DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

8757 Georgia Avenue

Silver Spring, MD 20910

JULY 23, 1988

PIONEERING TECHNOLOGIES, INC. D.C. Number : K882981

ATTN: JOHN T.M. WRIGHT,PHD Received : 07-15-88

143 UNION BLVD. Product 5 PTI INTRA-ART
SUITE 900 CORONARY ARTERY
LAKEWOOD, CO 80228 RETRACTION CLIP

The Premarket Notification you have submitted as required under Section
510(k) of the Federal Food, Drug and Cosmetic Act for the above referenced
device has been received and assigned a unique document control number
(D.C. Number above). Please cite this D.C. Number in any future
correspondence that relates to this submission.

We will notify you when the processing of this submission has been
completed or if any additional information is required. You are required
to wait ninety (90) days after the received date shown above or until
receipt of a "substantially equivalent" letter before placing the product
into commercial distribution. I suggest that you contact us if you have
not been notified in writing at the end of this ninety (90) day period
before you begin marketing your device. Written guestions concerning the
status of your submission should be sent to:

Food and Drug Administration

Center for Devices and
Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

If you have procedural or policy questicns, please contact the Division of
Small Manufacturers Assistance at their toll-free number (800) 638-2041 or
me at (301) 427-8162.

Sincerely yours,
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Premarket Notification Coordinator

Office of Device Evaluation

Center for Devices and
Radiological Health




