


DURABLE MEDICAL EQUIPMENT, PROSTHETICS,
ORTHOTICS AND SUPPLIES PROPOSED RULE

CONTINUED COVERAGE OF
OSSEOINTEGRATED IMPLANTS FOR
MEDICARE BENEFICIARIES
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O_<_m 100 - Hearing Aids and >co__+o_‘<_3_o_os+m %®< wo _mmcmo_ 11- 5 05; Effective:
11-10-05; Implementation: 12-12-05)

Certain devices that produce perception of sound by replacing the function of the
middle ear, cochlea or auditory nerve are payable by Medicare as prosthetic
devices. These devices are indicated only when hearing aids are medically
inappropriate or cannot be utilized due to congenital malformations, chronic
disease, severe sensorineural hearing loss or surgery.

The following are prosthetic devices . . .Osseointegrated implants, i.e., devices
implanted in the skull that replace the function of the middle ear and provide
mechanical energy to the cochlea via a mechanical transducer.



CMS re-examined the scope of the statutory hearing aid exclusion in light of
multiple benefit category determination requests in recent years.

CMS now purports to “consider all air or bone conduction hearing devices,
whether external, infernal, or implanted, including, but not limited to, middle ear
implants, osseointegrated devices, dental anchored bone conduction devices,
and other types of external or non-invasive devices that mechanically stimulate
the cochleq, as hearing aids. All of these devices provide traditional ‘aid’ to
hearing and are excluded in accordance with section 1862(a)(/7) of the Act.

I

Without explanation for reversing its position, CMS now opines that these devices
“do not replace the function of an internal body organ and thus are not
considered prosthetic devices under Medicare payment policy.”



Covered prosthetic devices are
“prosthetic devices (other than
dental) which replace all or part of
an internal body organ (including
colostomy bags and supplies directly
related to colostomy care), including
replacement of such devices, and
including one pair of conventional
eyeglasses or contact lenses furnished
subsequent to each cataract surgery
with insertion of an intraocular lens.”

42 U.S.C. § 1861(s)(8) (Emphasis
added)
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Consistent with the Social
Security Act’s definition,
osseoinfegrated implants are
prosthetics and replace the
function of the ear canal,
ossicular chain and the cochleaq.



Osseointegrated implants are the modality of last resort for
many patients and replace the function of the middle ear (or
in cerfain patients, the non-functioning cochlea).

» Candidates for osseointegrated implants do not gef benefit

from hearing aids.

Patients with conditions such as aural atresia and microtia will
be left without an effective option as they are not candidates
for traditional hearing aids.

Effectiveness well documented in 300+ clinical publications

Professional support for continued coverage of
osseointegrated devices from leading industry associations
(including AAQO, ACIA, AAA)

More than 40,000 US Recipients since FDA approval in 1995
More than 6,500 recipients 65+
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