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Food and Drug Administration
9200 Corporate Baulevard
Rockville MD 20850

Ms. Gayle H. Schlueter
Project Manager, Regulatory Affairs

- Novoste Corp. FEB 17 2004

3890 Steve Reynolds Blvd.
Norcross, GA 30093

Re: P000018/S35
Novoste™ Beta-Cath™ System
Filed: August 21, 2003
Amended: October 14, 2003 and Febraary 6, 2004

Dear Ms. Schlueter:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has completed its evaluation of your sremarket approval application (PMA) supplement,
which requested approval for modifications to the Alpha-series Transfer Devices (Alpha IV, Rev.
2, Alpha V, and Alpha VT), and modifications to the labeling for the Beta-Cath™ 5F and Beta-
Cath™ 3.5F Systems. