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Initial Public Comment 

Cochlear Implantation 


CAG-00107N 

July 8-August 8, 2004 


Commenter: Anderson, John 
Organization: 

Date: July 19, 2003 

Comment: 


I support upgrading the guidelines for cochlear implant 

qualification in medicare to match the FDA guidelines that are 

fully supported by a wide body of clinically approved data. 


Commenter: Atwood, Mary 
Organization: 

Date: August 8, 2004 

Comment: 


All help is for seniors and children. I'm a 50 

year old, single woman and a school teacher.  I 

can't afford the best for my hearing loss.  I 

struggle along trying to hear and hoping I'll be 

able to hang on to my job.  My insurance won't 

help. There is nowhere I can turn. I have a 

progressive hearing loss that is slowly shutting
 
me out.  Most of the time I feel like an idiot. 


Commenter: Baltodano, Shelley, MS, CCC-A 
Organization: 

Date: July 16, 2004 

Comment: 


I am in support of the NCD request recently 

submitted by Cochlear Americas.  Medicare 

eligibility guidelines as they stand exclude 

individuals that will benefit from cochlear 

implantation and inhibits them from improving 

their quality of life.  I work with several 

patients in our center that are examples of how 




 

 

 

life can improve with cochlear implantation. 
Patient ages range from 15 years through 95 
years, and all report similar feelings regarding 
cochlear implantation and the benefits they 
receive. Our 80-year-old recipients score 
comparatively to our younger recipients and are 
still living a full life with the assistance of 
the cochlear implant.  Many of my elderly 
patients live alone and come to appointments on 
their own. They are happier because they do not 
have to rely on others for assistance.  I know 
they depend on their implants because they are 
devastated when the processor malfunctions and 
consider it a crisis.  Furthermore, they are 
extremely grateful when hearing is restored. 
The cochlear implant changes their life.  It 
gives them the opportunity to continue with 
their lives as if hearing loss was not a life 
altering disability. Besides these mentioned 
benefits, patients display an improved 
temperament and are much healthier overall. 
LetÆs face it hearing impairment makes a person 
irritable, depressed, and isolated from the 
world. How long could you go on like that? 
Would age change the way you feel?  Be honest. 
Devastation from hearing impairment set aside, 
in many cases I must counsel the candidate the 
hearing impairment is not severe enough to 
qualify for cochlear implantation under Medicare 
guidelines and they are too old to qualify under 
FDA guidelines. You can imagine the 
disappointment. 

Additionally, the current Medicare criteria 
regarding speech understanding is obsolete. 
Research proves that residual hearing influences 
cochlear implant rehabilitation and outcomes. 
Recipients that are implanted with residual 
hearing take less time to rehabilitate, are more 
likely to continue working and participating in 
social activities, and achieve higher 
performance from their implant.  Many implant 
recipients are able to use the telephone, 
understand simple speech without the assistance 
of lipreading, and maintain their independence. 
If not rehabilitated, profoundly deaf 
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individuals lose their desire, ambition, and 
hope. Why wait until the point of distress?  We 
have the opportunity to facilitate 
rehabilitation before suffering takes place. 
Literature demonstrates the ability of aural 
rehabilitation to restore self-worth, wellness, 
and quality of life. Also, implantation has 
proved to be cost-effective. 

Please revise the Medicare and Medicaid coverage 
language to reflect the current FDA eligibility 
standards. Many hearing impaired people will 
thank you. Your concern for their well being 
will not go unnoticed.  This request is asking 
that Medicare assume the guidelines upheld by 
the FDA for criteria regarding speech perception 
and age. It should in no way influence the 
existing evaluation procedures for physical and 
mental health of the patient.  Discrimination 
based on age and insurance carrier is 
inappropriate and should be resolved. I urge 
you to consider this carefully. Thank you for 
your time. 

Commenter: Blevins, Nikolas 
Organization: Stanford University 
Date: August 9, 2004 
Comment: 

As a cochlear implant surgeon at an academic 
institution, I strongly encourage the CMS to adopt new 
guidelines for the indications for cochlear implantation. 
The suggestions for revision have been submitted by 
Cochlear Americas Corp, and address the improved 
outcomes found in elderly as well as very young 
patients. 

Consideration in bringing the CMS policies in line with 
evolving outcomes evidence is critical to provide 
patients with the benefits offered by cochlear implant 
technology. 



 
    

 

 

 

 

 

 
 

Commenter: Brackmann, Derald 
Organization: House Ear Clinic 
Date:   July 19, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  Medicare 
eligibility guidelines for cochlear implantation 
must be revised. By revamping coverage language, 
CMS will improve outcomes among individuals 65 
years and older; align Medicare guidelines with 
FDA approved indications; align more closely with 
audiological/medical standards generally accepted 
by the cochlear implant community; remove 
discrimination in coverage based upon payer or 
type of health insurance; promote enhanced 
quality of life, improved general health status, 
relief of depression and participation in health 
care decisions among a larger segment of the 
elderly with hearing loss. 

Technological advances and observed, improved 
patient outcomes have expanded the clinical 
parameters of cochlear implantation.  CMS last 
revised coverage guidelines in April of 1998. 
Since then, criteria for candidacy associated 
with post-implant outcomes have undergone 
considerable change. Foremost among those 
changes is the notion that higher pre-implant 
speech perception scores are associated with 
better post-implant outcomes in the adult 
population. Published literature strongly 
supports the validity of this assertion. 

A related issue, and one relevant to CMS program 
objectives of promoting access and eliminating 
health disparities, is the issue of age. 
Published literature supports the notion that 
there is no difference in cochlear implantation 
outcomes for seniors versus a younger population, 
that is, age is not a predictor of outcome or 
benefit. 
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Additionally, there are other important factors 
related to this intervention.  The impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the cost 
effectiveness of implantation.  Hearing loss in 
elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons.  Implantation has been found to 
provide cost effective benefits to recipients. 

Thank you for your attention to this matter. 

Commenter: Bradham, Tamala 
Organization: Vanderbilt Bill Wilkerson Center 
Date:   July 21, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  Medicare 
eligibility guidelines for cochlear implantation 
must be revised. By revamping coverage language, 
CMS will: 

ò Align Medicare guidelines with FDA 
approved indications; 
ò Remove discrimination in coverage based 
upon payer or type of health insurance; 
ò Improve outcomes among individuals 65 
years and older; 
ò Promote enhanced quality of life, 
improved general health status, relief of 
depression and participation in health care 
decisions among a larger segment of the elderly 
with hearing loss. 

CMS last revised coverage guidelines in April 
1998. Due to technological advances, improved 



 

 

 

 

 

 

 

patient outcomes have expanded the clinical 
parameters of cochlear implantation.  Since then, 
criteria for candidacy associated with post- 
implant outcomes have undergone considerable 
change as reflected in the changes in FDA 
guidelines for implantation.  Foremost among 
those changes is the notion that higher pre-
implant speech perception scores are associated 
with better post-implant outcomes in the adult 
population. Peer-reviewed published literature 
strongly supports the validity of this assertion. 

A related issue, and one relevant to CMS program 
objectives of promoting access and eliminating 
health disparities, is the issue of age. 
Published literature supports the notion that 
there is no difference in cochlear implantation 
outcomes for seniors versus a younger population, 
that is, age is not a predictor of outcome or 
benefit. Duration of deafness, however, is a 
predictor of success. The greater the duration 
of deafness, the less benefit the person receives 
from the implant. 

Additionally, there are other important factors 
related to this intervention:  the impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the cost 
effectiveness of implantation.  Hearing loss in 
elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons.  Implantation has been found to 
provide cost effective benefits to recipients. 

In my former practice, many people could not 
receive the cochlear implant based on the current 
Medicare guidelines due to having some residual 
hearing in the low frequencies or speech scores 
slightly above 30%. This was very frustrating to 
my patients and in some cases, caused even 
further depression and withdrawal from their 
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friends and family.  For my patients who had some 
residual hearing, measurable sentence scores, and 
private insurance, they always performed better 
with their ônew hearingö provided by the cochlear 
implant than for those who had minimal, if any, 
measurable hearing sensitivity. 

I strongly agree with the need to revise CMS 
coverage guidelines and support Cochlear 
AmericasÆ request for a concomitant national 
coverage decision. I ask that you revise 
Medicare coverage language to reflect current 
eligibility standards. 

Commenter: Breneman, Alyce  
Organization: Clinic 
Date: August 2, 2004 
Comment: 

I agree with the need to revise CMS coverage 
guidelines for cochlear implantation and support 
the request that has been submitted by Cochlear 
America.  Criteria for candidacy have changed 
significantly in recent years. By changing 
coverage, CMS would align medicare quidelines to 
be in line with FDA approved guidelines. 
Research has shown that higher pre-implant scores 
are associated with better outcomes with an 
implant.  This would improve outcomes for 
individuals age 65 and older, would remove 
discrimination based on insurance, and would 
enhance the quality of life for this population. 

I ask you to revise Medicare coverage language to 
reflect current eligibility standards accepted by 
the cochlear implant providers. 



 
 
 
 

 

 

 

 
 

 

 

Commenter: Staecker, Hinrich, MD 
Antonio, Stephanie Moody, MD 
Brightwell, Toni, M.S., CCC-A 
Erskine, Cara, CCC-SLP/A 

Organization: University of Maryland 
Date: July 29, 2004 
Comment: 

We are writing this letter in support of 
Cochlear AmericaÆs submission to request for a 
national coverage determination.  The current 
Medicare eligibility guidelines for cochlear 
implantation need to be changed.  By changing 
the current CMS guidelines to meet FDA approved 
standards of <50% sentence scores  pre-implant, 
CMS will ensure that those 65 and over will have 
improved outcomes, a better quality of life, and 
overall better mental and physical health.  It 
is imperative to not discriminate coverage based 
on type of health insurance. All health 
coverages need to be united to meet the 
standards accepted in the cochlear implant 
community. 

Over the years the advances in cochlear implant 
technology has warranted the expansion of 
inclusion criteria of cochlear implantation. 
Since 1998, when CMS last revised the candidacy 
criteria the outcomes have improved 
dramatically.  One of the most important changes 
has been the correlation between higher pre-
implant speech perception scores and the 
improved post implant outcomes in the adult 
population and this has been widely documented 
in the literature.  Another issue is that age 
has no bearing on cochlear implant outcomes. The 
elderly do just as well as a younger adult 
population. 

Furthermore, it is important to understand the 
impact hearing loss can have on individual, 
especially the elderly. Hearing loss is known to 
be a contributing factor in social isolation, 
depression, poor quality of life, overall 
general poorer health. The combination of 
cochlear implantation and aural rehabilitation 
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have been shown to improve a hearing impaired 
individualÆs self esteem and also has been found 
to be cost effective. 

We believe that Cochlear AmericaÆs request 
exemplifies current cochlear implant literature 
and gives valid reason to change the current 
cochlear implant inclusion criteria.  We agree 
with the need to revise CMS coverage guidelines 
and support Cochlear AmericaÆs request for 
national coverage determination.  We ask that 
you consider amending Medicare coverage language 
to reflect current criteria. 

