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Introduction 

The cochlea is part of the inner ear. Its job is to help convert vibrations from sound into nerve 
signals. The signals then travel along the auditory nerve to the brain and we interpret the signals 
as sound. A cochlear implant is a hearing device that may be used for certain types of severe or 
profound hearing loss. Cochlear implants work differently than typical hearing aids. Hearing aids 
amplify or increase sounds. A cochlear implant, however, bypasses certain hearing parts of the 
ear and instead directly stimulates the auditory nerve. A cochlear implant has internal and 
external parts. The external parts include a microphone, sound processor, and a transmitter. The 
internal components include a receiver and an electrode-type device that stimulates the 
auditory nerve. The external microphone picks up sound and carries it to the external sound 
processer, which then transmits it to the internal receiver. The internal receiver converts the 
signals into electrical impulses. The impulses then travel to the electrode-type device to 
stimulate the auditory nerve. This policy describes when a cochlear implant may be considered 
medically necessary. 

 
Note:   The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The 

rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for 
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can 
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a 
service may be covered. 
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Policy Coverage Criteria  

 

Subject Medical Necessity 
Bilateral Hearing Loss Unilateral or bilateral cochlear implantation of a U.S. Food and 

Drug Administration (FDA)-approved cochlear implant device 
may be considered medically necessary in individuals with 
bilateral severe-to-profound pre- or post-lingual 
(sensorineural) hearing loss when ALL of the following criteria 
are met: 
• Individual is 9 months of age or older 
AND 
• The individual has a hearing threshold  pure-tone average 

(PTA) of 70 dB (decibels) hearing loss or greater at 500 Hz 
(hertz), 1,000 Hz, and 2,000 Hz 

AND 
• The individual has tried standard hearing aids but had limited 

or no benefit from their use 
Hybrid cochlear 
implant/hearing aid 

Cochlear implantation with a hybrid cochlear implant/hearing 
aid device that includes the hearing aid integrated into the 
external sound processor of the cochlear implant (e.g., the 
Nucleus® Hybrid™ L24 Cochlear Implant System) may be 
considered medically necessary when ALL of the following 
criteria are met: 
• Individual is 18 years of age or older 
AND 
• The individual has bilateral severe-to-profound high-frequency 

sensorineural hearing loss with residual low-frequency hearing 
sensitivity 

AND 
• The individual receives limited benefit from appropriately fitted 

bilateral hearing aids 
AND  
• The individual has the following hearing thresholds: 

o Low-frequency hearing thresholds no poorer than 60 dB 
hearing level up to and including 500 Hz (averaged over 
125, 250, and 500 Hz) in the ear selected for implantation 
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Subject Medical Necessity 
AND 
o Severe to profound mid- to high-frequency hearing loss 

(threshold average of 2000, 3000, and 4000 Hz ≥75 dB 
hearing level) in the ear to be implanted 

AND 
o Moderately severe to profound mid- to high-frequency 

hearing loss (threshold average of 2000, 3000, and 4000 Hz 
≥60 dB hearing level) in the contralateral ear 

AND 
o Aided consonant-nucleus-consonant word recognition 

score from 10% to 60% in the ear to be implanted in the 
preoperative aided condition and in the contralateral ear 
will be equal to or better than that of the ear to be 
implanted but not more than 80% correct 

Replacements Replacement of an internal and/or external components 
(speech controller or speech processor) may be considered 
medically necessary only in a small subset of individuals when: 
• The processor is not working or broken (no longer functional) 

and cannot be repaired or replaced under a manufacturer’s 
warranty. 

OR 
• Replacement is needed because the individual’s condition has 

changed to the extent that the current components (e.g., 
processor) are inadequate and interfere with the individual’s  
activities of daily living, and improvement is expected with a 
replacement device. 

 
Replacement of internal and/or external components solely for 
the purpose of upgrading to a system with advanced 
technology or to a next-generation device is considered not 
medically necessary. 

Upgrades Upgrades of an existing, functioning external system to 
achieve aesthetic improvement, such as smaller profile 
components or a switch from a body-worn, external sound 
processor to a behind-the-ear model, are considered not 
medically necessary. 
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Subject Investigational 
Unilateral Hearing Loss Cochlear implantation as a treatment for individuals with 

unilateral hearing loss, with or without tinnitus, is considered 
investigational. 

 

Limited Benefit from Hearing Aids  

Hearing loss is rated on a scale based on the threshold of hearing. Severe hearing loss is defined 
as a bilateral hearing threshold of 70 to 90 dB, and profound hearing loss is defined as a 
bilateral hearing threshold of 90 dB and above. 

In adults, limited benefit from hearing aids is defined as scores of 50% correct or less in the ear 
to be implanted on tape-recorded sets of open-set sentence recognition. 

