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INSTRUCTIONS FOR USE

Coverage Policies are intended to provide guidance in interpreting certain standard CIGNA HealthCare benefit plans. Please note, the
terms of a customer’s particular benefit plan document [Group Service Agreement (GSA), Evidence of Coverage, Certificate of Coverage,
Summary Plan Description (SPD) or similar plan document] may differ significantly from the standard benefit plans upon which these
Coverage Policies are based. For example, a customer’s benefit plan document may contain a specific exclusion related to a topic
addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit plan document always supercedes the information in the
Coverage Policies. In the absence of a controlling federal or state coverage mandate, benefits are ultimately determined by the terms of the
applicable benefit plan document. Coverage determinations in each specific instance require consideration of 1) the terms of the applicable
benefit plan document in effect on the date of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials
including Coverage Policies and; 4) the specific facts of the particular situation. Coverage Policies relate exclusively to the administration of
health benefit plans. Coverage Policies are not recommendations for treatment and should never be used as treatment guidelines.
Proprietary information of CIGNA. Copyright ©2011 CIGNA

Coverage Policy

Coverage for an enuresis alarm is subject to the terms, conditions and limitations of the applicable
benefit plan’s Durable Medical Equipment (DME) benefit and schedule of copayments. In addition, an
enuresis alarm is specifically excluded under some benefit plans. Please refer to the applicable benefit
plan document to determine benefit availability and the terms, conditions and limitations of coverage.
Under many benefit plans, coverage for DME is limited to the lowest-cost alternative.

In addition, education, training, and behavioral training are specifically excluded under many benefit
plans. An enuresis alarm is considered a behavioral training device and is therefore generally not
covered. Please refer to the applicable benefit plan documents to determine benefit availability and the
terms and conditions of coverage.

If coverage for an enuresis alarm is available, the following conditions of coverage apply.

CIGNA covers an enuresis alarm under the Durable Medical Equipment (DME) benefit as medically
necessary when BOTH of the following criteria are met:

e The child has been thoroughly evaluated, and other causes of nighttime bedwetting, such as infection,
have been excluded.
e EITHER of the following apply:

» The child is between age five and six years and has two or more bedwetting episodes per month.
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» The child is age six years or older and has one or more bedwetting episodes per month.

CIGNA does not cover ANY of the following interventions used with or without an enuresis alarm for the
treatment of nocturnal enuresis, because each is considered experimental, investigational or unproven
for this indication (this list may not be all inclusive):

acupuncture

chiropractic services

comprehensive programs (e.g., nocturnal enuresis correction)
extracorporeal magnetic innervation (ExMI)

General Background

Enuresis is defined as the repeated, involuntary voiding into the bed or clothing after a person has reached an
age at which continence is expected. When it occurs at night, it is termed nocturnal enuresis or bedwetting;
daytime incontinence is termed diurnal enuresis (Moser, 2007). Enuresis is defined as primary when the child
has never established a six-month period of urinary continence or secondary if the child becomes incontinent
after a six-month period of continence (Blum, 2004). For a diagnosis of nocturnal enuresis to be established, a
child of five to six years should have two or more bedwetting episodes per month, and a child older than six
should have one or more bedwetting episodes per month (Thiedke, 2003). Diagnosis should include ruling out
other causes of incontinence, such as infection, diabetes, and urological and neurological disorders. A carefully
obtained history, physical examination and urinalysis usually constitute a sufficient evaluation for most children
to establish primary nocturnal enuresis (Yeung, 2007).

Current theories suggest that there may be many causes of nocturnal enuresis, including genetic predisposition,
bladder capacity, insufficient arginine vasopressin, constipation, psychological factors and sleep disorders
(Thiedke, 2003). Simple behavioral and physical interventions are used to treat nocturnal enuresis, and they
appear to have a more significant effect than having no intervention (Glazener, et al., 2005). The following
interventions are widely used as initial, first-line treatments for families (Moser, 2007):

teaching families to reward dry nights

avoiding punishment for wet nights

lifting or waking the child to void after going to sleep
responsibility training

limiting fluids prior to bedtime

Bedwetting alarms are commonly used to treat enuresis in children and adolescents. The various types of
alarms include a bell or buzzer; a visual signal, such as a light; or a device that vibrates. The alarm is activated
and awakens the child when the sensor becomes moist during voiding. Some of the systems involve a sensor
placed inside a pad on the bed which activates the alarm. Newer systems generally have a sensor that attaches
to clothing or undergarments. The child is awakened and can then get out of bed to finish voiding in the
bathroom. For resolution of nocturnal enuresis, the bedwetting alarm may need to be used for several months.
Alarms that provide a shock can cause burns and are therefore not considered safe (Glazener, et al., 2005;
Thiedke, 2003).

