DEPARTMENT OF HEALTH, EDUCATION., AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
SILVER SPRING., MARYILAND 20310

JAN 171980

Mr, Carl Parker

Parkell Products, Inc.

155 Schmitt Blwd,

Farmingdale, New York 11735
Ref: K790555

~ Dear Mr. Parker: Hemo-Wedge

We have reviewed your Section 510(k) notification of intent to market the above
device and we have determined the device to ke substantially equivalent to one
marketed in interstate camerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments of 1976. You may, therefore, market your device subject
to the general controls provisions of the Federal Food, Drug, and Cosmetic Act
(Act) until such time as your device has been classified under Section 513. At
that time, if your device is classified into either Class IT (Standards) or

Class III (Premarket Approval), it would be subject to additional controls.

Please be advised that this finding of substantial equivalence is based, in part,
on your submitted labeling which indicates that the alum present in the device is
being claimed as a hemostatic agent only and that no other claims for alum are
being made.

General controls presently include regulations on annual registration, listing of
devices, good manufacturing practices, labeling, and the misbranding and alter—
ation provisions of the Act. In the near future, the scope of general controls
will be broadened to include additional regulations relating to restricted devices,
records and reports, and others.

All regulations and information on meetings of the device classification panels,
their recommendations, and the final decisions of the Food and Drug Administration
(FDA) will be published in the Federal Register. We suggest you subscribe to this
publication so that you can convey your views to FDA if you desire, Also, the
Federal Register will notify you of any additional requirements subsequently
imposed on your device. Subscriptions may be obtained from the Superintendent

of Documents, U.S. Government Printing Office, Washington, D.C, 20402, Such
information also may be reviewed in the Office of the Hearing Clerk, FDA,

5600 Fishers Lane, Rockville, MD 20857.

This letter should not be construed as approval of your device or its labeling.
If you desire advice on the status of labeling for your device or other informa-
tion pertaining to your responsibilities under the Act, please contact the
Bureau of Medical Devices, Division of Compliance Operations, 8757 Georgia
Avenue, Silver Spring, MD 20910.

IOM M b s

David M, Lirik, Director
Bureau of Medical Devices




