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1)F?PARTMSNT U(' kiHA1:1'H & HUMAN SEIMCES Public I Icalth Service 

Food end Drug AQminisrrakion 
9200 Corporate Boulevard 
Rockville MD 20850 

AUG 2 o zooZ 
David 1. Navaroli, Jr, 
President 
1Auric Hearing Systems, Inc. 
G(}U0 Naiivicw Avenue, Suite 1200 
Charlotte, NC'. 2$21(1 

Re: KO 13299 RetroX 
Automatic Evaluation of (.'.lEa.;s ITi Desipnatinn 
Rcgulation Number : 21 (,'Fit 874.3340 
Regulation Name_ 'I'ranscutanenus Air Conduction Hearing Aid System (I'AC14AS) 
ltcgulaiory Class: C;luss 11 
Product Code: NIX 

Doar Mr. Navaroli : 

Thc Center for Devices and Radiological Health (C D1211) of the Food and Drug Administrzition 
((=I)/i,) bas completed its review of your petition for classification of the Rett°oX that is intended 
t0 l`plllj)C11.RalC for ir','Pai.rcd hearing without occlLiding the car canal . FDA Concludes that this 
cieVice, .Irid substantially equivalent devices of this generic type, should be ci<assifited into class II, 
This order, ihcreCore, cl ;~ .ssifics thc; RetroX (and substantially equivalent devices of this e-c-rieric 
type) into class II Under the generic wtaRii.e,'I'ranseutaneous Air Conduction Ifearing Aid System 
(TAGI-iAS) . This order also identifies the special controls applicable to this device . FDA 
identifies this generic IyjiU Of device as . 

fO wearable SOl11lCI-amplifying device intended to connpcnstrte. for impaired licaring 
without oc;r.luciiiti~; the car canal. '1'he device consists uf an air conduction hearing aid 
attachcd lo a surgically Ctitzd tube system, which is pfaceei rhrough !,oft. flssue between the 
post auricular region anti (lie outer car canal, 

In accordance with section 51.3(f)(1) of the Federal Food, Drug, and Cosmetic ,4c1(:21 U.S.C_ 

360c(1)(t )) (the ac~t), devices, LEial wi;rc riot in commercial distribution prior to May 29, 1976 (the 

dale o( enactment of thc ;Mcdieal Device Amendments i.-).(.~ 1.970 (the amendments)), generally 

refrrrad w as I)oCta11lCt1dI1iG6115 dcvic;cs, Eire classified nucom.iricalty by statute into class Ill. 

withoul ony FDA nslemaking process. Thctii; (ICVICCS 1'CIn3111 111 GIilSS [ti and require prcinarkct 

approval, unless and until the device is clas,sifii:r! or reclassified into class 1 (.it IT or FDA issurs 

an order finding the clcvace to be substantially equivalent
., 
i» ac.c.occfancxc with ruction 513(i) of 

the act (21 11 .5.C:. 360c(i)), to a predicate devicc that dues nut ieqtiirc prcnini-kct approval. The 

agency determines whether new devices are. SUbti1.it7LIaIIy equivalent to prevlc>tt ;Iy Il'l1rketeei 

clc:vic;Gti by means nf`ircmarkct notification proccclurcs in section Sltf(k) oCthe .tct (21 U.S.C. 
3G0(}¬)) and Part 907 of (lit. FDA icgutations (21 C:C"K 807)- 

t9. !°° t°Ja ~~ 
l 
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Section 513(l)(2) of the act provides that any person who submits a prcmarket liatification under 
section 51.()(k) for a dcvice may, within 30 days a(lcr rccciving an ardor classifying ehc dcvice 
into class III under section 513(t)(1), request FDA m clasGii-y the device under the critcria set 
forth in 5ection 513(a)(1) . FDA shall, within GU days of rccciving such a request classify the 
device . This classification shall be the initial classification of the device typc . Within 30 days 
aftcr the issuancc of an order classifying thc dcvice type, FDA enusl publish a aioticc in thc 
Federal Register classifying the device, [ypc;_ 

()n June 21, 2002, FDA filed yoUr petition rcqUe.sling classification of the. Retro:{ into class 1.1-
The ,petition was submitted under section 513(f)(2) of the act. In accordance with section 
513(f)(1) of the act, FDA issued an order aa May 24, 2002, automatically classifying the RetroX 
into class P.[l, because it was not within a type of device which was introduced or delivered for 
introduction into intcrstatc commerce for commercial distribution before May 28, 1976, which 
'W3,�5 SR1bSct]UCI1tIy reclassified into class t or class 11. In order to classify the RetroX into Class 11, 
it 1S f1CCCSSfLPy that the proposed class have sufficient regulntory controls to provide reasonable 
assurance of the safcly and cf('cclivc;ncss of the device fur its intended use. 