Commenter: Buckler, Lisa 
Organization: Midwest Ear Institute 
Date:   July 21, 2004 
Comment: 

Imagine that you were only able to understand 50% 
of what was said to you, even with the most 
powerful hearing aids available.  Now imagine 
that you can only understand 50% of what is said 
to you and you have Medicare. Your audiologist 
would have to tell you there is nothing that can 
be done to help you. In fact, to be eligible for 
any hearing help you have to be able to 
understand less than ONE THIRD of what is said to 
you. 

This is the situation that many of my patients 
have faced. These patients are withdrawing from 
society, leaving jobs that they can no longer 
perform, claiming disability that has ongoing 
costs for CMS, rather than the more limited costs 
of the surgical procedure. 

Also consider that our best performing patients 
are those with residual hearing.  Patients who 
have residual, usable hearing have nerve endings 
that are still intact and are better able to 
assimilate the new information coming into the 
hearing nerve. 
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I whole-heartedly agree with the need to revise 
CMS coverage guidelines and support Cochlear 
Americas' request for a concomitant national 
coverage decision. I ask that you revise 
Medicare coverage to reflect current eligibility 
standards. 

Commenter: Carmichael, Kellie R. 
Organization: 

Date: August 3, 2004 

Comment: 


My son was born profoundly deaf and could not 

hear a sound. He now hears all levels of speech, 

hears a horn honking, hears the birds singing, 

hears his mommy tell him he loves him and he 

responds "I love you mommy". 

Enough said. Please make this available to 

EVERYONE! 


Commenter: Carter, Barbara 
Organization: MED-EL Corporation 
Date:   August 6, 2004 
Comment: 

On behalf of MED-EL Corporation, one of the three 
multi-channel cochlear implant manufacturers, I 
am writing in support of Cochlear CorporationsÆ 
request for national coverage determination to 
expand MedicareÆs current coverage guidelines for 
cochlear implantation (CIM 65-14).  Last amended 
in 1998, candidacy guidelines must be revised to 
align with current FDA approved indications and 
generally accepted medical/surgical standards in 
the cochlear implant community. 

As cochlear implant technology has improved, 
clinically we have seen expanded parameters for 
candidacy. Patients with moderately severe 
hearing loss and pre-operative speech perception 
scores between 30% and 50% are being successfully 
implanted.  Likewise, patients with speech 



 

 

 

 

 

perception scores in the >50% range show 
significant improvement post-operatively and, in 
fact, they often reach scores equal to their 
normal hearing peers.  This has been shown across 
all populations from young children to 
geriatrics, there does not seem to be a predictor 
with relation to age of patient. 

Preservation of residual hearing with a cochlear 
implant has become a regular occurrence.  In the 
past it was presumed that the introduction of a 
cochlear implant into the cochlea would destroy 
any remaining hearing a patient had, however, 
there may be substantial residual hearing 
capabilities with current atraumatic electrode 
arrays. By preserving the cochlear structures it 
is possible for individuals with better pre-
operative hearing to be implanted successfully. 
These patients are able to use a cochlear implant 
and incorporate their viable hearing in concert, 
which could significantly improve their post- 
operative scores as well as daily quality of life. 

The most common predictors for cochlear implant 
benefit appear to be duration of deafness and 
speech perception ability with age of patient 
playing little to no role. To investigate the 
effects of pre-operative speech reception on post- 
operative speech recognition in cochlear implant 
patients, Rubinstein et al. (1999) compared 
postlingually deafened adults with and without 
residual speech reception and found that patients 
with higher levels of preoperative speech 
reception (40% CID, highest FDA approved 
indication at that time) perform significantly 
better than patients with less preoperative 
speech perception. More recent studies (Kelsall 
et al. and Shin et al.) compared implant 
performance in the elderly and younger adult 
patients analyzing the relationship between pre- 
operative and post-operative speech perception 
and found that elderly patients perform 
comparably to younger adult patients with matched 
years of deafness, despite the possible existence 
of age related auditory processing 
difficulties.  When these predictors are 



 

 

 

 

 

 

comparable the elderly patient and the young 
patient will also likely need a similar amount of 
rehabilitation/habilitation to be a successful 
cochlear implant user.  Thus, expanded coverage 
language under the Medicare program is necessary 
to provide Medicare beneficiaries the same access 
to the cochlear implant technology afforded to 
other non-Medicare young adult cochlear implant 
candidates. 

The audiological benefits provided to cochlear 
implant patients significantly improves the 
quality of life for these patients, particularly 
in the senior population. Feelings of 
depression, isolation and loss of independence 
characterize the relationship between hearing 
loss and an individualÆs perception of quality of 
life. Studies comparing the quality of life of 
elderly cochlear implant patients to those below 
the age of 60 revealed comparable improvements in 
speech recognition and quality of life in both 
patient populations.  Additionally, the cost- 
utility of cochlear implantation in elderly 
patients has been shown to provide cost-effective 
benefits (Wyatt et al). 

As electrode design and implant technology are 
improved, surgical techniques refined, and 
increasingly positive results of implantation 
demonstrated, individuals with more residual 
hearing will be considered as implant 
candidates. Open-set speech understanding is now 
a realistic outcome for the majority of post- 
lingually deafened adults and some children. 
Aligning MedicareÆs candidacy criteria with 
current FDA indications and generally accepted 
medical standards in the cochlear implant 
community will ensure Medicare beneficiaries 
access to advances in cochlear technology and 
eradicate health disparities resulting from 
age. 

Based on the peer reviewed medical literature, 
advances in cochlear technology and accepted 
medical standards in the cochlear implant 
community, it is imperative that the candidacy 
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criteria for cochlear implantation under the 
Medicare program be revised to  include patients 
with pre-operative sentence scores up to 50% to 
allow equal access to all cochlear implant 
candidates, regardless of age, and promote 
continued health care improvements. 

Commenter: Clarke, Christine K., M.S., CCC-A 
Organization: Brigham & Women’s Hospital 
Date: July 17, 2004 
Comment: 

If the FDA deems that cochlear implantation is 
beneficial with poorer than 60% sentence 
recognition, Medicare should align their 
guidelines to match the FDA and pay for 
implantation on adults with poorer than 60$ 
sentence recognition. It is unacceptable that 
patients with poor speech discrimination have to 
struggle to communicate with others when there is 
help available. Too many of my patients could 
benefit greatly with a cochlear implant.  Please 
change the standard to include payment for 
cochlear implant candidates with sentence 
recognition scores poorer than a %60. 

Commenter: Dahlstrom, Lisa 
Organization: University of Utah ENT 
Date: July 15, 2004 
Comment: 

I am writing in support of the request for a 
national coverage dtermination (NCD) recently 
submitted by Cochlear Americas.  Medicare 
eligibility guidelines for cochlear implantation 
must be revised. By revamping coverage language, 
CMS will: 

-Improve outcomes amoung individuals 65 years and 
older; 
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-Align Medicare guidelines with FDA approved 
indications; 

-Align more closely with audiolgical/medical 
standards generally accepted by the cochlear 
implant community; 

-Remove discrimination in coverage based upon 
payer or type of health insurance; 

-Promote enhanced quality of life, improved 
general health status, relief of depression and 
participation in health care decisions among a 
larger segment of the elderly with hearing loss. 

As advances have been made in cochlear implants, 
convidence has also been established in the 
usefulness of this device in improving the 
quality of life for all hearing impaired 
individuals. As an audiologist I have seen 
significant improvements for many of our patients 
who have been getting only limited benefit from 
hearing aids. By expanding the criteria for 
implant recipents we are better able to meet the 
needs of all patients. 

I believe that Cochlear Americas' submission 
accurately represents current cochlear implant 
literature and provides a platform for change.  I 
agree wiht the need to revise CMS coverage 
gudelines and support Cochlear Americas' request 
for a concomitant national coverage decision.  I 
ask that you revise Medicare coverage language to 
reflect current eligibility standards. 



 

 

 

 

 

 

 

 

 
 

Commenter:  Dierkes, Audra 
Organization: 

Date:   August 9, 2004 

Comment: 


I am writing in support of the request for a 

national coverage determination (NCD) recently 

submitted by Cochlear Americas.  Medicare 

eligibility guidelines for cochlear implantation 

must be revised! Revising the coverage language 

for cochlear implantation will allow CMS to: 

╖ Improve outcomes among individuals 65 

years and older; 

╖ Align Medicare guidelines with FDA 

approved indications; 

╖ Align more closely with 

audiological/medical standards generally accepted 

by the cochlear implant community; 

╖ Remove discrimination in coverage based 

upon payer or type of health insurance; 

╖ Promote enhanced quality of life, 

improved general health status, relief of 

depression and participation in health care 

decisions among a larger segment of the elderly 

with hearing loss. 


Technological advances and observed, improved 

patient outcomes have expanded the clinical 

parameters of cochlear implantation. CMS last 

revised coverage guidelines in 

April 1998. Since then, criteria for candidacy 

associated with post-implant outcomes have 

undergone considerable change. Foremost among 

those changes is the idea that higher pre-implant 

speech perception scores are associated with 

better post-implant outcomes in the adult 

population. 


Published literature strongly supports the 

validity of this assertion. A related issue, and 

one relevant to CMS program objectives of 

promoting access and eliminating health 

disparities, is the issue of age. Published 

literature supports the notion that there is no 

difference in cochlear implantation outcomes for
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seniors versus a younger population, that is, age 
is not a predictor of outcome or benefit. 

Additionally, there are other important factors 
related to this intervention: the impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the cost 
effectiveness of implantation. Hearing loss in 
elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons. Implantation has been found to 
provide cost effective benefits to recipients. 

I believe that Cochlear AmericasÆ submission 
accurately represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise 
CMS coverage guidelines and support Cochlear 
AmericasÆ request for a concomitant national 
coverage decision. I ask that you revise Medicare 
coverage language to reflect current eligibility 
standards. 

Commenter: Dosch, Curtis 
Organization: Memorial Medical Center 
Date: August 6, 2004 
Comment: 

I am writing this comment to support a national 
determination (NCD) for cochlear implantation. 
Cochlear Americas has recently submitted this 
request for revision of Medicare eligibility 
guidelines for patients receiving cochlear 
implants. By revising these guidelines, the 
following will be accomplished: Outcomes for 
individuals over 65 will be improved, Medicare 
guidelines will follow approved FDA criteria, 
there will be more consistency with generally 



 

 

 

 

 

 
 

accepted audiological/medical standards, 
discrimination in coverage based upon type of 
health insurance or payer will be eliminated and 
the general health status and quality of life for 
individuals with hearing loss will be enhanced. 

Patient outcomes and technological advances have 
improved sine the last CMS revised coverage 
guidelines were published in April 1998. Since 
this time published literature has shown that 
higher speech perception test scores, pre- 
operatively are associated with better post- 
operative outcomes in the adult population. 

