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é DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Service

Food and Drug Administration

OCT 2 5 zmm 9200 CorporateBoulevard

Rockville MD 20850

M. David Gallick

G ficial Correspondent

SunTech Medi cal Instrunents |nc.
8917 Glenwocd Ave.

Ral ei gh, NC 27612

Re: K0G3004
Trade Nane: Oscar 2 Autonatic Bl ood Pressure Measurenent System
Regul atory dass: II (two)
Product Code: DXN
Dat ed: Septenber 21, 2000
Recei ved: Septenber 26, 2000

Dear M. Gallick:

V¢ have reviewed your Section 510(k) notification of intent to market the
devi ce referenced above and we have determ ned the device is
substantially equivalent (for the indications for use stated in the

encl osure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactnent date of the Medical Device
Amendnents, or to devices that have been reclassified in accordance with
the provisions of the Federal Food, Drug, and Cosnetic Act (Act). You
may, therefore, market the device, subject to the general controls

provi sions of the Act. The general controls provisions of the Act

i nclude requirenments for annual registration, listing of devices, good
manuf acturi ng practice, |abeling, and prohibitions agai nst m sbrandi ng
and adul terati on.

If your device is classified (see above) into either class II (Specia
Controls) or class III (Prenmarket Approval), it may be subject to such
addi tional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to
895. A substantially equival ent determ nati on assunes conpliance with
the CQurrent Good Manufacturing Practice requirenents, as set forth in the
Quality System Regul ation (QS) for Medical Devices: CGeneral regul ation
(21 CFR Part 820) and that, through periodic B inspections, the Food and
Drug Adm nistration (FDA) will verify such assunptions. Failure to conply
with the GW regulation may result in regulatory action. In addition,
FDA may publish further announcenents concerning your device in the
Federal Register. Please note: this response to your premnarket
notification subm ssion does not affect any obligation you m ght have
under sections 531 through 542 of the Act for devices under the

El ectroni c Product Radiation Control provisions, or other Federal |aws or
regul ations.
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This letter will allowyou to begin nmarketing your device as described in
your 510 (k) prenarket notification. The FDA finding of substantial
equi val ence of your device to a legally narketed predicate device results
ina classification for your device and thus, pernmts your device to
proceed to the market.

If you desire specific advice for your device on our |abeling regulation
(21 CFR Part 801 and additionally 809.10 for in vitro di agnostic

devi ces), please contact the Ofice of Conpliance at (301) 594-4586.
Additionally, for questions on the pronoti on and advertising of your

devi ce, please contact the Ofice of Conpliance at (301) 594-4639. Al so,
pl ease note the regulation entitled, "M sbranding by reference to

premar ket notification: (21CFR 807.97). Qher general information on
your responsibilities under the Act rmay be obtained fromthe D vision of
Smal | Manufacturers Assistance at its toll-free nunber (800) 638-2041 or
(301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsma/dsmamain.html".

Si ncerely yours,

(O .

James E. Dillard III
A Director
D vi sion of Cardi ovascul ar and
Respiratory Devi ces
O fice of Device Eval uation
Center for Devices and
Radi ol ogi cal Heal th

Encl osur e
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Indicationsfor Use Form

Device Name: Oscar 2 Ambulatory Blood Pressure M easurement System

Indicationsfor Use

Oscar 2 is a non-invasive oscillometric ambulatory blood pressure monitor that is
intended to be used with AccuWin Pro, a PC-based computer program. The OSCAR 2 is
capable of recording and displaying up to 250 measurements of systolic and diastolic
blood pressure and heart rate. It is intended for use asan aid or adjunct to diagnosis and
treatment when it is necessary to measure an adult patient's systolic and diastolic blood
pressures over an extended period of time. The system is only for measurement,
recording, and display. It makes no diagnoses.

(PLEASEDONOTWRITEBELOW THISLINE- CONTINUE ON ANOTHER
PAGE | F NEEDED)

Concurrenceof CDRH, Office of DeviceEvaluation (ODE)

Prescription Use OR Over-the-counter
Use
(Per 21 CFR 810.109)

(Optional Format 1-2-96)
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