In children, limited benefit is defined as failure to develop basic auditory skills, and in older 
children, scores of 30% or less correct on open-set tests. 

 

Bilateral Cochlear Implantation  

Bilateral cochlear implantation (CI) should be considered only when it has been determined that 
the alternative of unilateral cochlear implantation plus a hearing aid in the contralateral ear will 
not result in a binaural benefit (i.e., in those individuals with hearing loss of a magnitude where a 
hearing aid will not produce the required amplification). 

 

Post- Cochlear Implantation Rehabilitation 

A post cochlear implant rehabilitation program is necessary to achieve benefit from the cochlear 
implant. The rehabilitation program consists of 6 to 10 sessions that last approximately 2.5 hours 
each. The rehabilitation program includes development of skills in understanding running 
speech, recognition of consonants and vowels, and tests of speech perception ability. 
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Contraindications to Cochlear Implantation 

Contraindications to cochlear implantation may include:  

• Absence of cochlear development as demonstrated on a computed tomography (CT) scan is 
an absolute contraindication  

• Cochlear ossification, may prevent electrode insertion  

• Deafness due to lesions of the eighth cranial (acoustic) nerve, central auditory pathway or 
brainstem 

• Infections, active or chronic, of the external or middle ear; or mastoid cavity  

• Tympanic membrane perforation.  

 

Children Less Than 12 Months of Age  

In certain situations, implantation may be considered before 12 months of age. One scenario is 
post-meningitis when cochlear ossification may preclude implantation. Another is in cases with a 
strong family history because establishing a precise diagnosis is less uncertain. 

 

Reasonable Useful Life Expectancy for External Cochlear Implant Parts 

Parts Life Expectancy Comments 
Batteries - Disposable  60 hours (1-3 days) Replaced as needed 

Batteries - Rechargeable 1 year or more Many will last longer than 1 year 

External speech processor 3 years or longer Manufacturer’s warranty is usually 3 years. The component 
may last longer depending on care & maintenance. 

Headpieces/microphones 1-2 years May last longer depending on care & maintenance. 

Adapted from Gift of Hearing Foundation (GOHF). 

 

Documentation Requirements 
The individual’s medical records submitted for review for all conditions should document 
that medical necessity criteria are met. The record should include the following: 
• Office visit notes that contain the relevant history and physical  



Page | 6 of 24  ∞ 

Documentation Requirements 
AND 
• Manufacturer and Model Name of Cochlear Implant being requested 
AND  
• Audiology test results 

 

Coding  

 

Code Description 
CPT 
69930 Cochlear device implantation, with or without mastoidectomy 

HCPCS 
L8614 Cochlear device, includes all internal and external components 

L8619 Cochlear implant external speech processor and controller, integrated system, 
replacement 

L8625 External recharging system for battery for use with cochlear implant or auditory 
osseointegrated device, replacement only, each 

Note:  CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS 
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS). 

 

Related Information  

 

Consideration of Age 

The ages in this policy for which cochlear implants are considered medically necessary is based 
on the FDA approved age and is varied for each device. The labeled indications from the FDA for 
currently marketed implant devices are summarized in Table 2. 
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Benefit Application 

Some facilities may negotiate a global fee for the implantation of the device and the associated 
auditory rehabilitation. However, charges for rehabilitation services may be subject to individual 
contractual limitations. 

A cochlear implant is a surgically implanted hearing device. The implanted receiver and 
electrode system device and implantation surgery should be reimbursed under the medical 
benefit.  

 

Evidence Review  

 

Description 

A cochlear implant is a device for treatment of severe-to-profound hearing loss in individuals 
who only receive limited benefit from amplification with hearing aids. A cochlear implant 
provides direct electrical stimulation to the auditory nerve, bypassing the usual transducer cells 
that are absent or nonfunctional in the deaf cochlea. 

 

Background 

The basic structure of a cochlear implant includes both external and internal components. The 
external components include a microphone, an external sound processor, and an external 
transmitter. The internal components are implanted surgically and include an internal receiver 
implanted within the temporal bone and an electrode array that extends from the receiver into 
the cochlea through a surgically created opening in the round window of the middle ear.  

Sounds picked up by the microphone are carried to the external sound processor, which 
transforms sound into coded signals that are then transmitted transcutaneously to the 
implanted internal receiver. The receiver converts the incoming signals into electrical impulses 
that are then conveyed to the electrode array, ultimately resulting in stimulation of the auditory 
nerve. 
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Summary of Evidence 

For individuals who have bilateral sensorineural hearing loss who receive cochlear implant(s), the 
evidence includes randomized controlled trials (RCTs) and multiple systematic reviews and 
technology assessments. The relevant outcomes are symptoms, functional outcomes, and 
treatment-related mortality and morbidity. The available studies have reported improvements in 
speech reception and quality-of-life measures. Although the available RCTs and other studies 
measured heterogeneous outcomes and included varying patient populations, the findings are 
consistent across multiple studies and settings. In addition to consistent improvement in speech 
reception (especially in noise), studies showed improvements in sound localization with bilateral 
devices. Studies have also suggested that earlier implantation may be preferred. The evidence is 
sufficient to determine that the technology results in a meaningful improvement in the net 
health outcome. 