After review of the infarmtttion submitted in the petition, FDA has determined thac the Rctro' 
intended to compensate for impaired hcaring W1fIlOUY occluding the ear canal can bc classiflcd 
into class 1 .1 with the establishment nf special controls . FDA believes Chat class 11 special 
controls, alotig with tho guter3l GOY'iIl'(1l,,^S of thc act, provide reasonable assurance of the safety 
arid effectiveness of the device . Therefore, in addition to the gencral conLrols of the act, the 
RelroX is subject to the following special controls- Class 11 Special Controls Guidance, 
Document; `I'saciscutaneuus Air Conduction Hcfiring Aid System ('TAC:F-3AS) ; Cuidnnee for 

Industry and FDA. 

This Class II Special CuntrUls Guidance Document idet7tifics the potaltiaf risk prcscntcci by the 
device as follows : 

1 � Yniuct.iun /local i.raflarrirnation ; 

2, [njury to the ear canal ; and 

3 . Incfe:ec:ckve aonPlificauon_ 

FDA believes the tollawing controls identified in the C'.lass 11 Special Contruls Guidance 
llocuinenl fur aTACIIAS when Glhll7blIlGd with the general controls of the act, will pruvid4 
reasonable tissuraaac(: of t1,4 ti:itcLy and effectivencss of this type device : 

7 . I-'.Icctro-acoustic. testing; 

2 ., ratirur- e.cticinga 

:3 . Strength tesc validation ; 
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4 . L3iocompatibility ; 

S . Sterility ; 

G. Clinical information ; and 

7, Labeling to include prescription labeling in accordance with 21 C'.IaR 901 .109. 

Section 51 n(t.n) of the act provideq that FI3A may exempt a class II device from the j,rcmarker 
noti6c.ation re-quircnicnts under section 51U(k) of the act, if FDA detern.flnes that prernarket 
notification is not, nccessaty to provide reasonable assurance nfi,lze safety and effiectivcncss of 
the device. For this type of device FDA has dct.crntined Prcmarkct notification is neccssary to 
provide reisonaUlc assurance of the safety and effectiveness of the rls;vici; and, therefore, the 
device is not c;xentpt from the grecttarkek notification requirements. The device is used as a 
wearable sauiad-auiplifyiug device intc»dcci to compensate for impaired hearing without 
occluding the car ca»al . FDA. review of key design features, data sets from bench studies and 
clinical trials, atllct tclcvant performance data, and labeling will ens«re that acceptable levels of 
pcrforrnazrce for both safcty and ctfcctivcncss arc addressed before marketing clearance. Tbus, 
pLrsurrs who intend to market this device type must submit co FDA a preinarket notification 
submission containing information on the T/\CHAS they intend to market I.,)rit-)r to marketing the 
device . 

A notice 11111oL1(1G111g this classification UfCICC will bt published in the Federal Register . A copy 
of this order and supporting dqcu»icntation Eire on file in the Dockets Mariagement Branch 
(l1Tlti-305), Food Xud Drug Administration, 5ti:4() Fishers Lane, kovm 1061, Roe.kville, MD 
20852 nnc1 are. av ;il.lablc 9:or inspection between 9 a.m . and 4 p.sn., Monday lluuLiblt Friday . 

As a result ofthi5 order, you may 1I11I11CdL'stLeIy naarkcc t1jis aevi4e, subject to tbc general control 
provisions of the Act and the special c,untrol5 identified in. tla.i ; order. 

If you have any qutsliutts concerning tllis classification nrdcr, plea-zc contact Eric Mann, M.ll ., 
I'h_U . or Teri C'ygriaruwic2, Ivl .l'i., CC("-A at (3U l) 5`)4-2080 . : 

Sinc dely, f + f , . 

,..<. 
~ nicl .( 1 . Schttltz, M_I.) . q;)a 
Deputy Director for Clinical and 
Iteview Policy 

Office of Device Evaluation 
Ccrilar for Devices and 

Radiological Health 


