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~.i,,.,, S,m,,u MU 200 tQ 

Re: KR50971 
Vcgatir,st Moduh 1. 

hlM LH• ~ and 3 
4icn: John rtt~ger&ld. Dfroctor 
ID•te t. BO• GtJ 

OatecJ: :-t•rch 2. l9f'S 
Rocofvad: aa.-cl'I 8, 1985 
Rogura~ury Class: 111 St. Harie■ • Idaho 83861 

Dffr Hr. ritzg•reld: 

We 11.v• re.iewed youl" Sact1on 51CHk) natiftution ot tnt(.>nt to mark~t t11e 
abo'le d•vico and we h&Yl' t1Qtc>r,11in1?d the iJ11vic:c 15 not sut>stant1al1y "Quiv,1\ent 
to d•vices 04,.k•tod 1 n f '.'t'ltrt ta tct co1111~rctt pr tor t.o · r~ay .ia. l 'J75. or tg any 
lfoice which ttu· bee~ l"OClu:nfied into c:lass I .(Gcm:ral Contruls) or clus I I 
1 •e~fon1,1nc• St•nd&l"dSJ. This docfston is ~asea on th~ fac~ ~~at yaur ,t~v;ce 
·•••-: reishunce mo•su.-eanvftts io <1h9nos<: .ind tf"ea~ various aisc.>as~~. And there 
-u ,-o similar dctY1ce on the Mrket pr1or 1:0 tho dov1c• arnend111~nn. 

,'hf!'!'afore, your dovice 1s classtfiod b~ st.-,ute in elass I U (Pr~mar-1(.et 
App1 i.-.. ,1) und~r Stoct.ion sue f) ot th-r. Food. 0ru9, and cosm~tic Act er.ct}. 
t1J1ct101t 5,5(1) (2) of th~ Act r~auires ctau l II devfces to have: an ap;>ro11ed 
pr••rf.tt. auproul applicdiot1 (PMA) l'lofore they can be leg.ally n1arieet<!-d• 
wtle1s ib•_device has Dooft r~~,asstf1ed. 

,reNrk•i Approv.i 1 • i" P••eparo a p.-emilrke t approval .app 11 cat fun. ~ ta t,1 tor'y 
provui~ns appearing i11 soct'fon SU(c) of 'thtl Act. must be tol lowt"d. To au1st 
you 1n preipa,;ng a l'MA, we havo unclosod 4 copy of tht proposed ?MA :,roc<?auru 
HCJ•lation .and a .. ,utdelino fo,-. the Arran9q~nt and Content ot a ?~!A,·• 

h••~•tifaC:iona1 Uso. rn thv abs~nco of an appro\oed pro,n.artwt llpproval 
4pplic•tion, a" c1au J l I dq'f'ica 111ay b~ dhtributed only tor tnvcstigatto11al 
use. '"clos•d is a copy of the tn~estigational a~vico o~emptton rcgul•tion. 
wb1cft 1911st b• followed tf ~out" dcvic~ 1S uso~ in a Clinical investigation. 

Pet.itton for Rechssif'icU1on. If you believe that your device sn0uld not 
have lo undergo prem•rko\ •pproval bofor~ it is commercially d,strtbute4. you 
INJ petition FOA for rcclassfficaticn or your d~v,c:e undor St-c:tion 513(f){2) 
of tllct Ac:t, 

PNCMrket •ppro'fal applications. investig,Hf~nal tlC'vicct ~•emption r~r1•.1<•;;ts, 
anG PHiiions fol" t"eclassific:.itio" should lHt sut,mtttl.'d to: 

rooG and o~ug Administration 
(lfC'1Cc of (,.\'fc;o £.'li'atuation 
OOCUIIIOnt Mili 1 CC?ntor (iW:i. •11')!) 
8757 (~orgia AY('nuc 
sf lv~I" S11ri 1'19. Mdr)' 1 c'arld ;>()C) Ji) 
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r·.: ~ .. ;,..: :.:~~,, ~-.:· . ... ~ 
~;:; :· ·:l:_.--.,,·,a .. ·2 -·. ,e,. • .lolln f'itzpnld. Director xe:.< .. d:(_· . . . . . . 
::_'~ _:·::.{····: Any cs n1rctal dfs1Pfbftton of TM• devtce prfor to approval of an app11cat1on 
? · · · .. ·:for·,,_,.,., •~•1 or the eft'ecthe dUe of any ord•r rw ibe rDA Pec:1us1 ... 
·:.-.... .'-'·.·fy1119 yotf/11' 4'Vfct fnto clau J: or U. would be a vfoJUion of the Act • 
. · · ·. · C11nfca1• tnwesd .. -doas ot you,. de~fce 111t11t t>e fn accordance wfth the 
·i· • :·1nve1ttpttan11 derice ex-.tton re1u11tt an. 
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lf yeu lllleCI •n~ tnfonaat.fon concerntno our decfsfon or tbe a1terna~1ves 
l'At1alt1• to you under the 11-.., pltase contact Robert r. fllunzner. Ph.D •• at 
C30U 427•7Zff. 

Sincerely yours. 

~~,4:-·iOw 
· Robet"t G. Brf ta1 n 

Dirtctor 
Offfc• of Dev1c• £valaat1•• 
Center for D•v1ces 

and Rad1o1091ca1 Hea1~b 
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