For individuals who have unilateral sensorineural hearing loss who receive cochlear implant(s), 
the evidence includes small open-label RCTs, a feasibility study, prospective and retrospective 
studies reporting within-subjects comparisons and systematic reviews of observational studies. 
The relevant outcomes are symptoms, functional outcomes, and treatment-related mortality and 
morbidity. Given the natural history of hearing loss, pre- and post-implantation comparisons 
may be appropriate for objectively measured outcomes. However, the available evidence for the 
use of cochlear implants in improving outcomes for individuals with unilateral hearing loss, with 
or without tinnitus, is limited by small sample sizes and heterogeneity in evaluation protocols 
and outcome measurements. A small feasibility study in adults with single-sided deafness or 
asymmetric hearing loss demonstrated improvements in sound perception, sound localization, 
and subjective measures of quality of life compared to baseline conditions. Inconsistent sound 
localization and binaural hearing outcomes have been reported in 2 small RCTs. Prospective 
studies assessing outcomes compared to best-aided hearing controls beyond six months are 
lacking.  Ongoing post-marketing studies in adults and children may further elucidate outcomes. 
The evidence is insufficient to determine that the technology results in an improvement in the 
net health outcome. 

For individuals who have high-frequency sensorineural hearing loss with preserved low-
frequency hearing who receive a hybrid cochlear implant that includes a hearing aid integrated 
into the external sound processor of the cochlear implant, the evidence includes prospective 
and retrospective studies using single-arm, within-subject comparison pre- and postintervention 
and systematic reviews. The relevant outcomes are symptoms, functional outcomes, and 
treatment-related mortality and morbidity. The available evidence has suggested that a hybrid 
cochlear implant system is associated with improvements in hearing of speech in quiet and 
noise. The available evidence has also suggested that a hybrid cochlear implant improves 
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speech recognition better than a hearing aid alone. Some studies have suggested that a shorter 
cochlear implant insertion depth may be associated with preserved residual low-frequency 
hearing, although there is uncertainty about the potential need for reoperation after a hybrid 
cochlear implantation if there is loss of residual hearing. Studies reporting on long-term 
outcomes and results of re-implantation are lacking. The evidence is insufficient to determine 
that the technology results in an improvement in the net on health outcome. 

Clinical input obtained in 2016 supports the use of hybrid cochlear implants in patients with 
high-frequency hearing loss but preserved low frequency hearing. 

 

Ongoing and Unpublished Clinical Trials 

Some currently ongoing and unpublished trials that might influence this policy are listed in 
Table 1. 

 

Table 1. Summary of Key Trials  

NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

Ongoing 
NCT03236909a Expanded Indications in the Adult Cochlear Implant 

Population 
50 Dec 2022 

NCT02203305a Cochlear Implantation in Cases of Single-Sided Deafness 43 Dec 2021  

NCT03900897a Expanded Indications in the MED-EL Pediatric Cochlear 
Implant Population 

60 Jun 2023 

(enrolling by 
invitation) 

NCT05052944 Single-sided Deafness and Cochlear Implantation 100 Sep 2023 

(recruiting) 

NCT04793412 Cochlear Implantation in Children With Asymmetric Hearing 
Loss or Single-Sided Deafness Clinical Trial 

80 Dec 2025 
(recruiting) 

NCT04506853a Single-Sided Deafness and Asymmetric Hearing Loss Post-
Approval Study 

65 Sep 2026 
(recruiting) 

NCT05154188a Post Approval Study to Assure the ContInued saFety and 
effectIveness of Neuro Cochlear Implant System in Adult 
Users (PACIFIC) 

60 Feb 2027 

(not yet 
recruiting) 

https://clinicaltrials.gov/ct2/show/NCT03236909?term=NCT03236909&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02203305?term=NCT02203305&rank=1
https://clinicaltrials.gov/ct2/show/NCT03900897?term=NCT03900897&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05052944?term=NCT05052944&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04793412?term=NCT04793412&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04506853?term=NCT04506853&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05154188?term=NCT05154188&draw=2&rank=1


Page | 10 of 24  ∞ 

NCT05318417a A Post-approval, Prospective, Nonrandomized, Single-arm 
Multicenter Investigation to Evaluate the Safety and 
Effectiveness of Cochlear Implantation in Children and 
Adults With Unilateral Hearing Loss/Single-sided Deafness 

60 Jun 2027 

(recruiting) 

Unpublished 
NCT02379819a Nucleus Hybrid L24 Implant System: New Enrollment Study 52 Apr 2022 

(completed) 

NCT03052920 Cochlear Implantation in Adults With Asymmetric Hearing 
Loss Clinical Trial 

40 Mar 2021 
(completed) 

NCT02105441 Cochlear Implantation Among Adults and Older Children 
With Unilateral or Asymmetric Hearing Loss 

40 Mar 2018 
(completed) 

NCT: national clinical trial.  
a Industry-sponsored or co-sponsored. 

