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w {,I am a small business owner in Merced, CAproviding hearing he. tthaIe serv1ces to the
. are s’hearmg impaired. T am very concerned that the Food and Drug Administration

ok (FDA) is reportedly advocating changes to the current hearing aid regulatlons that would
dramatlcaﬂy increase the cost of hearmg health care and reduce access to ‘hearing health
(L care prowders Please take the time to consider the nnpact of this proposed hearmg ald
. rule on the nation's hearing-impaired and on the nation's small business hearing health ~~
o care prowders, as reqmred by the Small Busmess Regulatory Enforcement Fairness Act

. (SBREFA) ‘

S Hearmg health care prov1ders hke me have been workmg Wlth the FDA since 1993 to
- streamline the current FDA hearing aid regulations. Now, just weeks before the election
~of anew Adxmmstratlon, FDA is rushing to put forth a proposal that could eliminate ' '
~ hearing aid specialists like me from the marketplace. FDA reportedly favors allowing ~ =~~~
 each state to determine the conditions for dispensing hearing aids. This will create
~ inconsistency and confusion and will launch a 5 0-state effort by audlologlsts to install
. themselves as the sole gatekeepers to heanng heahh care WIthout any medical or health
. 1~’,f’pohcy Justlﬁcatlon ; ,

e 5 ;; As you may have seen, the ecently pubhsh 'onsumer Gulde to Heanng Aids -
. which found that "almost everyone with a hearing loss hears better w1thma hearing aid,yet -

2 ’only 20 percent of those who need a hearing aid have one." Please don't let the FDA
LR ,""’erect unwarranted barners to thlS safe and eﬂ'ect e inedxcal deV1ce -

k Renee Garrett
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