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Onat He. Wasd:

We have reviewed wur Seccion 510 (k] novificarion of intent Lo mazkel

above and we have dessr=ited the devics i
l.-lIt Lfez the indicaricons for use stated in che
srelosuie) to legally mirksted predi-ate devices marketed Im
interstate coomerce prior Lo May I8, 1976, the enantsant date of the
Medical Devise Amesdinontm, o= o devices that have bean ceclassified
ip accordance: with the provisions of the Faderal Fooill, Drug, and
Cogmetic Aot [Aoctl. fTYou may. therefdre, market che device., sublect 2o
the gwnafal caontrels provisions af the Act.  The genarcal controls
ﬁwrm-ut- ef the Act includes Tegquiremsncs for annual segistration,

ating of dewices, good manufecturing practice, labeling.

pronlibisiens againse mishranding armd adulterstion.

[f your device is classified (see abowve) lace eithers ciass IT (Speacial
Controis] or wlass TIf [Presarkel Approvall, It may bs subject Lo such
addirional contrels. Exiscing major regulaticns affecting your device
can ba found in the Code of Fednral Regulstions, Title 21, Parts ®00
ks 295, A subdtantially eguivalewni determiration asscanes compliance
with the Curcant Good Manufsctyring Fractice mequirements,. oF Det
forgh in the Qualley Syscem Regulstiso |[Q5: for Medical Devicwms:
GenerEl regularian ;z:. CcFR !aff_ BT and rhat, throdgh pericdic O
fnspeetions, the Food and Drug Adminlstsarion (FOA) will verlfy such

essampticons. Péilore o comply With the EHF regalation may resuliz in
reguiatory action: In ldﬁ.{!iun. PR ey publish further sannouncCeTwRis
concerping yodie device in the sy, Elesss HEote! Ehim

responie To ydur presarket uux.lilc,lt_tun subsission does hot affect any
ebligatisn wou =ldht have ander sectiona 531 throwen 542 of the Actc
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for devices cnder the Electranle Froduss Radiation Cootcol FIOViaLCTIA,
er other Fegeral laws =r csgulaticns.

i trar Will Elleow poa =0 begin marioecing yoor device as descsibaed
’1': - :: Sluakalmmrm rocificacion. The FDA findirg of subenantisl
mquivalence of yeur device to a legelly sarkoted predicats device
remults in & classificatics fac your device and thus, permits yodr
davice to procmed o the market.

il savice [ox your davics on our lLabsling
#:qﬂqr;::’-:;x.gggigﬁt 61 e soiiticerally SO00.10 for in wives
dizgpnostic davicms), pisase coptact the office of Complishce at (301N
584-3648 maditionally. for gusstionns on tha promntion - and sdvartialag
af your device, plesss contsct the OfCice of Compliance an
3251 94-4839%. Alas, plesse nots the regulaticn enticled, g

= seforapse Te presacke: notificetion”™ I2LCFR O o
:l:lml;m ml’{sromtian an pyonr responsitiliicicos undor The Aot may
be chtalmed from the Diviaicon of Small Manufscturers Assistance at ite
tobl-fros morbes (ES0) SIN-3041 s (301) A€M-E587 or ar irs Intesnet
mtbdrans "utzp:.irm.tdmgwimh!ﬂmfﬂmln.hu- .
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Enclozuze

Sk Numbor (il & ): K990 100
Device Numme: Polvmesic Nerve Stummulnier Meedlc

Indications For Use:
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mula kats are Fiar s i reggi
or phar 3 fior the location of
with a nerve stimulator ) aod sdmin lue of anesthesia drugs * FeE e
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