 

Clinical Input Received from Physician Specialty Societies and Academic 
Medical Centers 

The purpose of the following information is to provide reference material. Inclusion does not 
imply endorsement or alignment with the policy conclusions.  

While the various physician specialty societies and academic medical centers may collaborate 
with and make recommendations during this process, through the provision of appropriate 
reviewers, input received does not represent an endorsement or position statement by the 
physician specialty societies or academic medical centers, unless otherwise noted.  

 

2016 Input 

In response to requests, input was received from two specialty societies, one of which provided 
four responses and one of which provided three responses, and three academic medical centers 
while this policy was under review in 2016. Input focused on the use of hybrid cochlear implants. 
Input was consistent that the use of a hybrid cochlear implant/hearing aid device that includes 
the hearing aid integrated into the external sound processor of the cochlear implant improves 
outcomes for individuals with high-frequency hearing loss but preserved low-frequency hearing. 

 

https://clinicaltrials.gov/ct2/show/NCT05318417?term=NCT05318417&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02379819?term=NCT02379819&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT03052920?term=NCT03052920&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02105441?term=NCT02105441&draw=2&rank=1
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2010 Input 

In response to requests, input was received from two physician specialty societies and four 
academic medical centers while this policy was under review in 2010. Also, unsolicited input was 
received from a specialty society. Most providing input supported the use of cochlear implants 
in infants younger than 12 months of age; many supporting this use noted that there are major 
issues when determining hearing level in infants of this age group, and others commented that 
use could be considered in these young infants only in certain situations. Those providing input 
were divided on the medical necessity of upgrading functioning external systems; some agreed, 
and others did not. 

 

Practice Guidelines and Position Statements 

Guidelines or position statements will be considered 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. 

 

American Academy of Otolaryngology-Head and Neck Surgery 
Foundation 

In 2020, the American Academy of Otolaryngology-Head and Neck Surgery Foundation released 
an updated position statement on cochlear implants.55 The Foundation “…considers unilateral 
and bilateral cochlear implantation as appropriate treatment for adults and children over 9 
months of age with moderate to profound hearing loss who have failed a trial with 
appropriately fit hearing aids." 

 

Agency for Health Care Research and Quality 

In 2011, a technology assessment for the Agency for Health Care Research and Quality assessed 
the effectiveness of cochlear implants in adults.56 The assessment conclusions are noted within 
the body of this policy.  
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National Institute for Health and Care Excellence 

In 2019, the National Institute for Health and Care Excellence (NICE) released a technology 
appraisal guidance, on cochlear implants for children and adults with severe-to-profound 
deafness.57  

The guidance included the following updated recommendations: 

1.1 ”Unilateral cochlear implantation is recommended as an option for people with severe to 
profound deafness who do not receive adequate benefit from acoustic hearing aids, as 
defined in 1.5  

1.2 Simultaneous bilateral cochlear implantation is recommended as an option for the 
following groups of people with severe to profound deafness who do not receive adequate 
benefit from acoustic hearing aids. 

a. Children 

b. Adults who are blind or who have other disabilities that increase their reliance on 
auditory stimuli as a primary sensory mechanism for spatial awareness. 

1.3 Sequential bilateral cochlear implantation is not recommended as an option for people 
with severe to profound deafness. 

1.5 For the purposes of this guidance, severe to profound deafness is defined as hearing 
only sounds that are louder than 80 dB HL [hearing level] at 2 or more frequencies bilaterally 
(500 Hz, 1 kHz, 2 kHz, 3 kHz, 4 kHz) without acoustic hearing aids. Adequate benefit from 
acoustic hearing aids is defined for this guidance as: 

a. for adults, a phoneme score of 50% or greater on the Arthur Boothroyd word test 
presented at 70 dBA 

b. for children, speech, language and listening skills appropriate to age, developmental 
stage, and cognitive ability. 

1.6 Cochlear implantation should be considered for children and adults only after an 
assessment by a multidisciplinary team. As part of the assessment, children and adults 
should also have had a valid trial of an acoustic hearing aid for at least 3 months (unless 
contraindicated or inappropriate).” 

1.7 Cochlear implantation should be considered for … adults only after an assessment by a 
multidisciplinary team. As part of the assessment … [implant candidates] should also have 
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had a valid trial of an acoustic hearing aid for at least 3 months (unless contraindicated or 
inappropriate).” 

