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U.S. food and Drug .l\dn'Qstralion 
New Orleans Dis1rict OffIce 
2424 Edenbom Ave., Suite 410 
Mellliie, LA 70001 

Dear Ms. FHt: 

:;~We are smlth&nephew 

SrrV1h ", Nephew Is notifying the U.S. Food and Drug Administration of the ~y's mariIet witl'd"awal of the 
meIaIlhef c:orrp?I IEf)!s of the R3 Ace1abJor Syslem. The dassIfIcaOOn oIlhls adion as II market ¥r1tI'Kr.JwaI 
has been made h ooopefation with the New Orleans District OffIce and CORti. This repo.1 salisfies the reporI 
requ~emools slaled In 21.C.F.R. Part 806. f?epor/s 0/ CorreerlOils aoo I?emovals and 21 CFR 7 Slbpart C, Recalls. 

n. Market Withdrawal is bang initiated Ixsed M *' htemai cornpal'f decision :hal these prociJd$ are noI 
rneetng OIJ high slarK\a(ds!of performance. 

The 21tadYnenlis proYIded losalisly UII! 1..:pJ~emenl of 21 C.r.R. ~ 806.10 and 21 CFR 7. 11 'fO'J h_...., 
quesiJosaboulthe a"ad'ment or WOJId like 10 ,ecpest a!X!ttionaI infoonalion, pease conlact me al 9()1·399· 
1970. 

Garr)' M. Smith 
Regtiatory CClITIpIi<n:e SpecIalist 
Adva1C€d Surgical Devices Division 
Snirh & Ned'lew. nc. 
14SOBtoolls Rtf 
MefTllhis, TN 39116 
T 9013991970 
f 901566 7975 
E·mat: BarTY.SundlOsmitb.f!!>d:.!>wcom 
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