R10.826 Epigastric rebound abdominal tenderness
R10.827 Generalized rebound abdominal tenderness
R10.829 Rebound abdominal tenderness, unspecified site
R10.84 Generalized abdominal pain
R10.9 Unspecified abdominal pain
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