 

National Institutes of Health 

Cochlear implants are recognized as an effective treatment of sensorineural deafness, as noted 
in a 1995 National Institutes of Health Consensus Development conference, which offered the 
following conclusions1: 

• “Cochlear implantation has a profound impact on hearing and speech reception in post-
lingually deafened adults.” 

• “Prelingually deafened adults generally show little improvement in speech perception scores 
after cochlear implantation, but many of these individuals derive satisfaction from hearing 
environmental sounds and continue to use their implants. “. However, improvements in 
other basic benefits, such as sound awareness, may meet safety needs. 

• “…training and educational intervention are fundamental for optimal post-implant benefit.” 

The conference offered the following conclusions regarding cochlear implantation in children: 

• “Cochlear implantation outcomes are more variable in children. Nonetheless, gradual, steady 
improvement in speech perception, speech production, and language does occur. “ 

Cochlear implants in children under 2-years-old are complicated by the inability to perform 
detailed assessment of hearing and functional communication. However, “[a] younger age of 
implantation may limit the negative consequences of auditory deprivation and may allow more 
efficient acquisition of speech and language.” Some children with a post meningitis hearing loss 
under the age of 2 years have received an implant due to “the risk of new bone formation 
associated with meningitis, which might preclude cochlear implantation at a later date.” 

 

Medicare National Coverage 

Existing national coverage established in 2005 states58:  

“…cochlear implantation may be covered for treatment of bilateral pre-or-post-linguistic, 
sensorineural, moderate-to-profound hearing loss in individuals who demonstrate limited 
benefit from amplification… [which is] defined by test scores of ≤ 40% correct in the best-
aided listening condition on tape-recorded tests of open-set sentence cognition.” 
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Coverage for cochlear implants may also be provided when the patient has: 

“…hearing test scores of greater than 40% and less than or equal to 60% only when the 
provider is participating in, and patients are enrolled in, either an FDA-approved category B 
investigational device exemption (IDE) clinical trial…,,or a prospective, controlled 
comparative trial approved by CMS…”. 

 

Regulatory Status 

Several cochlear implants are commercially available in the United States and are manufactured 
by Cochlear Americas, Advanced Bionics, and the MED-EL Corp. Over time, subsequent 
generations of the various components of the devices have been approved by the U.S. Food and 
Drug Administration (FDA), focusing on improved electrode design and speech-processing 
capabilities. Furthermore, smaller devices and the accumulating experience in children have 
resulted in broadening of the selection criteria to include children as young as 12 months. The 
labeled indications from FDA for currently marketed implant devices are summarized in Table 2. 

 FDA Product Code: MCM. 

 

Table 2. Cochlear Implant Systems Approved by the U.S. Food and Drug 
Administration 

Variables Manufacturer and Currently Marketed Cochlear Implants 
Device Advanced Bionics® 

HiResolution® Bionic 
Ear System (HiRes90K) 

Cochlear® Nucleus 22 
and 24 

Med El® Maestro 
Combi 40+ 

Neuro Cochlear 
Implant System 
(Oticon Medical) 

PMA P960058 P840024, P970051 P000025 P200021 

Predicate 
devices 

Clarion Multi-Strategy 
or HiFocus CII Bionic 
Ear (P940022) 

Freedom with Contour    

Indications  
Adults ≥18 y Postlingual onset of 

severe to profound 
bilateral SNHL (≥70 
dB) 

Limited benefit from 
appropriately fitted 

Pre-, peri-, or postlingual 
onset of bilateral SNHL, 
usually characterized by: 

o Moderate-to-
profound HL in low 
frequencies; and 

Severe to profound 
bilateral SNHL (≥70 
dB) 

≤40% correct HINT 
sentences with best-

Severe-to-
profound bilateral 
SNHL (≥70 dB at 
500, 1000, and 
2000 Hz) 
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Variables Manufacturer and Currently Marketed Cochlear Implants 
hearing aids, defined 
as scoring ≤50% on a 
test of open-set HINT 
sentence recognition  

o Profound (≥90 dB) HL  
in mid-to-high 
speech frequencies 

Severe to profound 
unilateral SNHL (SSD or 
AHL 

o PTA at 500 Hz, 1000 
Hz, 2000 Hz, and 
4000 Hz of > 80 dB 
HL 

o Normal or near 
normal hearing in the 
contralateral ear 
defined as PTA at 500 
Hz, 1000 Hz, 2000 Hz, 
and 4000 Hz of ≤ 30 
dB HL 

o Limited benefit from 
an appropriately 
fitted unilateral 
hearing device 

sided listening 
condition 

SSD (≥90 dB) or AHL 
(Δ15 dB PTA) 

o Limited benefit 
from unilateral 
amplification, 
defined by test 
scores of 5% or 
less on 
monosyllabic 
CNC words in 
quiet when 
tested in the ear 
to be implanted 
alone 

o Patients must 
have at least 1 
month 
experience 
wearing a CROS 
hearing aid or 
other relevant 
device and not 
show any 
subjective benefit 

