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I-lonorablc Donna Sl1aldr! 
Sccrctary of I-Icalth 2nd r Iuman Scr\,iccs 
200 Indcpcndcncc Avcnx, S.W. Rcicrm 6 151; 
Washington, D.C. 2020 I 

Dear Sccrctary SIlalal2: 

I am a small business o\i’ncr in %mik, B7 a? providing 
hearing health cart scrviccs ((3 the arca’s hearing impaired. I am very conccrnc(; that the 
Food and Drug Administration (FDA) is reportedly advocating changes to the current 
hearing aid regulations that would dramatically increase the cost of hearing health cxc and 
rcducc access to hearing health cart providers. Plcasc take the time to consider the impxt 
of this proposed hearing Gd rule on the nation’s hearing-impaired and on the nation’s small 
business hearing health cnrc providers, as rcquircd by the Small Business Regulatory 
Enforccmcnt Fairness Act (S13REFA). 

I-Ig:ing hcnlth cart providers lilac m\ have been working with the FDA since 1993 to 
st&amlinc the current FDA hearing alJ regulations. Now, just weeks bcforc the election of 
a IICW Administration, FDA is rushing to pu! forth a proposal that could climinatc hearing 
aid spcciaiists like mc from the mnrkc.tplacc. FDA rcportcdly favors allowing each state 
to dctcrmine the conditions for dispensing hearing aids. This will crcntc inconsistency and 
confusion and will lnunch a 50-state ci‘fort by audiologists to install thcmsclvcs as the sole 
gatckccpcrs to hearing hc~lth cart LVII lout any medical or health policy justification. 

As you may have seen, the AARP rcccntly published a Cotwttw Guide lo Z/ctit.itl,q ,di~Is 
which found that “almost c\xryonc wiih a hearing loss hears better with a hearing aid, yet 
dy 20 pcrccti’ of those who need ~1 hearing aid have enc.‘! Plcasc don’t icr the i-i),‘\ crcct 

unwarranted barriers to this safe and cffectivc medical device. 

proposed hearing aid rule. 
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