A related issue that should be considered with 
CMS program objectives of eliminating 
discrepancies in providing health services and 
promoting access, is the issue of age. Published 
literature supports the fact that age is not a 
predictor of outcome or benefit. 

The impact of hearing loss on general health and 
quality of life should be considered.The loss of 
the ability to communicate can contribute to 
social isolation and a decrease in functional 
capacity. Hearing loss in the elderly population 
has been known to contribute to depression. 
Cochlear implantation with aural rehabilitation 
has been shown to enhance communication abilities 
and increase a sense of self-worth in the hearing 
impaired population. 

Cost effectiveness is another factor related to 
this intervention. Cochlear implantation has been 
found to provide cost effective benefits to 
recipents. 

Our hospital has performed over 200 cochlear 
implant surgeries. Many of the individuals 
receiving these implants have been Medicare 
recipents. The majority of these patients have 
demonstrated improvements in speech, language and 
auditory abilities as well as enhancements 
regarding the general quality of life issues. 
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The submission from Cochlear America accurately 
represents published criteria in current 
literature and indicates the need for a change in 
the CMS coverage guidelines. I agree with the 
need for revision and support this request for a 
concomitant national coverage decision. I ash 
that you revise Medicare coverage language to 
reflect current eligibility standards. 

Thank you for your consideration. 

Commenter: Driscoll, Colin 
Organization: Mayo Clinic 
Date: August 6, 2004 
Comment: 

I am writing in support of Cochlear America's 
submission requesting a change in eligibility 
guidelines for cochlear implantation. 

The cochlear implant has a tremendously positive 
impact on the lives of patients with hearing 
loss. As an Otolaryngologist and cochlear implant 
surgeon I have been priviliged to care for 
hundreds of patients with severe to profound 
hearing loss. The effects of severe to profound 
hearing loss on general health and quality of 
life is significant and should not be 
underestimated.  The cochlear implant alleviates 
many of these problems and has been shown in a 
number of studies to be a cost effective 
intervention in adults and children.  I have 
participated in a study looking specifically at 
outcomes in adults over age 70 (Cochlear Implant 
Outcomes in the Elderly, Otology Neurotolgy, 2004 
May:25(3):298-301). This study demonstrated that 
this population performs almost as well as 
younger groups and clearly gains significant 
benefit. It has been clear in the literature and 
day-to day clinical practice that the eligibility 
guidelines for medicare need to be revised. 
Patients with more residual hearing should be 
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candidates and discrimination based on age or 
payor should no longer be accepted. 

I strongly support the submission from Cochlear 
America's and it accurately reflects what is 
currently reported in the scientific literature. 
Urgent updating is needed to allow these hearing 
impaired patients the opportunity to benefit from 
this incredible technology. 

Commenter: Ford, Megan 
Organization: 

Date:   July 21, 2004 

Comment: 


I support the request for a national coverage 

determination (NCD) (recently submitted by 

Cochlear Americas).  We need to revise CMS
 
coverage guidlines!!!PLease revise Medicare 

coverage language to reflect current eligibilty 

standards. Thank you 


Commenter: Gans, Richard, Ph.D. 
Organization: American Academy of Audiology 
Date: August 6, 2004 
Comment: 

Support for Request to Revise Current Guidelines 

The American Academy of Audiology, representing 
over 9,000 audiologists, supports the request for 
a national coverage determination (NCD) to revise 
the current Medicare eligibility guidelines for 
cochlear implantation.  In doing so, a number of 
important outcomes will be realized that include: 
1) greater hearing and communication outcomes for 
individuals 65 years and older, 2) Medicare 
guidelines that are comparable to FDA-approved 
guidelines and to those currently utilized by 
cochlear implant centers, 3) similar candidacy 
criteria to all patients with significant hearing 



 

 

 

 
 

 

loss regardless of health insurance type, 
therefore eliminating possible discrimination, 
and 4) improved quality of life and well being to 
the elderly who struggle to communicate due to 
severe or profound hearing loss. 

Current Candidacy Criteria 

The criteria for adult cochlear implant 
candidates have changed over time due to 
advancements in speech recognition associated 
with technological improvements.  Presently, the 
majority of adults who have received cochlear 
implants show substantial pre-to-post operative 
improvements on tests of speech recognition as 
early as 1-3 months post-implant, and most 
understand speech without lipreading cues. 
Additionally, FDA-approved guidelines for 
cochlear implantation of all devices available in 
the United States have been broadened to include 
individuals with greater amounts of residual 
hearing. Even though these candidates may also 
achieve relatively higher speech perception 
scores when wearing optimal hearing aids, their 
performance with a cochlear implant may be 
significantly greater compared to their aided 
performance.  Published research indicates that 
pre-implant hearing experience is a significant 
predictor of post-implant performance. 

Effects of Age on Cochlear Implant Performance 

Age is not a contraindication for cochlear 
implant candidacy.  In the elderly population, 
significant improvements have been shown for 
speech perception scores following cochlear 
implantation compared to pre-implant scores 
obtained with powerful well-fit hearing aids. 
Published studies have also demonstrated that 
outcomes for those over the age of 65 years are 
similar to those individuals implanted at ages 
younger than 65. , Elderly patients, therefore, 
receive the same benefits of cochlear 
implantation as younger patients, which includes 
the ability to understand sentences without 
lipreading and thus converse on the telephone, to 
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detect soft speech and environmental sounds, and 

even to enjoy music. 


Impact of Substantial Hearing Loss on Quality of
 
Life 


Cochlear implantation has been shown to provide 

cost-effective benefits to patients.  Significant 

hearing loss results in social isolation, 

depression, increased fatigue and a reduction in 

quality of life. The consequences of either 

severe or profound hearing loss can have an even 

greater impact for the elderly person who is 

facing the effects of age.  Aural rehabilitation 

to maximize hearing benefit, including cochlear 

implants, has been shown to reduce the negative 

effects of significant hearing loss and improve 

quality of life. 


Support of the American Academy of Audiology 


The American Academy of Audiology supports: 

1)efforts to revise CMS coverage guidelines, 

2)the request for a national coverage decision, 

and 

3)uniformity in guidance provided by the FDA and 

CMS. 


We ask that you revise Medicare coverage language 

to reflect current eligibility standards expanded 

in 2000 by the FDA. 


The American Academy of Audiology is the largest 

professional audiology organization in the 

country, representing over 9,000 audiologists. 

Audiologists have received MasterÆs or Doctoral 

degrees from accredited university graduate 

programs to diagnose, treat, and manage hearing 

loss and balance problems. 




 
   

 

 

 

Commenter: Gary, Lucinda B., MA 
Organization: Atlanta Cochlear Implant Group 
Date:   July 19, 2004 
Comment: 

Thank you for accepting public input on the 
Medicare coverage guidelines for cochlear 
implantation.  I am a clinical audiologist 
working in cochlear implants in a major 
metropolitan area.  Our office sees a wide range 
of patients from babies recently identified with 
hearing loss to adults over the age of 80.  I 
have participated in several Food and Drug 
Adminstration clinical trails addressing the 
safety and effectiveness of cochlear implants in 
children and adults.  In every clinical trail I 
have found the testing both pre-surgically and 
post-surgically to be extensive and 
comprehensive.  The clinial trials have 
attempted identify the factors leading to 
success with cochlear implant use, and provide 
patients with access to a technology that is 
safe for long term use and effective in 
providing a significant improvement is speech 
understanding ability. The cochlear implant 
manufacturers have provided numerous studies on 
the safety and efficacy of implants and the 
medical community has done independent research 
on the questions of candidacy, aural 
habilitation and speeech coding strategies. The 
Food and Drug Administration has reviewed the 
studies, held public hearings on the information 
and determined that cochlear implants are a safe 
and effective treatment for patients with severe 
to profound hearing loss and less than 50% 
speech discrimination on sentence material. 
However, Medicare uses the guideline of less 
than 30% speech discrimination for approval to 
have cochlear implant surgery.  The FDA is 
charged with the task of reviewing scientific 
studies and determining what treatments are safe 
and effective.  The Ear, Nose and Throat 
Advisory Panel of the FDA is well versed in 
cochlear implantation and the panel is comprised 
of professionals with extensive training in 
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medicine and clinical study analysis.  The ENT 
Advisory panel recognized the benefits of 
implanting patients with higher speech 
discrimination ability in 1998 when they 
recommended raising the guideline to 40% correct 
speech discrimination and again in 2000 when the 
guideline was raised to its current score of 50% 
correct speech discrimination. This disparity in 
guidelines leaves Medicare patients with 
decreased access to cochlear implantation and 
causes patients to wonder why the current 
medical research has satisfied the concerns of 
the FDA but has not been made a part of Medicare 
policy. I urge you to review the medical 
literature supporting cochlear implantation in 
patients with severe to profound hearing loss 
and up to 50% correct word discrimination 
ability and change the Medicare guidlines to 
reflect the current FDA recommendations. 
Thank you very much. 

Commenter: Geier, Lisa, PhD, CCC-A 
Organization: St. John’s Cochlear Implant Program 
Date: Thu, Jul 15, 2004 7:24 PM 
Comment: 

I wanted to make a comment about the Medicare Coverage 
Guidelines for cochlear implantation.  I support the 
request by Cochlear Americas to revise the current 
Medicare coverage language for cochlear implantation. 
Those of us who see patients benefit from cochlear 
implants know that the more speech recognition they have 
pre-implant, the better they do post-operative despite 
age at implantation.  Please help a subset of people 
that could obtain significant improvement in hearing, 
speech understanding, quality of life, improved 
communication with medical care givers and family.  I 
see this miracle every day, but we are missing some 
people because their hearing just isn't quite "bad 
enough", even though we know they would benefit from a 
cochlear implant even more than the profoundly deaf 
individual! 



 
  

 

 

 

 

Commenter: Gilden, Jan 
Organization: Houston Ear Research Foundation 
Date: July 16, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  I am involved 
as the Director and an audiologist with Houston 
Ear Research Foundation, a cochlear implant 
center, which has been providing cochlear 
implants for over 21 years. We have implanted 
and worked with over 750 cochlear implant 
recipients, both pediatric and geriatric. We 
have seen the technological advances in cochlear 
implantation during the past 20 years and have 
observed candidacy criteria change during this 
time as a result of technological advances. As a 
result, we have also observed more individuals 
benefit from the cochlear implant technology and 
enrich the quality of their lives. Medicare 
eligibility guidelines for cochlear implantation 
must be revised. By revamping coverage 
language, CMS will: 
 1)improve outcomes among individuals 65 years 
and older. At our center, we routinely evaluate 
cochlear implant candidates over 65 years of 
age, many over 70, and even over 80. After 
receiving the cochlear implant, these 
individuals once again have been able to 
participate in family activities. We hear from 
their families that we have enriched their lives 
and returned their family members to them. 
 2) Align Medicare guidelines with FDA approved 
indication. It is well documented that the 
younger we implant babies, the better is the 
long-term results with cochlear implants. We 
have seen over and over again how implanting at 
12 months of age reduces the deficiency of 
hearing loss so by the time that child is school 
age, they are able to be mainstreamed without 
missing a beat. 
 3) Align more closely with audiological/medical 
standars generally accepted by the cochlear 
implant community. 



