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INNQVATIVE SURGICAL DEVICES CORPORATION
9299 NEAL AVENIUE NORTH
STIHLLWATER MN 55082

March 5, 1999

Food & Drug Administration

Center for Devices and Radiological Health, Office of Device Evaluation
Document Mail Center HFZ 401

1390 Picecard Drive

Rockyille MD 20850

Re: 510(k) Number K926337

Dear Sirs:

I am writing to notify you that Innovative Surgical Devices Corporation has
recently granted an exclusive license to Kinamed, Inc., to the technology covered
by §10(k} Number K926337, known as the CarboJet Bone Lavage System.

Kinamed is assuming all rights and responsibility for manufacfuring and
distribution of the device.

Thank you.

Sincerely,
,«Ki, M

Karen M. Roche
President

co: Kinamed, Inc.
2192-C Anchor Court
Newbury Park CA 91320
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
JUN l ' 1993 1390 Piccard Drive
. Rockvilie, MD 20850

Ms. Karen M. Roche

President
‘Innovative Surgical Devices Corporation

413 South Martha Street
stillwater, Minnesota 55082

te: K926337
Bone Lavage System
Regulatory Class: I7T
Dateqd: November 30, 1992
Received: December 17, 1992

Dear Ms, Roche:

"+ Federal Food, Drug, ang Cosmetic act (Act). The general
R controls provisjons Of the Act include requirements fop
registration, listing of devices, good manufacturing Practice,

and labeling, ang pProhibitiong against misbrandlng and
adulteration,

to the market, but 1t does not mean
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Page 2 - Ms. Karen M. Roche

labeling for your device please contact the Division of
Compliance Operations, Device Labeling Compliance Branch
(HFZ2-326) at (301) 427-1342. Other general information on
your responsibilities under the Act, may be obtained from the
Division of Small Manufacturers Assistance at their toll free
number (800) 638-2041 or at (301)

nin , M.D.

Acting! Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health
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