Limited benefit 
from 
appropriately fit 
hearing aids, 
defined as scoring 
≤50% correct 
HINT sentences in 
quiet or noise 
with best-sided 
listening 
condition 

Children 12 mo to 17 y of age 

 

Profound bilateral 
SNHL  (>90 dB) Use of 
appropriately fitted 
hearing aids for at 
least 6 mo in children 
2-17y or at least 3 mo 
in children 12-23 mo  

Lack of benefit in 
children <4 y defined 
as a failure to reach 
developmentally 
appropriate auditory 
milestones (eg, 
spontaneous response 

25 mo to 17 y, 11 mo of 
age 

Severe to profound 
bilateral SNHL 

MLNT scores ≤30% in 
best-aided condition in 
children  

LNT scores ≤30% in best-
aided condition in children  

 

9 to 24 mo of age 

Profound SNHL bilaterally  

12 mo to 18 y of age 

Profound SNHL (≥90 
dB) 

o In younger 
children, little or 
no benefit is 
defined by lack of 
progress in the 
development of 
simple auditory 
skills with hearing 
aids over a 3 to 
6-mo period 

o In older children, 
lack of aided 
benefit is defined 

Not applicable 
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Variables Manufacturer and Currently Marketed Cochlear Implants 
to name in quiet or to 
environmental sounds) 
measured using IT-
MAIS or MAIS or 
<20% correct on a 
simple open-set word 
recognition test 
(MLNT) administered 
using monitored live 
voice (70 dB SPL) 

Lack of hearing aid 
benefit in children >4 
y defined as scoring 
<12% on a difficult 
open-set word 
recognition test (PBK 
test) or <30% on an 
open-set sentence test 
(HINT for Children) 
administered using 
recorded materials in 
the sound field (70 dB 
SPL) 

Limited benefit from 
appropriate binaural 
hearing aids 

 

5 y to 18 y of age 

Severe to profound 
unilateral SNHL (SSD or 
AHL) 

o PTA at 500 Hz, 
1000 Hz, 2000 
Hz, and 4000 Hz 
of > 80 dB HL 

o Normal or near 
normal hearing 
in the 
contralateral ear 
defined as PTA at 
500 Hz, 1000 Hz, 
2000 Hz, and 
4000 Hz of ≤ 30 
dB HL 

Limited benefit from an 
appropriately fitted 
unilateral hearing device 

as <20% correct 
on the MLNT or 
LNT, depending 
on child’s 
cognitive ability 
and linguistic 
skills 

o A 3- to 6-mo trial 
with hearing aids 
is required if not 
previously 
experienced 

5 y to 18 y of age 

SSD (≥90 dB) or AHL 
(Δ15 dB PTA) 

Insufficient functional 
access to sound in the 
ear to be implanted 
must be determined 
by aided speech 
perception test scores 
of 5% or less on 
developmentally 
appropriate 
monosyllabic word 
lists when tested in 
the ear to be 
implanted 

Patients must have at 
least 1-month 
experience wearing a 
CROS hearing aid or 
other relevant device 
and not show any 
subjective benefit  

AHL: asymmetric hearing loss; CNC: consonant-nucleus-consonant; CROS: contralateral routing of signal; HINT: 
Hearing in Noise Test; HL: hearing loss; IT-MAIS: Infant-Toddler Meaningful Auditory Integration Scale; LNT: Lexical 
Neighborhood Test; MAIS: Meaningful Auditory Integration Scale; MLNT: Multisyllabic Lexical Neighborhood Test; 
PBK: Phonetically Balanced-Kindergarten; PMA: premarket approval; PTA: pure tone average; SNHL: sensorineural 
hearing loss; SPL: sound pressure level; SSD: single-sided deafness. 
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Hybrid Cochlear Implant System 

In 2014, the Nucleus® Hybrid™ L24 Cochlear Implant System (Cochlear Americas) was approved 
by the FDA through the premarket approval (PMA) process. This system is a hybrid cochlear 
implant and hearing aid, with the hearing aid integrated into the external sound processor of 
the cochlear implant. It is indicated for unilateral use in individuals aged 18 years and older who 
have residual low-frequency hearing sensitivity and severe to profound high-frequency 
sensorineural hearing loss, and who obtain limited benefit from an appropriately fit bilateral 
hearing aid. The electrode array inserted into the cochlea is shorter than conventional cochlear 
implants. According to the FDA’s PMA notification, labeled indications for the device include: 

• Preoperative hearing in the range from “normal to moderate hearing loss (HL) in the low 
frequencies (thresholds no poorer than 60 dB HL up to and including 500 Hz).” 

