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audible Innovations. 

1 une 19, 2002 

Document Mail Center, ODE, (HFZ-401) 
Center for Devices and RaAiologica4 Health 
g�nd and i~rug Admini5tlratian 

. -- 

9200 CorP,,rate Boulcvard - . 
. .r Rcsc9sville, Maryland 20854 . . 

"Request for ~:val~ioti ~g 
AUE~n1atic Class III De4i~;nution" under 513(~2~ ; 

Re; 1K0137.98 Trade Name: RetroX 

'1°0 )Wbom .It may Concern: 

..� 
L- IVI 

- _: 

The letter dated May 24, 2002, informed me a£ 
the tlot substantially equivalent determination 

and, the Class C1Y designation for tho ReuoX 
Furthertnare, the leceat stated that the 

RetcoX 

may be m candid-ate for Evaluation at Auto=tic 
Class III designatiav. 

I teyucst that the Retr'nX be evaluated 
for consideration aS a Clus` li clevicc with 

special 

controls in addition to general controls applicable 
to conventional Class I air conduction 

hearing aids. Clinical experience, audiolagieal 
in1"onnation, and supporting documentation 

previously submitted with 5 i 0(k) W013298 
supports this request. 

The successful clinical C7cPerience of 
the RettoX to date has been dependent 

.,upon the skills 

and teamwork of Trained Ear Surgeons and 
competent dispensers of conventional hearing 

aids . Proper medical and audioXogical 
screening, effective education and counseling 

of 

prospective wearers, and proper fitting of 
the RetroX tube have proven to be important 

aspects rciatavc to safety and cffectiveness . 

The attached S~Pa-ge document includes a 
complete discussion of the pro ,pased controls 

and a 

discussion of the potential betsefits of the 
device when compared to lhe potential or 

anticipated risks when the device is used as 
inteoded. The last page is an °da°ndurn Rumm`uy 

of the proposed controls to facilitate review 
and processing . 

please c a11 me with any quastiom . I can be reached at 781-632-8742- 

Sincerely, 

Davit! J ~aVax'oli, Jr_, President 
r auri4 Izejj~g systen,s, ivic . -Z., 

- 6C1U(1 f-:lirvfc+v nvcnv4. SUitc 1200- Chnrlotia. NC VM0 
Pttasic : I-906-US-AllRlC 
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