 

 

 

 

 4) Remove discrimination in coverage based upon 
payer or type of health insurance. 
 5) Promote enhanced quality of life, improved 
general health status, relief of depression and 
participation in health care decisions among a 
larger segment of the elderly with hearing loss. 

Technological advances and observed, improved 
patient outcomes have expanded the clinical 
parameters of cochlear implantation.  CMS last 
revised coverage guidelines in April 1998. Since 
then, criteria for candidacy associated with 
post-implant outcomes have undergone 
considerable change. Foremost among those 
changes is the notion that higher pre-implant 
speech perception scores are associated with 
better post-implant outcomes in the adult 
population. Published literature strongly 
supports the validity of this assertion. 
A related issue, and one relevant to CMS program 
objectives of promoting access and eliminating 
health disparities, is the issue of age. 
Published literature supports the notion that 
there is no difference in cochlear implantation 
outcomes for seniors vs a younger population, 
that is, age is not a predictor of outcome or 
benefit. 
Additionally, there are other important factors 
related to this intervention: the impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the 
cost effectiveness of implantation. Hearing loss 
in elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons. Implantation has been found to 
provide cost effective benefits to recipients. 
I believe that Cochlear Americas' submission 
accurately represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise CMS coverage 
guidelines and support Cochlear Americas' 
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request for a concomitant national coverage 
decision. I ask that you revise Medicare 
coverage language to reflect current eligibility 
standards. 

Commenter: Goode, Pamela  
Organization: 

Date: August 1, 2004 

Comment: 


I am a parent of a three year old daughter who 

received a cochlear implant 6 months ago. I feel 

very strongly about two parts of your CI candidacy 

requirements. 


The first is that children are considered at 2 

years of age. Many studies show that if children 

are implanted at 12 months they can attain age 

appropriate language skills by the age 3-5 which 

means they can attend mainstream school and be 

less a financial burden to the state. Please 

follow the new FDA guidelines that lower the age
 
of implantation. 


The other concern I have is the requirement that 

states a child must get limited benefit from
 
appropriate hearing aids. My daughter fell into 

this catergory and was not considered for an 

implant till she was 3 years old. I know from
 
watching my daughter who did get some benefit from
 
hearing aids, but the amount of effort it took for 

her to get the auditory information was extreme 

with her hearing aids. The amount of time it would 

have taken for her to get close to her hearing 

peers and attend a mainstream school would have 

been much longer. Once she was implanted she 

immediately began to close the gap. Her self 

confidence has changed immensely and she is much 

more confortable in her environment. She is 

getting so much more information auditorily and it 

shows in her language as well as her personality. 

We got a late start being implanted at three. We
 
are hopeful with alot of hard work she will start 

in a mainstream Kindergarten by the time she is 6 
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years old. I think it is wrong for deaf children 
that show some progress with hearing aids to be 
left behind because they fall into the catergory 
of getting "limited benefit" from hearing aids. 
All children with a severe-profound to profound 
sensorineural hearing loss should be considered 
for a cochlear implant whether they get minimum 
benefit or not. The amount of auditory information 
that is left out from "limited benefit" from 
hearing aids is extreme and unfair to these young 
children. 

Commenter: Johnson, Megan,  MA, CCC-A 
Organization: The Speech and Hearing Center 
Date: July 30, 2004 
Comment: 

This is a letter to document my immense support 
for prompt revision of the existing Medicare 
coverage policy for cochlear implantation and 
mapping procedures.  As a Cochlear Implant 
Audiologist, I have witnessed the improved 
quality of life and participation among the 
elderly cochlear implant recipients.  Hearing 
loss is detrimental to a personÆs ability to 
communicate and converse with the hearing world. 
Elderly persons withdraw from family members and 
society when they have difficulty hearing and 
understanding conversation. Cochlear implants 
have rescued the patients that no longer benefit 
from powerful hearing aids.  Elderly patients 
that lose their hearing in adulthood usually 
continue to verbally communicate with descent 
speech and can easily learn to hear through the 
cochlear implant. 

From a research perspective, elderly patients can 
provide feedback about the processors, mapping 
procedures, and overall speech perception with 
their cochlear implant.  Children can have a 
difficult time expressing their hearing 
capabilities that help the audiologist fine-tune 
the processor. Elderly cochlear implant 
recipients are critical to training audiologists 
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and promoting the on-going advances in cochlear 
implant technology. 

Audiologists serve as an influential part of the 
cochlear implant team for assessing and 
evaluating cochlear implant candidates. 
Audiologists are specially trained to map the 
cochlear implant processors, from the initial 
stimulation to unlimited follow-ups.  In 
addition, training includes testing procedures to 
document improvement over time (pre- and post- 
implantation) and trouble-shooting. 

Medicare should not separate the cochlear implant 
candidate based on the type of healthcare 
coverage or age of the candidate.  It is the 
surgeonsÆ responsibility to consider the 
patientÆs medical contraindications, as well as, 
short-term and long-term benefit from the 
implant.  Surgeons and audiologists are legally 
obligated to abide by the FDA guidelines and 
Medicare should administer their guidelines with 
FDA, as well. 

I am certain that Medicare wants to promote the 
improved quality of life for their patients, and 
to reasonably compensate their providers.  I 
appreciate all consideration given to this 
issue. 

Commenter: Koss Cochlear Implant Program Team Members 
Organization: Medical College of Wisconsin 
Date: August 4, 2004 
Comment: 

(See next page) 
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Commenter: Kuhlman, John 
Organization: 

Date: August 7, 2004 

Comment: 


At the time of my implant at age 78, I had no 

hearing in my right ear and very little in my 

left ear. This condition existed since I lost 

my hearing at age 50. 

The implant has made an incredible difference in 

my life. I can hear!  I still have a great deal 

of difficulty in understanding, but I can 

hear!!! The decision to implant an older person 

is very difficult and should be made with great 

care. So the FDA should set very broad 


guidelines and then leave the final decison to 

the patient and doctor. Don't leave anyone 

behind. 


Commenter: Larky, Jan 
Organization:  University of California, San Francisco 
Date:   July 23, 2004 
Comment: 

I am writing to request that CMS revise Medicare 
eligibility guidelines for cochlear 
implantation.  By altering (updating) the 
coverage language, CMS will 
1. Align Medicare guidelines with the FDA 
approved indications 
2. Improve outcomes for individuals 65 years 
and older 
3. Align more closely with 
audiological/medical standards generally accepted 
by those of us who work with cochlear implant 
candidates and recipients on a daily basis 
4. Remove discrimination in coverage based 
upon payer or type of health insurance 



 

 

 

 

 

 

 
 

5. Promote enhanced quality of life, 
improved general health status, relief from 
depression and participation in health care 
decisions among a larger segment of the elderly 
with hearing loss 

Candidacy criteria have expanded over the past 20 
years. Certainly technological advances have 
contributed tremendously, as have clinical 
expertise in candidacy selection. CMS last 
revised coverage guidelines in April 1998 and 
these are woefully out of date with current 
standards. Predominant in candidacy selection is 
the notion that higher pre-implant speech 
perception scores are associated with better post- 
implant outcomes in the adult population.  This 
assertion is supported in the literature. 

Additionally, is the issue of age and elimination 
health disparities related to age is central to 
this request. Published literature (ours 
included) supports the notion that there is no 
difference in cochlear implantation outcomes for 
seniors versus a younger population. In other 
words, age is not a predictor of outcome. 
[Chatelin, V, Kim, EJ, Driscoll, C, Larky, J, 
Polite, C, Price, L, Lalwani, AK. Cochlear 
implant outcomes in the elderly.  Otology & 
Neurotology 2004, 25(3): 298-301.] 

As a clinician I am forced to explain to Medicare 
recipients that though they meet FDA criteria for 
implantation they do not meet MedicareÆs criteria 
for implantation.  In other words, if s/he had 
private coverage an implant would be available. 
This leaves the candidate with the following two 
options: (1) continue to monitor hearing on an 
annual basis and return for evaluation if/when 
any decrease in hearing sensitivity and/or speech 
comprehension is noted, and (2)  self-pay for the 
procedure and follow-up care. 

Other important factors related to this 
intervention, which must be considered include: 
the impact of hearing loss on general health and 
quality of life particularly in older patients 
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and the cost-effectiveness of implantation 
overall. Hearing loss contributes towards 
depression, social isolation, and affects all 
interpersonal interactions.  Most of my patients 
feel rejuvenated following implantation and feel 
socially connected once again. ItÆs as though 
they come out of their shell.  Many of the 
elderly are no longer afraid to be alone, or ride 
in an elevator alone.  (After all, what if the 
elevator gets stuck and you cannot hear rescue 
instructions!) 

The benefit of implantation is so tremendous and 
reaches into every aspect of a personÆs life, and 
the cost-benefit data supports implantation for 
all segments of the population, including the 
elderly. It is time for CMS to align coverage 
with the current standard of care. 

Commenter: Lormore, Kelly 
Organization: Indiana University Cochlear Implant Team 
Date:   August 9, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  Medicare 
eligibility guidelines for cochlear implantation 
must be revised! Revising the coverage language 
for cochlear implantation will allow CMS to: 
╖ Improve outcomes among individuals 65 
years and older; 
╖ Align Medicare guidelines with FDA 
approved indications; 
╖ Align more closely with 
audiological/medical standards generally accepted 
by the cochlear implant community; 
╖ Remove discrimination in coverage based 
upon payer or type of health insurance; 
╖ Promote enhanced quality of life, 
improved general health status, relief of 
depression and participation in health care 
decisions among a larger segment of the elderly 
with hearing loss. 



 

 

 
 
 

 

 

Technological advances and observed, improved 
patient outcomes have expanded the clinical 
parameters of cochlear implantation several times 
in the past 5 years. CMS last revised coverage 
guidelines in April 1998. The criteria for 
candidacy associated with post-implant outcomes 
changed considerably! Foremost among those 
changes is the idea that higher pre-implant 
speech perception scores ARE associated with 
better post-implant outcomes in the adult 
population. 

There are several publications that strongly 
supports and validate this assertion. A related 
issue, and one relevant to CMS program objectives 
of promoting access and eliminating health 
disparities, is the issue of age. Published 
literature supports the concept that there is no 
difference in cochlear implantation outcomes for 

the senior population versus a younger 
population. AGE is NOT a predictor of outcome or 
benefit. 

Among the other important factors related to this 
intervention: the impact of hearing loss on 
general health and quality of life particularly 
in older patients, and the cost effectiveness of 
implantation. Hearing loss in elderly patients is 
known contributor to depression, a subjective 
decrease in well-being and quality of life, 
social isolation and a reduction in functional 
capacity. Aural rehabilitation, including 
cochlear implantation, has been shown to decrease 
depression and increase a sense of self-worth in 
hearing impaired persons. Implantation has been 
found to provide cost effective benefits to 
recipients. 