• Preoperative hearing with “severe to profound mid- to high-frequency hearing loss 
(threshold average of 2000, 3000, and 4000 Hz ≥75 dB HL) in the ear to be implanted.” 

• Preoperative hearing with “moderately severe to profound mid- to high-frequency hearing 
loss (threshold average of 2000, 3000, and 4000 Hz ≥60 dB HL) in the contralateral ear.” 

• “The CNC (Consonant-Nucleus-Consonant) word recognition score will be between 10% and 
60% (inclusively) in the ear to be implanted in the preoperative aided condition and in the 
contralateral ear equal to or better than that of the ear to be implanted but not more than 
80% correct.” 

In 2022, the Nucleus® Hybrid™ L24 Cochlear Implant System received expanded approval for 
single-sided deafness or unilateral hearing loss in adults and children aged 5 or older 
(P970051/S205). 

Other hybrid hearing devices have been developed. The Med-El EAS System received expanded 
premarket approval by the FDA in 2016 (PMA P000025/S084)  

FDA product code: PGQ. 

 

Bilateral Cochlear Implants 

Although cochlear implants have typically been used unilaterally, interest in bilateral cochlear 
implantation has arisen in recent years. The proposed benefits of bilateral cochlear implants are 
to improve understanding of speech occurring in noisy environments and localization of sounds. 
Improvements in speech intelligibility with bilateral cochlear implants may occur through 



Page | 18 of 24  ∞ 

binaural summation (i.e., signal processing of sound input from two sides may provide a better 
representation of sound and allow the individual to separate noise from speech). Speech 
intelligibility and localization of sound or spatial hearing may also be improved with head 
shadow and squelch effects (i.e., the ear that is closest to the noise will receive it at a different 
frequency and with different intensity, allowing the individual to sort out the noise and identify 
the direction of sound). Bilateral cochlear implantation may be performed independently with 
separate implants and speech processors in each ear, or a single processor may be used. 
However, no single processor for bilateral cochlear implantation has been approved by the FDA 
for use in the United States. Also, single processors do not provide binaural benefit and may 
impair sound localization and increase the signal-to-noise ratio received by the cochlear 
implant. 
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10/08/02 Replace Policy - Policy reviewed; new FDA-approved device added (Med E1 Combi 
40+). 

03/11/03 Replace Policy - Policy Benefit Application section added.  No change to Policy 
Statement. 

05/13/03 Replace Policy - Update CPT code only. 
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statement. 

07/13/04 Replace Policy - Policy reviewed; discussion of bilateral cochlear implants and its 
investigational status added. 

08/09/05 Replace Policy - Policy reviewed with literature search; policy statement unchanged. 
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Date Comments 
04/10/07 Replace Policy - Policy updated with literature review.  Policy statement changed to 

indicate bilateral cochlear implants are medically necessary. Reference numbers added. 

05/13/08 Replace Policy - Policy updated with literature search; no change to the policy 
statement. References and codes added. 

04/13/10 Replace Policy - Policy updated with literature search. Policy statements modified for 
clarity, intent unchanged. References and codes added. 

08/09/11 Replace Policy – Policy updated with literature review; Rationale section and references 
reorganized. No changes in policy statements. Reference numbers 3-4, 6, 12, 16-17 
added; numerous references to early, small studies removed. ICD-10 codes added to 
policy. 

08/24/11 Benefit Application updated. 

02/09/12 The CPT codes 92605 and 92606 were removed from the policy. 

06/26/12 Related Policies update; title for 7.01.84 has been changed. 

08/20/12 Replace policy. Clarification statement added to the policy guidelines second 
paragraph: In addition, unique clinical circumstance may justify individual 
consideration for implantation before 12 months of age, based on review of applicable 
medical records to verify the other pediatric criteria noted in this policy are met. 
Rationale section revised based on literature review through April 2012. Reference 
numbers 7-9, 13 and 22-24 added. Other references renumbered. CPT codes 92605 
and 92606 added. Policy statements unchanged. 

09/25/12 Update Coding Section – ICD-10 codes are now effective 10/01/2014. 

10/18/12 Update Related Policies – 7.01.03 renumbered to 7.01.547. 

08/12/13 Replace policy. Policy statement added: cochlear implantation as a treatment for 
patients with unilateral hearing loss with or without tinnitus is considered 
investigational. Rationale updated based on literature review through May 2013. 
References 7, 10, 11, 28-32 added; others renumbered/removed. Policy statement 
changed as noted. 

03/11/14 Coding Update. Remove codes 20.96, 20.97, and 20.98 per ICD-10 mapping project; 
these codes are not utilized for adjudication of policy. 

