Medical Policy

Joint Medical Policies are a source for BCBSM and BCN medical policy information only. These documents
are not to be used to determine benefits or reimbursement. Please reference the appropriate certificate or
contract for benefit information. This policy may be updated and is therefore subject to change.

*Current Policy Effective Date: 7/1/12

(See policy history boxes for previous effective dates)

Title: Auricular Electrostimulation

Description/Background
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 electrical
stimulation over a period of several days. Auricular electrostimulation is being evaluated for a
variety of conditions, including pain, depression, and anxiety.
Background
Devices have been developed that provide electrical stimulation to auricular acupuncture sites
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 pre-programmed to be on for 180 minutes, then off for 180
minutes. The maximum battery life of this single-use device is 96 hours.
Regulatory Status:
The P-Stim™ (NeuroScience Therapy Corp) received marketing clearance through the U.S.
Food and Drug Administration’s (FDA) 510(k) process in 2006. The P-Stim™ is intended for
use as an electro-acupuncture device to stimulate appropriate auricular acupuncture points.
The E-pulse received 510(k) marketing clearance in 2009, listing the P-Stim™ as a predicate
device. The E-pulse is a microprocessor-controlled battery-powered unit designed to
administer auricular point nerve stimulation treatment for pain therapy over a 96-hour period.
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Medical Policy Statement
Electrical stimulation of auricular acupuncture points is considered experimental and
investigational. It has not been scientifically demonstrated to be as effective as conventional
treatment.

Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may

support individual consideration and pre-authorization decisions)

N/A
CPT/HCPCS Level II Codes (Note: The inclusion of a code in this list is not a guarantee of
coverage. Please refer to the medical policy statement to determine the status of a given procedure)
Established codes:
N/A
Other codes (investigational, not medically necessary, etc.):
97813
97814
S8930

Rationale
At the time this policy was created, use of the P-Stim had been reported only in European
trials. In 2004, Sator-Katzenschlager et al. reported a randomized double-blind controlled study
of auricular electro-acupuncture compared to conventional manual auricular acupuncture in 61
patients with chronic low back pain (duration of at least 6 months). (1) All needles were
connected to the P-Stim device; in the control group, devices were applied without electrical
stimulation. Treatment was performed once weekly for 6 weeks, with needles withdrawn 48
hours after insertion. Patients received questionnaires assessing pain intensity and quality,
psychological well-being, activity level, and quality of sleep using visual analog scale (VAS).
There was a significant improvement in pain at up to 18 weeks’ follow-up. Auricular electroacupuncture resulted in greater improvement in the outcome measures than that of the control
group. For example, at 18-week follow-up, VAS pain intensity was less than 5 in the control
group and less than 2 in the electro-acupuncture. This study is limited by the small number of
participants. In 2003, this group of investigators had reported similar effects in a small
randomized study of 21 patients with chronic cervical pain. (2)
In another European study from 2008, Bernateck et al. reported the use of the P-Stim device in
a randomized controlled trial (RCT) of 44 patients with rheumatoid arthritis. (3) The control
group received autogenic training, a psychological intervention in which participants learn to
relax their limbs, breathing and heart. Electro-acupuncture (continuous stimulation for 48 hours
at home) and lessons in autogenic training were performed once weekly for 6 weeks. In
addition, the control patients were encouraged to use an audiotape to practice autogenic
training every day. The needles and devices were removed after 48 hours. Seven patients
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withdrew from the study before beginning the intervention; the 37 remaining patients
completed the study through 3 months of follow-up. The primary outcome measures were the
mean weekly pain intensity and the disease activity score (DAS-28). At the end of treatment
and at 3-month follow-up, a statistically significant improvement was observed in all outcome
measures for both groups. There was greater improvement in the electro-acupuncture group
than the control group (e.g., VAS pain 2.79 vs. 3.95) during the treatment period. This
difference did not persist at the 3-month follow-up. The clinical significance of a 1-point
difference in VAS from this small trial is unclear.
In a 2007 review, Sator-Katzenschlager and Michalek-Suberer found that studies on the use of
the P-Stim in acute pain (e.g., oocyte aspiration and molar tooth extraction) are contradictory.
(4) A 2011 randomized trial from Europe tested the efficacy of the P-Stim in 40 female patients
undergoing gynecologic surgery. (5) Patients were randomly assigned to receive auricular
acupuncture or sham stimulation. Patients in the control group received electrodes without
needles and the P-Stim devices were applied without electrical stimulation. The P-Stim device
was placed behind the ear at the end of the operation on all patients while they were still under
general anesthesia, and the dominant ear was completely covered with identical dressing in
both groups to maintain blinding. Postoperatively, patients received 1,000 mg paracetamol
every 6 hours, with additional piritramide given on demand. Needles and devices were
removed 72 hours postoperatively. A blinded observer found no significant difference between
the 2 groups in consumption of piritramide during the first 72 hours postoperatively
(acupuncture vs. placebo: 15.3 mg vs. 13.9 mg, respectively) or on VAS scores taken at 0, 2,
24, 48, and 72 hours (average of 2.32 vs. 2.62, acupuncture vs. placebo, respectively).
Summary
The evidence available at this time is insufficient to evaluate the effect of auricular
electrostimulation on health outcomes, including acute and chronic pain. Additional
randomized studies with a larger number of subjects are needed to evaluate the efficacy of this
treatment approach. Therefore, auricular electrostimulation is considered experimental and
investigational.
Government Regulations
National:
There is no national coverage determination.
Local:
There is no local coverage determination.
Michigan Department of Community Health:
There are no fees listed for 97813 and 97814.
(The above Medicare information is current as of the review date for this policy. However, the coverage
issues and policies maintained by the Centers for Medicare & Medicare Services [CMS, formerly HCFA] are
updated and/or revised periodically. Therefore, the most current CMS information may not be contained in
this document. For the most current information, the reader should contact an official Medicare source.)

3

Related Policies
•
•
•
•
•

Acupuncture
Cranial Electrical Stimulation (CES) (e.g., Alpha-Stim® 100 device)
Microcurrent Electrical Neurostimulation (MENS) for Home Use (e.g., AlphaStim® PPM)
Neuromuscular Stimulation
Percutaneous Neuromodulation Therapy (PNT)
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Comments
Joint policy established

BLUE CARE NETWORK BENEFIT COVERAGE
POLICY: AURICULAR ELECTROSTIMULATION
I. Coverage Determination:
Commercial HMO
(includes Self-Funded
groups unless otherwise
specified)
BCNA (Medicare
Advantage)
BCN65 (Medicare
Complementary)
Blue Cross Complete of
Michigan

Not covered.

Not covered.
Coinsurance covered if primary Medicare covers the
service.
Not covered.

II. Administrative Guidelines:
N/A
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