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Daar Mr. Prindible:

We have reviewed your Section 510¢k) notificacion of intent to market cthe
device refersnced above and we have derermined the device is substantially
equivalent co devices marketed in incerstate commerce prier ©°O Hay 28, 1976,
the enactment date of the Medical Device Amendments or Co devices that have
beaen reclassified in zecordance with the previsions of the Federzl Food, Drug,
and Cosmetic Aet (Act).  You may, cherefore, market che device, subject €o the
general controls provisions of the act. The general concrols provisiens of
the Act include requirements for anuual registration, listing of devices, good

manufaccuring practice, labeling, znd prohibictions against misbranding and

adultceration.
above) into either class II (Special’

Controls) or class III (Premarket Approval) Lt may be subject TO such . -~ -
lations affecting your device can be

additional controls. Existing major regu

found in the Coda of Federal Rggulacibns. Titcle 2L, Parts 800 To 895. A s

substancially equivalent determination assumes compliance wich the Good

Hanufacturing Practice for Kedical Devices: GCeneral (CMP) regulation (21 CF&

Pirt 820) and that, through periodic GMP inspections, DA will verify such
may result in

assumprions. Failure to comply with the GMP regulacion
d Drug Administration (FD&) may

regulatory action. In addicion, the Food an
erning your device in che Federal Regiscer.

publish furcher announcesents conc ‘
Plegse note: GChis response to Your premarkec nocifizcac'i,on submission does not
‘53] chrough 542 of the Act

affect any obligacion you might have under sectioas
for devices under the Eleccromnic Product Radiation Concrol provigions, or

other F_ederal Laws or Regulatious.

1f your device i.s' classified (see

This lecter immediately will allow you Eo begin markecing yout device as
deseribed in your 510(k) premarket nocification. an FDA finding of
substaneial equivalence of your device to a legelly markeced predicate device
results in a classificaeion for your device znd permlts your device to proceed
to the market’, but it does not mean chat FDA gpproves Your device. Therefiore.

you may not promote or in amy way represent your dewvice or its labeling as

being approved by FDa. I£ you desire specific adviee for youl de;vi.ce‘on'ouz"
labeling regulation (2L GFR Part 801 and additionzlly 809.10 for im VITLEO

diagnostic devices), prometion, or advertising please contact the 0ffice of

Complliance, Promotion and advercising Policy Staff (HF2-300) ac (301) .~
594-4639. Qcher general information om your responsibilicies under che Act



mdy be obtained from the Division of Small Manufacturers Assistance aC their
toll free number (800) 638-2041 or at (301) 443-6597.

Sincerely yours,

Thomas J. Callah
Acting Director
Division of Cardiovascular,
- Respiratory, and Neurological Devices
- Office of Device Evaluation
GCenter for Devices and
Radiological Health





