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& Food and Drug Administration
9200 Corparate Boulevard
- Rockvilie MD 20350
aCT 2 4 1895
Re: K950004
Heartview 12-Lead ECG Recorder/

Gaorge H. Myers, Sc.D. Transmitter

Medsys Inc. Dated: September 12, 1995

201 Route 17 Received: September 13, 1995
Rutherford, New Jersey 07070 Regulatory Class: II (two)

Product Code: 74 DFS
Dear Dr. Myers:

We have reviewed your Section 510(k) notificacion of inteat to market the
device referencad stove and we have detcarmined the device Ls subgtancially
equivalent cto devices markeced in incerstate commeérce prior to May 28, 1976,
the enaccment date of the Medical Device Amendmeats or Ca devices that have
been reclassified in accordance with the provisions of che Federal Food, Drug,
and Cosmetic Act (Act). You may, therefore, markec the device, subject Co the
general coutrols provisioens of the Act. The general controls provisions of
the Act include requirements for annual regiscration, liscing of devices, good
manufaccuring practice, labeling, and prohibitions against misbranding and
adulceration.

1f your device Ls classified (see above) ince eicher class LI (Special
Controls) or class III (Premarket Approval) it may be subject to such
addicional concrols. Existing major regulations affecting your device can be
found in the Code of Federal Regulacions, Tiecle 21, Parts 800 to BeS. A
subatantially equivalent deterninacion assumes compliance with the Good
Manufacturing Practice for Hedical Devices: General (GHP) regulation (21 CER
Part 820) and chat, chrough periodic GHP iaspections, FDa will verify such
assumptioas. Failure to comply wich che GHMP regulation may result in
regulatory accion. In addicien, the Food and Drug Adminiscration (FDA) may
publish further announcements concerning your device in the Federal Register.
Please note: chis response to your premarkec notificacion submission does voC
affect any obligacion you might have under sections SIL.cthrough 562 of cthe Act
for devices under the Electronic Product Radiation Control provisions, oT
other Federal Laws or Regulaciouns.

This letter immediately will allow you to begin markecing yeutr device as
deseribed in your 510(k) premarket notification. An FDA finding of
subscancial equivalence of your device Co a legally markeced predicate device
results ia a clagsification for your device and permits your device to proceed
to che market, but it does not mean that FDA approves Yyour device. Therefore,
you may not promoCe or in any way represent your device oT ics labeling as
being approved by FDA, Lf you desire specific advice for your device on our
labeling regulacion (2L CFR Parc g0l and additionally 809.10 for in vitro
diagnostic devices), promotion, or advercising please contact che Office of
Compliance, Promotion and Advertising Poliey Scaff (HFZ-300) ac (301)
$94-4639. Ocher general information on yout rasponsibilicies under the AcC



may be ebtained From the Division of Swmall Hanufacturers Assistance a2t cheir
Coll free number (800) 638-204L or at (301) 4643-6597.

Sincerely yours,

Thomas J. Callah
Acting Director
Division of Cardiovascular,
Respiratory, and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Healch

Rutherford, New Jersey
February 28, 1996

I, George H. Myers, hereby swear that I received the
letter from the United States Food and Drug Administration
(FDA) to which this statement is appended, stating that
Aerotel Ltd., Holon, Israel, has received FDA marketing
clearance for its Heartview 12-lead ECG
Recorder/Transmitter. I furthermore state that I am the
Official Correspondent of Aerotel, Ltd., for the FDA, and
that I normally receive all FDA correspondence for Aerotel,
pursuant to normal FDA practices.
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Signed SN/ J~Zin %, (Cgeta
Geokge H. Mfers

Lawrenéi/Kszné’
A

A Notary Public of New Jersey
u,e.::ummmw