Medications such as desmopressin and imipramine may be used to decrease the frequency of enuresis or
temporarily resolve symptoms until spontaneous resolution occurs.

Other therapies (e.g., acupuncture, chiropractic care, correction programs, extracorporeal magnetic innervation
(ExMI) have been proposed for the treatment of bedwetting. Nocturnal enuresis correction programs package
educational and motivational treatments with the use of enuresis alarms. Some of these programs are based on
the premise that nocturnal enuresis is associated with sleep abnormalities, and therefore offer
polysomnographic (PSG) testing. ExMI is thought to increase functional bladder capacity and being investigated
for use in children with refractory nocturnal enuresis. These miscellaneous therapies have not been adequately
studied in the published peer-reviewed scientific literature for this indication.
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U.S. Food and Drug Administration (FDA)

According to the FDA, enuresis alarms are considered Class Il medical devices and are subject to approval by
the FDA. The FDA has determined that these devices are exempt from the premarket 510(k) notification
procedure, and the manufacturer is not required to supply to the FDA evidence of the effectiveness of the
enuresis alarm prior to marketing the device (FDA, 2005). Examples of these devices include, but are not limited
to:

Malem Bedwetting Alarm (Malem Medical, Nottinghamshire, United Kingdom)
WetiX, Wetless Nights (Z-Pack, Inc., Woodland Hills, CA.)

Nytone Enuretic Alarm (Salt Lake City, UT)

Potty Pager (Boulder, CO)

DRI Sleeper® bedwetting alarms (AnzAcare Ltd, New Zealand)

Literature Review

Bedwetting Alarms: A number of studies in the published peer-reviewed medical literature have evaluated the
safety and effectiveness of enuresis alarms alone and in combination with medications. These studies have
included randomized controlled trials (RCTs) and comparative series with patient populations of 105-505, and
follow-up periods up to 24 months (Kwak, et al., 2011; Cutting, et al., 2007; Naitoh, et al., 2005; Fai-Ngo, et al.,
2005). Success rates of 59%—79% for alarms as monotherapy and 67%—80% for alarms combined with
pharmacotherapy have been reported.

Several Cochrane systematic reviews have been performed to determine the effectiveness of various
interventions in the treatment of children with nocturnal enuresis. Glazener et al., (2005) conducted a Cochrane
review of randomized or quasi-randomized studies (n=56 studies; 3,257 subjects) examining the use of enuresis
alarms. Comparison interventions included no active treatment (control), use of simple and complex behavioral
methods, use of desmopressin or tricyclic medications. The outcomes considered were:

change in the number of wet nights per week during treatment
number of participants failing to attain 14 consecutive dry nights
mean number of wet nights after treatment concluded

number failing to attain 14 consecutive dry nights or relapsing
adverse events

The evidence suggests that the use of alarm systems reduces the number of wet nights by the end of the
course of treatment, and that the effects are generally sustained better than other treatment options for
nocturnal enuresis.

Miscellaneous Therapies: Very few well-designed studies in the published peer-reviewed medical literature
have examined the safety and efficacy of interventions such as acupuncture, chiropractic care, integrated
correction programs, and ExMI for the treatment of nocturnal enuresis. Isolated case series with small
populations have yielded some positive results for EXMI (Kang, et al., 2007) and one type of correction program
(Saldano, et al., 2008).

Bower et al. (2005) performed a systematic review and meta-analysis of trials (n=11 studies) evaluating the
efficacy of acupuncture for childhood nocturnal enuresis. All the trials were reported to be of low methodological
quality. “Tentative evidence” was found for the efficacy of acupuncture. However, it was noted that evidence
from more well-designed studies is needed (Bower, et al., 2005).

A Cochrane review (n=15 RCTs; 1389 children) by Glazener et al. (2005) assessed the effects of
complementary interventions on nocturnal enuresis in children, and compared them with other interventions.
The quality of the trials was reported to be poor. Interventions studied included hypnosis, psychotherapy,
acupuncture and chiropractic. Acupuncture and chiropractic adjustment were both found to produce better
results than sham, but these results were from a single small trial for each intervention.

There is insufficient evidence to support the use of these treatments for bedwetting either alone or in
combination with an enuresis alarm. The available data does not demonstrate that these therapies are as
effective as established treatments.
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Professional Societies/Organizations

According to the International Children's Continence Society's guideline, primary therapies for
monosymptomatic enuresis are bladder advice, the enuresis alarm and/or desmopressin. The recommended
second line therapies include anticholinergics and in select cases imipramine (Neveus, et al., 2010).

The European Association of Urology and European Society for Pediatric Urology published evidenced-based
guidelines on pediatric urology (Tekgul, et al., 2009). In the section on monosymptomatic enuresis, they include
the recommendation that, alarm treatment is the best form of treatment for arousal disorder, or a lack of arousal
from sleep to void. They note that, “Initial success rates of 80% with low relapse rates are realistic, especially
when night-time diuresis is not too high and bladder capacity is not too low.”

The Pediatric Society of New Zealand best practice guidelines on nocturnal enuresis state that “enuresis alarm
programs are the treatment of choice in motivated children over seven years.” The society reports that the initial
success of the alarms alone is 65-80%. The alarms are more effective than behavioral motivation and
pharmacotherapy (Pediatric Society of New Zealand, 2005).

The American Academy of Child and Adolescent Psychiatry (AACAP) published practice parameter for the
assessment and treatment of children and adolescents with enuresis, based on evaluation of the scientific
literature and clinical consensus. The practice parameters state that conditioning with an alarm along with
behavioral therapies is a highly effective first-line treatment for nocturnal enuresis in cooperative, motivated
families. Medication use may be considered if conditioning treatment fails or is not feasible (Fritz, et al., 2004).

Summary

Evidence in the scientific, peer-reviewed literature suggests that conditioning through the use of bedwetting (i.e.,
enuresis) alarms provides the best long-term outcome for management of nocturnal enuresis. The literature
indicates that the alarm method has the best sustained, long-term efficacy of any behavioral or pharmacological
treatment. The role of treatments such as acupuncture, chiropractic care, correction programs, extracorporeal
magnetic innervation (ExMI) has not been determined. The effectiveness of these treatments for nocturnal
enuresis is unproven.

Coding/Billing Information
Note: This list of codes may not be all-inclusive.

Covered when medically necessary:

HCPCS Description

Codes

S8270 Enuresis alarm, using auditory buzzer and/or vibration device
ICD-9-CM Description

Diagnosis

Codes

788.36 Nocturnal enuresis

Experimental/Investigational/Unproven/Not Covered when used report treatment for nocturnal enuresis:

CPT* Codes | Description

53899 Unlisted procedure, urinary system

97810 Acupuncture, one or more needles without electrical stimulation; initial 15
minutes of personal one-on-one contact with the patient

97811 Acupuncture, one or more needles without electrical stimulation; each additional

15 minutes of personal one-one contact with the patient, with re-insertion of
needle(s) (List separately in addition to code for primary procedure)
97813 Acupuncture, one or more needles with electrical stimulation; initial 15 minutes of
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personal one-on-one contact with the patient

97814 Acupuncture, one or more needles with electrical stimulation; each additional 15
minutes of personal one-one contact with the patient, with re-insertion of
needle(s) (List separately in addition to code for primary procedure)

98940 Chiropractic manipulative treatment (CMT); spinal, one to two regions

98941 Chiropractic manipulative treatment (CMT); spinal, three to four regions

98942 Chiropractic manipulative treatment (CMT); spinal, five regions

98943 Chiropractic manipulative treatment (CMT); extraspinal, one or more regions

99199 Unlisted special service, procedure or report

*Current Procedural Terminology (CPT®) ©2010 American Medical Association: Chicago, IL.
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Policy History

Pre-Merger Last Review Policy Title

Organizations Date Number

CIGNA HealthCare 4/15/2007 0044 Bedwetting Alarm for Nocturnal
Enuresis

“CIGNA”, “CIGNA HealthCare” and the “Tree of Life” logo are registered service marks of CIGNA Intellectual Property, Inc., licensed for use by
CIGNA Corporation and its operating subsidiaries. All products and services are provided by such operating subsidiaries and not by CIGNA
Corporation. Such operating subsidiaries include Connecticut General Life Insurance Company, CIGNA Health and Life Insurance Company,
CIGNA Behavioral Health, Inc., CIGNA Health Management, Inc., and HMO or service company subsidiaries of CIGNA Health Corporation and
CIGNA Dental Health, Inc. In Arizona, HMO plans are offered by CIGNA HealthCare of Arizona, Inc. In California, HMO plans are offered by
CIGNA HealthCare of California, Inc. In Connecticut, HMO plans are offered by CIGNA HealthCare of Connecticut, Inc. In North Carolina, HMO
plans are offered by CIGNA HealthCare of North Carolina, Inc. In Virginia, HMO plans are offered by CIGNA HealthCare Mid-Atlantic, Inc. All
other medical plans in these states are insured or administered by Connecticut General Life Insurance Company or CIGNA Health and Life
Insurance Company.
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