I believe that Cochlear AmericasÆ submission 
accurately represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise 
CMS coverage guidelines and support Cochlear 
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AmericasÆ request for a concomitant national 
coverage decision. I ask that you revise Medicare 
coverage language to reflect current eligibility 
standards. 

Commenter: Lusis, Ingrida 
Organization: American Speech Language Hearing Association 
Date: August 9, 2004 
Comment: 

ASHA RECOMMENDATION THAT CMS ADOPT FDA LABELING 
TO EXPAND RANGE OF PATIENTS THAT QUALIFY FOR 
MEDICARE COVERAGE 

The American Speech-Language-Hearing Association 
(ASHA) is the professional and scientific 
association of more than 114,000 speech-language- 
pathologists, audiologists, and speech, 
language, and hearing scientists. We appreciate 
the opportunity to submit comments regarding the 
expanded use of cochlear implants. 

The indications for this product, as expanded by 
the Food and Drug Administration (FDA) in 
November 2000, are reasonable and appropriate 
for adoption by the Medicare program. We 
reference the Mayo ClinicÆs cochlear implant 
program which was established over 20 years 
ago. The Mayo program commonly performs 
cochlear implantation of children under two 
years old because of the high success rate. 
Former director (1986 û 1994) of the Mayo 
ClinicÆs implant program, Martin S. Robinette, 
Ph.D., stated that there are remarkably 
increased benefits to patients with higher pre-
implant speech perception scores (i.e., greater 
than 30 percent). 

Studies have shown that by adopting FDAÆs 
allowance of higher sentence recognition scores, 
more adults can benefit from cochlear 
implantation. 
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ò The study entitled ôCochlear implants in 
the geriatric population: benefits outweigh 
risksö published in the Ear Nose Throat Journal 
(Buchman CA, Fucci MJ, Luxford WM, 1991 Jul; 78 
(7):489-94,) found that, in general, the results 
of cochlear implantation in the elderly have 
been comparable with those of younger adults. 

ò A 1995 NIH Consensus Statement, Cochlear 
Implants in Adults and Children,  NIH Consensus 
Statement 1995 May 15-17: 13(2):1-30, found that 
cochlear implantation improves communication 
ability in most adults with severe to profound 
deafness and frequency leads to positive 
psychological and social benefits. 

It has been more than ten years since the 
Medicare coverage issue º65-14 was revised. 
CMS does not appear to have a mechanism in place 
to assure that Medicare beneficiaries benefit 
from medical and technological developments in 
the use of cochlear devices. We recommend that 
an automatic trigger be established for review 
by CMS whenever the FDA revises its indications 
for use of the cochlear device. 

Please contact Mark Kander, ASHA's Director of 
Health Care Regulatory Analysis at 800-498-2071, 
ext 4139 or e-mail mkander@asha.org; or Ingrida 
Lusis, ASHA's Director of Health Care Regulatory 
Advocacy at ext. 4482 or email ilusis@asha.org. 

Commenter: Mandigo, Debbie 
Organization: 

Date: August 7, 2004 

Comment: 


My friend has a seven year old son who is 80% 

deaf in one ear due to Golden Horse Syndrome. 

She is income eligible and has no insurance.  We 

are looking for an agency that would be able to 

help provide one hearing aid for him.  Please 

contact me if you know of such an agency that 

can help. 
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Commenter: Massey, Linda  
Organization: 

Date: August 3, 2004 

Comment: 


I vote AGAINST the proposal to extend the 

Medicare and Medicaid revision to allow more 

people to qualify for a cochlear implant.  This 

ia a typical example of misuse of federal funds 

(my tax money).  Just like the government to 

spend millions of dollars getting the horse 

before the cart!! Any one knowledgeable about 

cochlear implants can tell you the implant 

WITHOUT appropriate habilitation (oral program
 
with auditory training and speech therapy) 

following the implant does not allow the 

individual to learn to use the implant to its 

maximum benefit.  And there is no way in this 

world that the special education department in 

public schools is going to provide the needed 

therapy to children deaf children with cochlear 

implants!!!!!!!!!!!!!!!!!!!!!!!!!!  If these 

children could receive this intensive therapy for 

approximately 2 to 3 years, these children can be 

mainsteamed into the regular classroom and save 

the special education system thousands of dollars. 

But you cannot get these services for our special 

education students Believe me I know I have been 

fighting for these services for years and still 

have not recived them for my cochlear implant 

chils. 


Commenter: McReynolds, G. Walter 
Organization: Houston Ear Research Foundation 
Date: July 16, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  I am involved 
as the primary surgeon with Houston Ear Research 



 

 

 

Foundation, a cochlear implant center, which has 
been providing cochlear implants for over 21 
years. We have implanted and worked with over 
750 cochlear implant recipients, both pediatric 
and geriatric. We have seen the technological 
advances in cochlear implantation during the 
past 20 years and have observed candidacy 
criteria change during this time as a result of 
technological advances. As a result, we have 
also observed more individuals benefit from the 
cochlear implant technology and enrich the 
quality of their lives. Medicare eligibility 
guidelines for cochlear implantation must be 
revised. By revamping coverage language, CMS 
will: 
 1)improve outcomes among individuals 65 years 
and older. At our center, we routinely evaluate 
cochlear implant candidates over 65 years of 
age, many over 70, and even over 80. After 
receiving the cochlear implant, these 
individuals once again have been able to 
participate in family activities. We hear from 
their families that we have enriched their lives 
and returned their family members to them. 
 2) Align Medicare guidelines with FDA approved 
indication. It is well documented that the 
younger we implant babies, the better is the 
long-term results with cochlear implants. We 
have seen over and over again how implanting at 
12 months of age reduces the deficiency of 
hearing loss so by the time that child is school 
age, they are able to be mainstreamed without 
missing a beat. 
 3) Align more closely with audiological/medical 
standars generally accepted by the cochlear 
implant community. 
 4) Remove discrimination in coverage based upon 
payer or type of health insurance. 
 5) Promote enhanced quality of life, improved 
general health status, relief of depression and 
participation in health care decisions among a 
larger segment of the elderly with hearing loss. 

Technological advances and observed, improved 
patient outcomes have expanded the clinical 
parameters of cochlear implantation.  CMS last 
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revised coverage guidelines in April 1998. Since 
then, criteria for candidacy associated with 
post-implant outcomes have undergone 
considerable change. Foremost among those 
changes is the notion that higher pre-implant 
speech perception scores are associated with 
better post-implant outcomes in the adult 
population. Published literature strongly 
supports the validity of this assertion. 
A related issue, and one relevant to CMS program 
objectives of promoting access and eliminating 
health disparities, is the issue of age. 
Published literature supports the notion that 
there is no difference in cochlear implantation 
outcomes for seniors vs a younger population, 
that is, age is not a predictor of outcome or 
benefit. 
Additionally, there are other important factors 
related to this intervention: the impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the 
cost effectiveness of implantation. Hearing loss 
in elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons. Implantation has been found to 
provide cost effective benefits to recipients. 
I believe that Cochlear Americas' submission 
accurately represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise CMS coverage 
guidelines and support Cochlear Americas' 
request for a concomitant national coverage 
decision. I ask that you revise Medicare 
coverage language to reflect current eligibility 
standards. 
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Commenter: Meyer, Kym 
Organization: The Learning Center for Deaf Children 
Date: Wed, Jul 14, 2004 2:51 PM 
Comment: 

As an audiologist working with children and 
adults with cochlear implants, it is important 
that we give people the quality of life they are 
searching for in conjuction with what is 
approved by the FDA. 

At present, Medicare pays for cochlear implants 
for people with no 
greater than 30% sentence recognition in the 
best binaurally aided 
condition. FDA guidelines, however, allow 
cochlear implantation for 
people with up to 60% sentence recognition in 
the best binaurally aided 
condition and up to 50% aided sentence 
recognition in the ear to be 
implanted. Therefore, elders with 30-50% 
sentence recognition fall 
within the FDA guidelines for implantation but 
can not get Medicare 
coverage for it. The FDA guidelines are based 
on a body of research 
showing that individuals with cochlear implants 
achieve, on the average, 
better than 60% correct sentence recognition. 
Elders with 30-50% 
sentence recognition scores have to hope for 
their hearing to 
deteriorate, while not hearing enough to 
converse in the meantime. 

Please reconsider approving Medicare funding 
consistent with the FDA approved guidelines for 
cochlear implants for our elders. Thank you. 



   
 

 

 

 

Commenter: Moland, Rene, M.S. 
Organization: Atlanta Cochlear Implant Group 
Date:   July 19, 2004 
Comment: 

I am writing to support the review of the 
cochlear implantation coverage guidelines for 
Medicare recipients. I have worked as a 
cochlear implant audiologist since 1988.  I have 
see the numerous changes in the eligibility 
guidelines and the amount of benefit received by 
cochlear implant recipients.  Today, cochlear 
implant patients routinely enjoy word 
understanding scores of 85% and better after 
surgery. These patients are able to live 
independently, make and receive telephone calls 
and freely communicate with friends, family and 
health care providers. Cochlear implant 
patients use this improved speech understanding 
ability to maintain social contacts, attend to 
personal business and participate in their own 
health care decisions. Current Medicare 
guidelines require a patient to have 
significantly poorer speech discrimination 
ability than is recommended by the Food and Drug 
Administration.  There is ample data to support 
the use of cochlear implantation in patients 
with severe to profound hearing loss. The 
social isolation and depression can be crushing 
for many hearing impaired people. Patients who 
have been wearing hearing aids up till the time 
of implant surgery have a higher level of 
success. Also, patients with higher speech 
discrimination ability remain in the mainstream 
of society and subsequent cochlear implantaion 
allows them to avoid the heavy emotional toll 
associated with understanding less than one- 
third of what they hear.  Further, currently 
most third party payors use the FDA guidelines 
for cochlear implantation coverage, speech 
discrimination ability of less than 50% of 
sentence material.  The Medicare quideline for 
coverage is less than 30% word understanding of 
sentence material. Therefore a patient still 
working and covered by a employers health plan 
can receive a cochlear implant where a taxpayer 
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on Medicare with the exact same audiogram and 
speech discrimination ability can not receive 
the enormous benefits of a cochlear implant. 
This is effectively coverage discrimination 
against Medicare recipients. Based upon my 
clinical experience,the overwhelming published 
data supporting cochlear implantation in 
patients with pre-surgical speech discrimination 
scores up to 50% correct, and the current FDA 
guidelines recognizing the benefit of 
implantation in patients with pre-surgical 
speech understanding scores up to 50& correct I 
strongly recommend the Centers for Medicare and 
Medicaid Services review and change the 
guidelines for cochlear implantation to mirror 
the FDA approved indications. 
Thank you for your time and thoughtful review of 
my comments. 

Commenter: Neidigh, Verna 
Organization: Self Help for Hard of Hearing People (SHHH) 

Date: August 9, 2004 

Comment: 


I'm excited that Medicare's cochlear implant (CI) 

coverage may be expanded to include younger 

children and more seniors.  This gives me hope that I 

may at last be accepted as a Cochlear Implant 

candidate. 


Thank you for this opportunity to comment. 




 
 

   
  

 

Commenter: Nielsen, David R., MD, FACS 
Organization: American Academy of Otolaryngology 

Head and Neck Surgery 
Date: August 4, 2004 
Comment: 

(See next page) 
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Commenter: Payne, Stacy M.A., CCC-A 
Organization: University of Miami 
Date:   July 28, 2004 
Comment: 

I am writing regarding the issue of expanding 
candidacy criteria for a Medicare/Medicaid user 
to receive a cochlear implant.  I am an 
audiologist who works in the field of cochlear 
implants and know the benefits they can provide 
an individual. Current criteria for your 
organization grossly limits those individuals who 
can receive a cochlear implant. Your guidelines 
are markedly below the FDA guidelines AND could 
be considered discrimination since you are not 
allowing individuals who have Medicare/Medicaid 
to receive a cochlear implant that could 
otherwise do so if they had another insurance. 
Cochlear implants not only improve hearing but 
also a quality of life improvement by allowing 
recipients to have improved social lives, better 
relationships with significant others as well a 
allowing some individuals to rejoin the 
workforce. Denying someone a cochlear implant 
because of a restricted guideline is NOT 
acceptable and we strongly urge you to change the 
candidacy criteria. 

Commenter: Peters, Kimberly 
Organization: Western Washington University 
Date:   August 9, 2004 
Comment: 

I am writing to support the request for a 
national coverage determination recently 
submitted by Cochlear Americas.  Medicare 
eligibility must be revised to match current FDA 
eligibility standards.  This revision will 
enhance quality of life, improve general health, 
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and increase participation in health care 
decisions for elderly individuals with hearing 
loss. 

It is well supported in the literature that 
hearing loss in the elderly significantly 
contributes to perception of poor general health, 
feelings of depression, social isolation, and 
reduction in function. It has also been well- 
documented that cochlear implants provide speech 
perception benefit to individuals with severe to 
profound hearing loss, regardless of age. 
Several studies have demonstrated that quality of 
life is significantly improved for implanted 
individuals, and that cochlear implants are a 
cost-effective treatment for severe to profound 
hearing loss, even in elderly individuals. 

As a rehabilitative audiologist, I have had the 
opportunity to work with numerous children and 
adults who use cochlear implants, and have seen 
the tremendous benefit first-hand.  Patients 
report reduced stress during interactions, less 
fatigue at the end of the day due to decreased 
listening effort, increased confidence and 
greater social interaction post-implantation. 
Aural rehabilitation focused on "active 
listening" has been shown to have a positive 
benefit for older individuals with hearing loss. 
This kind of listening approach is often possible 
only through the use of a device such as a 
cochlear implant, which can provide much greater 
access to speech and language than traditional 
amplification. 

I urge you to revise CMS coverage guidelines to 
facilitate much needed access to this beneficial 
technology. 
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Commenter: Peterson, AnnaMary  
Organization: 

Date: August 3, 2004 

Comment: 


I support Cochlear America's request for a 

national coverage determination regarding the 

eligibility guidelines for cochlear implantation. 

I would in a large medical facility which has an 

active cochlear implant program. We have well 

over 300 patients. It is unfair to our patients 

to tell them that if they were just a few days 

younger they could have qualified for an implant 

but since they are now Medicare age, they no 

longer qualify for coverage. That is very 

discriminatory for our older popupation! This is 

sometimes also true for our Medical Assistance 

patients. It certainly reflects poorly on our 

governmently health care programs. In addition to 

the discrimination that this causes our elderly 

and low income populations, it prevents those 

individuals imporved hearing and increased 

ability to communicate. Improved communication 

enhances an individual's quality of life, lessens 

depression and allows individuals to take a more 

active part in their health care and financial 

decisions in their later years. Please look 

positively on this request and bring the 

eligibility guidelines for Medicare and Mecical 

Assistance into line with the FDA apprved 

indications. Thank you for considering this 

important issue. 


Commenter: Peterson-Combs, Mary 
Organization: Spectrum Health Butterworth 
Date:   July 27, 2004 
Comment: 

As an audiologist involved in the fitting and 
programming of cochlear implants, I felt it was 
necessary that I comment on the request to bring 
Medicare guidelines in line with current FDA 
guidelines. 
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Improved technology has greatly enhanced 
successful use of the device. My patients, 
either young or old, receive considerable benefit 
and tell me they "would never go back to how I 
was before." The cochlear implant "has given me 
my life back." They are able to communicate with 
family and friends.  Young deaf children are able 
to develop speech and language on par with their 
age peers with the learning gap lessened by their 
use of the implant. 

Current FDA guidelines state that age guidelines 
for children should be 12 months of age or 
older. These youngsters make up the language 
learning gap quite quickly and are able to join 
their normally hearing peers in regular education 
classes often before kindergarten. 

Current adult FDA guidelines allow for better 
speech perception scores prior to cochlear 
implantation.  These adults with better pre- 
operative speech perception outperform those with 
little or no speech perception.  Often within a 
month of having their device activated they are 
talking on the telephone and participating in the 
social and occupational aspects of their lives 
with ease. 

Our center has implanted 43 children and 42 
adults in the past 2 years. Our experience with 
these patients confirm that the FDA guidelines 
are appropriate selection criteria.  Persons with 
better speech perception skills or shorter length 
of deafness do much better than those who have 
been deaf longer or have very poor speech 
perception skills. 
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Commenter: Portis, Terry D., Ed.D. 
Organization: Self Help for Hard of Hearing People (SHHH) 

Date: August 9, 2004 

Comment: 


I am writing in support of the national coverage 

decision that has been requested by John 

McClanahan of Cochlear Corporation. 


Self Help for Hard of Hearing People (SHHH) is the 

nationÆs largest membership organization for 

people with hearing loss. We have almost 300 

affiliates throughout the United States, publish a 

national magazine, and administer a website 

(hearingloss.org). Through a special division, the 

Cochlear Implant Association, SHHH provides 

special services and supports for individuals who 

have benefited from this important technology. 


SHHH is very concerned that seniors who would 

qualify for the medical device under FDA 

guidelines are being refused because they do not 

meet the more restrictive CMS guidelines.  We find 

this incongruence to be confusing and frustrating 

to seniors. 


SHHH is hopeful that better hearing will be viewed 

as an essential ingredient to health and well 

being for people with hearing loss.  Interaction 

with peers, family members, and community 

participation tend to be more restricted as 

hearing loss worsens. Additionally, safety issues
 
such as listening to a doctorÆs instructions and 

emergency alerting are at risk with hearing 

impairment.  We ask that these quality of life 

issues be carefully considering in weighing this 

decision. 


We appreciate your time and consideration for this 

very important issue. 
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Commenter: Rhoades, Julie 
Organization: Penn State Milton S. Hershey Medical Center 
Date: July 16, 2004 
Comment: 

This is letter is written in support of a 
revision in Medicare eligibility guidelines for 
cochlear implantation.  It is not uncommon to 
work with a patient who has been a part of the 
hearing community for their entire life and is 
now succumbing to depression, a decrease in well-
being and quality of life, social isolation and a 
reduction in functional capacity due to their 
hearing loss.  As an implant center it is 
disheartening to find that traditional 
amplification is no longer appropriate for them, 
to tell them that they are a candidate for 
cochlear implantation by FDA criteria, but that 
they are NOT a candidate by MedicareÆs criteria 
and therefore cannot be implanted.  Advances in 
technology have resulted in considerable change 
for post-implant outcomes since the last CMS 
guideline revision in 1998. It is time to no 
longer deny hearing impaired seniors the benefits 
of a cochlear implant available to other ages of 
patients through other insurance carriers. 

I believe that Cochlear AmericasÆ submission 
accurately represents current cochlear implant 
literature and provides a platform for change.  I 
agree with the need to revise CMS coverage 
guidelines and support Cochlear AmericasÆ request 
for a concomitant national coverage decision.  I 
ask that you revise Medicare coverage language to 
reflect current eligibility standards. 
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Commenter: Sauter, Todd  
Organization: UMass Memorial Medical Center 
Date: August 4, 2004 
Comment: 

I am writing to strongly request that Medicare 
eligibilty guidelines for cochlear implantation 
be revised. Cochlear implantation has advanced 
technologically the past 20 years to the point 
where a much larger group of the hearing impaired 
population can benefit greatly form the device. 
There was once a misperception held by many, 
including myself, that elderly patients may not 
receive the same benefits from cochlear 
implantation as younger patients. Published 
literature has proven this to be incorrect and 
that older patients receive all of the same 
benefits as younger patients. Published 
literature also shows that untreated hearing loss 
can affect the overall health of patients, 
especially seniors, including depression and 
reduced functional capacity. Implantation and 
other aural rehabilitation have been shown to 
reduce or eliminate these affects. I strongly 
support the submission by Cochlear Americas to 
revise current Medicare coverage to more 
accurately reflect the current standard of care. 
Thank you. 



 
 

 

 

 
 

 

 

Commenter: Roberson, Jr., Joseph B. M.D., 
Stidham, Katrina M.D., 
Tonokawa, Lisa M.S.,  
Pitt, Cache M.S., 
Highlander, Rebecca M.A. 

Organization: 
Date: August 2, 2004 
Comment: 

We, the undersigned, are writing to you today to 
indicate our support for changing MedicareÆs 
guidelines for cochlear implants to match those 
of the Food and Drug Administration.  This is 
essential if we are to provide good clinical 
care to our patients as the FDA guidelines are 
the accepted standard of practice within the 
cochlear implant field. 

We are physicians and clinicians who work with 
cochlear implant patients and conduct cochlear 
implant research on a daily basis, and believe 
we are qualified to provide support for the 
document recently sent to you by Cochlear 
Americas.  In our opinion, this document 
represents current cochlear implant literature 
and provides an accurate representation of what 
we see and experience daily with elderly 
patients in our clinics. 

We are fortunate to witness the profound change 
that occurs in a personÆs life when they receive 
a cochlear implant. This occurs for patients of 
all ages; elderly patients are just as likely to 
demonstrate excellent speech recognition skills 
after receiving a cochlear implant as are 
younger patients. In fact, we are often amazed 
by the excellent speech recognition skills of 
our more senior patients and are also amazed by 
the ease at which they adapt to their device. 

We have experienced first hand the reported 
finding that patients who demonstrate öbetterö 
speech recognition skills preoperatively 
(sentence scores ranging from 30-50% correct) 



 

 

 

 

 
 

perform better post-operatively, even if they 
are elderly. Although such patients demonstrate 
some useable hearing, they struggle to 
communicate in almost all listening situations 
prior to receiving a cochlear implant. 
Unfortunately, waiting until a patient's speech 
recognition falls below 30% will not only 
prolong their poor communication but will also 
increase their duration of deafness and may 
actually lead to decreased performance with a 
cochlear implant. 

Senior citizens who receive a cochlear implant 
often demonstrate a profound improvement in 
their personality and outlook on life as the 
implant allows them to participate in important 
conversations with family and friends.  The 
implant may also allow senior citizens to live a 
more independent lifestyle by decreasing their 
dependency on spouses, children, and other 
family members for communication with others 
(e.g., doctors). Importantly, improved 
communication enables senior citizens to be 
active participants in many aspects of their 
lives, including management of their own health 
care decisions. 

 Elderly cochlear implant candidates are 
required to meet the same pre-operative 
audiological, medical, and psychological 
criteria as younger candidates.  In addition, 
they are able to manage both the post-operative 
fitting as well as the aural rehabilitation that 
are keys to success with such a device. 
Research, as well as our clinical experience, 
has shown that elderly patients receive the same 
benefits to speech understanding as younger 
patients do with a cochlear implant. 

As physicians and clinicians, we believe it is 
extremely important for us to be able to treat 
all of our patients equally, and to not 
discriminate against a patient based on 
insurance coverage. That is, all patients who 
have sentence recognition scores up to 50% 
correct should be covered for cochlear 
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implantation whether they have Medicare or 
traditional insurance.  At the present time, if 
a patient has Medicare coverage, we are faced 
with the difficult task of explaining to the 
patient that the FDA guidelines do not currently 
apply to his/her case. 

We ask that you support our request to expand 
MedicareÆs current cochlear implant guidelines 
to match those recognized by the FDA.  This 
would mean approving cochlear implants for 
patients whose sentence recognition scores fall 
at or below 60% in the best aided condition and 
at or below 50% in the ear to be implanted. 
Doing so will enable us to provide non- 
discriminatory clinical care to our elderly 
patients, may enhance their performance with the 
device, and will make it possible for many of 
our patients to live productive, interactive 
lives. 

Commenter: Shelton, Clough MD., FACS 
Organization: American Otological Society, Inc. 

Date: August 9, 2004 

Comment: 


(See next page)
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Commenter: Snyder, Mary 
Organization: 

Date: July 27, 2004 

Comment: 


Our daughter, Sarah, has been hearing impaired 

since she was two years old. Now thirty, and 

very accomplished, she experienced a sudden and 

almost total loss of the hearing she had left
 
about three months ago. After trying several 

drug therapies which didn't help, she opted for 

cochlear implant surgery on May 17.  She is now 

learning to interpret the many sounds she never 

heard because the quality of the implant sound is 

so superior to what she was able to get from even 

a sophisticated hearing aid. We urge you to make 

this wonderful technology available to anyone who 

could benefit from it.  We feel strongly that it 

especially important to implant the very young 

when they are first identified as hearing 

impaired, while they are learning to speak and 

communicate. We know this is a difficult time to 

set health care priorities, but urge you to 

review the research concerning cochlear implants 

and act to help persons who could truly benefit 

from your decision. 


Commenter: Steenerson, Ronald Leif, M.D. 
Organization:  Atlanta Ear Clinic 
Date:   July 19, 2004 
Comment: 

To Whom it may Concern, 
I am writing to comment on the revision of 
Medicares coverage policy for cochlear 
implantation.  I am a neuro-otologist and have 
performed over 500 cochlear implant surgeries in 
my career. I find cochlear implants to be the 
most emotionally rewarding area of my practice. 
Patients with severe to profound neurosensory 
hearing loss face isolation, depression  and 
estrangement from friends and family.  More and 
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more often we see patients living productive, 
vital lives well into their eighth decade.  My 
own mother lived to be over 102!  Also, there 
are many advantages when performing surgery on a 
patient who is emotionally sound and able to 
participate in their own treatment program.  The 
currently guidelines for cochlear implantation 
in adults as published by the Food & Drug 
Administraion is speech discrimination ability 
up to 50% correct using appropriate hearing 
aids. However, the Medicare guideline is speech 
discrimination ability up to 30% correct.  This 
disparity in the guidelines means Medicare 
recipients must suffer the effects of severe to 
profound hearing loss much longer than for 
patients covered by private insurance. In the 
case of the elderly population the time waiting 
for the hearing to decline to 30& word 
understanding may also see the decline of their 
physical and emotional health.  I strongly 
encourage you to amend the Medicare quidelines 
for cochlear implantation to reflect the FDA 
approved indications and give seniors the same 
access to cochlear implants enjoyed by patients 
under 65. Thank you very much for your 
attention to this important issue. 

Commenter: Sullivan, Timothy  
Organization: Federal Labor Relations Authority 
Date: August 2, 2004 
Comment: 

I am 42 year old attorney employed with a federal 
government agency.  My hearing began to decline 
in my early 20's.  However, I was able to 
complete undergraduate and law school with the 
assistance of hearing aids.  My hearing remained 
relatively stable until my late 30's, when it 
began to decline dramatically.  It became 
difficult, if not impossible, for me to converse 
on the telephone.  It also became increasingly 
difficult to perform my duties in a courtroom 
(which involves litigating cases before 
administrative law judges).  At the age of 41 I 
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was implanted with a nucleus 24 implant from 
Cochlear. I cannot begin to describe the impact 
this technology has had on my life.  I am once 
again able to use the telephone (cell phones 
included) and to perform all aspects of my job. 
My speech discrimination in a soundproof booth 
(without lipreading) with background noise is now 
about 95% - whereas before the implant it was 
down to about 20%. I cannot imagine what it 
might have been like to grow older without having 
the implant.  For me, the implant has completely 
changed my life - both in a practical and an 
emotional sense.  I once again enjoy interacting 
with others, going to movies, and doing all the 
other things that hearing people do.  Finally, I 
would note that I have seen first-hand the 
devasting effects that hearing loss can have on 
the elderly (in terms of a sense of isolation and 
loss of self sufficiency). When anyone, 
including the elderly, understand less than 50% 
of speech, those devasting effects begin to take 
their toll. - - Thank You 

Commenter: Thompson, Margaret 
Organization: Self Help for Hard of Hearing People, Inc. 

Date: August 7, 2004 

Comment: 


I support a change in CMS policy to revise 

current Medicare coverage language to match FDA 

approved indications. I have a coclear implant 

and have served as a state coordinator for SHHH 

in Louisiana. There are many people who would 

benefit as I have from cochlear implants, but 

are inelgible due to the current policy. 


Thank you for letting me submit my opinion. 




 

 

 

 

 

 

 

 

 

Commenter:  Vaden, Katie 
Organization: Indiana University School of Medicine 
Date:   August 9, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas.  Medicare 
eligibility guidelines for cochlear implantation 
must be revised! Revising the coverage language 
for cochlear implantation will allow CMS to: 
╖ Improve outcomes among individuals 65 
years and older; 
╖ Align Medicare guidelines with FDA 
approved indications; 
╖ Align more closely with 
audiological/medical standards generally accepted 
by the cochlear implant community; 
╖ Remove discrimination in coverage based 
upon payer or type of health insurance; 
╖ Promote enhanced quality of life, 
improved general health status, relief of 
depression and participation in health care 
decisions among a larger segment of the elderly 
with hearing loss. 

Technological advances and observed, improved 
patient outcomes have expanded the clinical 
parameters of cochlear implantation. CMS last 
revised coverage guidelines in 
April 1998. Since then, criteria for candidacy 
associated with post-implant outcomes have 
undergone considerable change. Foremost among 
those changes is the idea that higher pre-implant 
speech perception scores are associated with 
better post-implant outcomes in the adult 
population. 

Published literature strongly supports the 
validity of this assertion. A related issue, and 
one relevant to CMS program objectives of 
promoting access and eliminating health 
disparities, is the issue of age. Published 
literature supports the notion that there is no 
difference in cochlear implantation outcomes for 
seniors versus a younger population, that is, age 
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is not a predictor of outcome or benefit. 

Additionally, there are other important factors 
related to this intervention: the impact of 
hearing loss on general health and quality of 
life particularly in older patients, and the cost 
effectiveness of implantation. Hearing loss in 
elderly patients is known to contribute to 
depression, a subjective decrease in well-being 
and quality of life, social isolation and a 
reduction in functional capacity. Aural 
rehabilitation, including cochlear implantation, 
has been shown to decrease depression and 
increase a sense of self-worth in hearing 
impaired persons. Implantation has been found to 
provide cost effective benefits to recipients. 

I believe that Cochlear AmericasÆ submission 
accurately represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise 
CMS coverage guidelines and support Cochlear 
AmericasÆ request for a concomitant national 
coverage decision. I ask that you revise Medicare 
coverage language to reflect current eligibility 
standards. 

Commenter:  Vidgoff, Sandra 
Organization: 

Date:   August 9, 2004 

Comment: 


I am writing in support of much needed request 

for Medicare eligibility guidelines for cochlear 

implantation. Medicare eligibility guidelines 

for cochlear implantation must be revised and 

this should be done immediately for future 

Medicare patients who seek cochlear implantation. 


Before I had my Cochlear Implant, my profound 

hearing loss was 90 to 100% (hearing loss since 

birth).  I had my surgery on December 12, 2003. 

The hook up for mapping was on January 16, 17, 

2004. I was forced to pay out of my pocket 




 

 

 

 

 

 

expenses a total of $59,281.00 with 20% in cash. 
Medicare paid for the mapping every time I 
visited at UCSF.  Medicare turned me down 
because I was tested at the 50% level.  I met 
all other Medicare guidelines for the surgery 
coverage yet Medicare only paid for the mapping, 
not the cochlear implant surgery. When I had the 
cochlear implantation at 70 years old,  I 
strongly felt that I was treated unfairly as a 
senior citizen because I was already qualified 
for the Cochlear Implant. 

I feel there that there has been some gross 
discrimination against senior citizens having 
coverage for the attendant surgery and post 
operative care. Medicare should provide 
coverage for Cochlear Implant which is a 
sophisticated and an advanced surgery and 
requires post operative care. 

öThe fact that my hearing loss has worsened over 
the past 2 years, and the prohibitive financial 
hardshiup without Medicare assistance, a waiver 
of the 30% rule is warranted, especially in 
light of the slight deviation involved (50 % 
versus 30% comprehension). Stated simply, the 
cochlear implant was attained to help improve my 
hearing comprehension and speech. 

A letter from the Center of Medicare and 
Medicaid Services dated Janaury 25, 2004 stated 
that Medicare does not pay for "hearing aids". 
This was a cochlear impantation surgery I 
sought, not to purchase new hearing aids. 
This error on your part is not acceptable and 
was explained to you that the coverage was to be 
for implantation of cochlear implant. I made no 
reference to "hearing aids". This was simply a 
cochlear implant surgery. 

Medicare didn’t handle my case properly as I had 
to pay out of my own pocket expenses when I was 
scheduled for surgery. 

Please reconsider my request to be refunded for 
the cost of the cochlear implant surgery. 
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Commenter: Walsh, James T., Member of Congress  
Ryun, Jim, Member of Congress 
McCarthy, Carolyn, Member of Congress 
Capps, Lois, Member of Congress 

Organization: House of Representatives 
Date: July 23, 2004 
Comment: 

(See next page) 
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Commenter: Walsh, Thomas P.  
Organization: Advanced Bionics Corporation 
Date: August 6, 2004 
Comment: 

(See next page) 
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Commenter: Williams, Andrea 
Organization: Vanderbilt Bill Wilkerson Center 
Date:   July 22, 2004 
Comment: 

I am writing to support the request for a 
national coverage determination (NCD) that was 
recently submitted by Cochlear Americas.  I 
believe that it is critical that Medicare 
eligibility be revised in order to include 
cochlear implants.  The benefits of doing so are 
numerous and include: bringing Medicare 
guidelines up to date with FDA approved 
indications and audiological and medical 
standards, removing discrimination in coverage 
based on payer or type of health insurance, and 
most of all, promoting a higher quality of life 
for the large population of the elderly that 
suffer from hearing loss.
     Since CMS last revised coverage guidelines 
in April of 1998, cochlear implant technology 
has become available to a wider spectrum of 
patients thanks to studies which support the 
notion that higher pre-implant speech perception 
scores are associated with better post-implant 
outcomes.  This has led to improved quality of 
life for many individuals suffering from hearing 
loss, including many 65 years and older.  In 
fact, the recent literature advocates the use of 
cochlear implants in the elderly and asserts 
that there is no difference in outcome for 
seniors versus a younger population.
     I am in strong support of Cochlear Americas 
submission, which I believe is based on a sound 
body of literature regarding the benefits and 
applications of cochlear implant technology.  I 
agree with the need to revise CMS coverage 
guidelines and support Cochlear Americas request 
for a concomitant national coverage decision.  I 
ask that you revise Medicare coverage language 
to reflect current eligibility standards. 



  
 

 

 

 

 

 

Commenter: Williams, Debra E., Au.D. 
Organization: Atlantic Coast Ear Specialists 
Date:   July 28, 2004 
Comment: 

I am writing in support of the request for a 
national coverage determination (NCD) recently 
submitted by Cochlear Americas. This is a 
request to revise Medicare eligibility for 
cochlear 
implantation. Currently, the FDA guidelines 
suggest word recognition of less than 50% to 
qualify 
for implant. Medicare maintains a stricter 
guideline of 30%. This leads to discrimination 
against 
seniors with Medicare who would qualify for 
cochlear implantation with other insurances. 

I have experience in cochlear implantation with 
all ages and have found that quality of life is 
greatly enhanced. Seniors who may also be 
experiencing decline in vision especially need 
the best 
hearing possible. Often, hearing loss may 
contribute to increased symptoms of confusion or 
be 
mistaken for memory loss. If a senior does not 
hear, he or she cannot be expected to remember 
information. 

In studies done at various centers, age of post- 
lingually deafened adults does not predict 
outcome 
or benefit. However, length of deafness may play 
a role. Therefore, if seniors are required to 
wait 
longer with poorer hearing ultimate benefit from 
an implant may be less. 

Hearing loss is known to contribute to a sense 
of isolation and depression, both causes of 
concern 
with seniors. With Americans living longer than 
ever, it is important to ensure the best quality 
of 
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life possible. Cochlear implantation can help 
contribute to a better quality of life. 

Lastly, studies have shown that implanting 
patientÆs with higher speech recognition scores 
can 
result in improved post-implant scores. Here 
again, forcing seniors to wait until scores are 
lower 
can impact the ultimate outcome. 

In summary, I believe that Cochlear AmericasÆ 
submission represents current cochlear implant 
literature and provides a platform for change. I 
agree with the need to revise CMS coverage 
guidelines and support the request for a 
national coverage decision. I ask that you 
revise Medicare 
coverage language to reflect current FDA 
eligibility seniors. 

Thank you for your attention to this important 
matter. 

Commenter: Yerman, Howard,  MD, FACS 
Organization: 

Date:   July 26, 2004 

Comment: 


Please consider a favorable response to this very 

important issue. 


Cochlear implantation for infants who are born 

deaf has changed the world for these children, 

their families, and society in general.  The 

benefit is just as important for adults with 

hearing loss who meet criteria for implantation. 


As the father of a 3 year old girl with 

congenital deafness (who was implanted at age 12 

months in accord with to FDA guidelines), I can 

personally attest to the miracle of cochlear 

implantation.
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As an Otolaryngologist, I can assure you that 
without Medicare (CMS) supporting this device, 
families such as mine are going to continue to 
have a very difficult time convincing their 
private insurance companies of the importance of 
covering this life-altering technology. 

Please do not limit access to cochlear implants. 
I urge your support. 

Commenter: Zander, Donna 
Organization: 

Date: August 9, 2004 

Comment: 


I am writing today to support the request for a 

national coverage determination recently 

submitted by Cochlear Americas. I think that 

Medicare eligibility standards and guidelines for 

cochlear implants should be revised. Medicare 

guidelines should align with current FDA approved 

indicators. Cochlear implants can only enhance 

the quality of my life. 


In June 2001, audiology tests revealed I was at 

65 db in both my left and right ears. It is then 

that I was diagnosed with Autoimmune Inner Ear 

Disease (AIED). In May 2004, I knew something 

very wrong had happened. An audiology test 

revealed I had 55 db in the right ear and 65 db 

in the left ear. I had three treatments of
 
steroid into my inner right ear. 


In July 2004 I felt I had lost more hearing and 

the volume of my tinnitus had doubled. Within a 2 

+ week period I dropped to 0 db in my right ear. 
IÆm now considered profoundly deaf and non- 
functioning in my right ear. 

To say I am depressed and overwhelmed is an 
understatement. I am only 50 years old and the 
impact of this hearing loss is devastating. The 
quality of my life is zero. 
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I feel socially isolated and am non-functioning 
in a hearing world. I can no longer hear my 
daughters voice. 

In just these past three weeks I have already 
noticed the beginning of the loss of some of my 
linguistic skills 

So I reiterate, please consider the revisions 
being put forth regarding cochlear implants by 
CMS and support Cochlear Americas new coverage 
guidelines. Please revise Medicare coverage 
language to reflect existing eligibility 
standards for cochlear implants and cochlear 
implantation by the FDA. 

Commenter: Zwolan, Teresa, Ph.D., et. al 
Organization: Group of Concerned Cochlear Implant Audiologists 
Date:   July 20, 2004 
Comment: 

We, the undersigned, are writing to you today to 
indicate our support for changing MedicareÆs 
guidelines for cochlear implants to match those 
of the Food and Drug Administration.  This is 
essential if we are to provide non-
discriminatory  clinical care to our patients as 
the FDA guidelines are the accepted standard of 
practice within the cochlear implant field. 

We are clinicians who work with cochlear implant 
patients and conduct cochlear implant research 
on a daily basis, and believe we are qualified 
to provide support for the document recently 
sent to you by Cochlear Americas.  In our 
opinion, this document represents current 
cochlear implant literature and provides an 
accurate representation of what we see and 
experience daily with elderly patients in our 
clinics. 

We are fortunate to witness the profound change 
that occurs in a personÆs life when they receive 
a cochlear implant. This occurs for patients of 



 

 
 

 

 

 

all ages; elderly patients are just as likely to 
demonstrate excellent speech recognition skills 
after receiving a cochlear implant as are 
younger patients. In fact, we are often amazed 
by the excellent speech recognition skills of 
our more senior patients and are also amazed by 
the ease at which they adapt to their device. 

We have experienced first hand the reported 
finding that patients who demonstrate öbetterö 
speech recognition skills preoperatively 
(sentence scores ranging from 30-50% correct) 
perform better post-operatively, even if they 
are elderly. Although such patients demonstrate 
some useable hearing, they struggle to 
communicate in almost all listening situations 
prior to receiving a cochlear implant. 

Unfortuantely, waiting until a patient's speech 
recognition falls below 30% will not only 
prolong their poor communication but will also 
increase their duration of deafness and may 
actually lead to decreased performance with a 
cochlear implant. 

Senior citizens who receive a cochlear implant 
often demonstrate a profound improvement in 
their personality and outlook on life as the 
implant allows them to participate in important 
conversations with family and friends.  The 
implant may also allow senior citizens to live a 
more independent lifestyle by decreasing their 
dependency on spouses, children, and other 
family members for communication with others 
(e.g., doctors). Importantly, improved 
communication enables senior citizens to be 
active participants in many aspects of their 
lives, including management of their own health 
care decisions. 

 Elderly cochlear implant candidates are 
required to meet the same pre-operative 
audiological, medical, and psychological 
criteria as younger candidates.  In addition, 
they are able to manage both the post-operative 



 

 

 
 

 

 

 
 
 

 

 

 

fitting as well as the aural rehabilitation that 

are keys to success with such a device. 

Research, as well as our clinical experience, 

has shown that elderly patients receive the same
 
benefits to speech understanding as younger 

patients do with a cochlear implant.
 

As clinicians, we believe it is extremely 

important for us to be able to treat all of our 

patients equally, and to not discriminate 

against a patient based on insurance coverage. 

That is, all patients who have sentence 

recognition scores up to 50% correct should be 

covered for cochlear implantation whether they 

have Medicare or traditional insurance.  At the 

present time, if a patient has Medicare 

coverage, we are faced with the difficult task 

of explaining to the patient that the FDA 

guidelines do not currently apply to his/her 

case. 


We ask that you support our request to expand 

MedicareÆs current cochlear implant guidelines 

to match those recognized by the FDA.  This 

would mean approving cochlear implants for 

patients whose sentence recognition scores fall 

at or below 60% in the best aided condition and 

at or below 50% in the ear to be implanted. 

Doing so will enable us to provide non- 

discriminatory clinical care to our elderly 

patients, may enhance their performance with the 

device, and will make it possible for many of
 
our patients to live productive, interactive 

lives. 


Carolyn Brown, M.A. 

University of North Carolina 


Jill Firszt, Ph.D. 

Medical College of Wisconsin 


Kevin Franck, Ph.D. 

Children's Hospital of Philadelphia 




 
 

 

 

 

 

 

 

 

 

 
 

Annelle Hodges, Ph.D. 

University of Miami 


Laura Holden, M.A. 

Washington University 


Karen Iler-Kirk, Ph.D. 

Indiana University 


Dawna Mills, AuD 

House Ear Clinic 


Marilyn Neault, Ph.D. 

Harvard Medical School 


Jon Shallop, Ph.D. 

Mayo Clinic, Rochester MN 


William Shapiro, M.A. 

New York University 


Margaret Skinner, Ph.D. 

Washington University 


Lisa Tonokowa, M.A. 

California Ear Institute 


Teresa Zwolan, Ph.D. 

University of Michigan 
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