03/21/14 Update Related Policies. Add 1.01.528 

05/15/14 Coding update. CPT codes 92607 and 92608 removed from the policy; these codes 
address the evaluation portion; this policy is specific to the device and evaluation is 
not addressed herein. 

07/14/14 Annual Review. Policy statement added that cochlear implantation with a hybrid 
cochlear implant/ hearing aid system is considered investigational. Rationale section 
reorganized and policy updated with literature review through April 4, 2014. 
References reorganized, numbers 1, 20, 21, 27, 29, 30-32, 36-40 added, others 
renumbered/removed. Policy statement changed as noted. Coding update: Remove 
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CPT codes 92507-92606 & 92626-92633 from policy. Remove ICD-9 and ICD-10 
diagnosis codes and ICD-10-PCS codes.  

07/14/15 Annual Review. Policy updated with literature review through April 19, 2015; references 
17, 23-24, 36-37, and 45 added. Policy statements unchanged. CPT codes 92626, 
92627, 92630 and 92633 removed; these are codes that fall under the rehabilitation 
benefit. HCPCS codes L8616, L8617, L8618, L8621, L8622, L8623 and L8624 removed; 
these are for replacement and do not fall within the scope of the policy. 

12/12/15 Policy statement formatted to differentiate between different types of hearing 
loss/implants. 

10/01/16 Annual Review, changes approved September 13, 2016. Policy updated with results of 
clinical input. Policy statement changed to indicate that cochlear implantation with a 
hybrid cochlear implant/hearing aid system is considered medically necessary for 
patients meeting criteria. CPT codes 92601-92606, 92609 removed; these are not 
supportive of policy intent. 

10/07/16 Update coding section. Changed code L8328 to L8628. Removed paragraph regarding 
codes 92601-92606, and 92609 as they were removed from policy. 

01/01/17 Interim review, changes approved December 13, 2016. Removed age limit for policy 
statement about cochlear implants for bilateral hearing loss; added statement about 
replacement of cochlear implant components. Policy guidelines about individual 
review consideration for implantation in children under 12 months of age added. RUL 
table for cochlear implant components added to Policy Guidelines. 

05/01/17 Annual Review, changes approved April 11, 2017. Policy updated with literature review 
through December 20, 2016; references 16 and 43-45 added. Coding updated; 
removed HCPCS codes L8627, L8628, and L8629. Policy statements unchanged. 

10/24/17 Policy moved to new format, no changes to policy statement. 

05/01/18 Annual Review, approved April 18, 2018. Policy updated with literature review through 
December 2017; references 35 and 38 updated. Policy statements unchanged; only 
minor edits made. 

09/01/18 Minor update. Re-added the Consideration of Age information which was 
inadvertently deleted in a previous update. 

05/01/19 Annual Review, approved April 2, 2019. Policy updated with literature review through 
January 2019. Policy statements unchanged. Removed HCPCS code L8615. 

04/01/20 Delete policy, approved March 10, 2020. This policy will be deleted effective July 2, 
2020, and replaced with InterQual criteria for dates of service on or after July 2, 2020. 

05/01/20 Annual Review, approved April 7, 2020. Policy updated with literature review through 
November 2019; references added. Policy statements unchanged. 

07/02/20 Delete policy. 
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Date Comments 
11/01/20 Policy reinstated effective February 5, 2021, approved October 13, 2020. Policy 

updated with literature review through April 2020; references added. Policy statements 
updated to reflect expanded indications in children aged 9-12 months with profound 
bilateral sensorineural hearing loss.  

01/12/21 Coding update. Added HCPC L8625. 

05/01/21 Annual Review, approved April 1, 2021. Policy updated with literature review through 
November 17, 2020; references added. Policy statements unchanged. 

05/01/22 Annual Review, approved April 11, 2022. Policy updated with literature review through 
January 7, 2022; references added. Policy statements unchanged. 

02/01/23 Updated Related Policies. 7.01.03 is replaced by 7.01.547 Implantable Bone 
Conduction and Bone-Anchored Hearing Aids 

05/01/23 Policy renumbered, approved April 11, 2023, from 7.01.05 to 7.01.586 Cochlear 
Implant. Policy updated with literature review through January 9, 2023; references 
added. Policy statements unchanged except for minor editorial refinements ; intent 
unchanged. Changed the wording from "patient" to "individual" throughout the policy 
for standardization. 

 

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 
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booklet or contact a member service representative to determine coverage for a specific medical service or supply. 
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determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 
the limits and conditions of the member benefit plan. Members and their providers should consult the member 
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 
applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 
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Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
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electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.  

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-722-1471 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-722-1471 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-722-1471 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-722-1471 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-722-1471 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-722-1471:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-722-1471 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-722-1471 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-722-1471 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-722-1471 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-722-1471 (TTY: 711).  

 تماس بگیريد.   1471-722-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیلات زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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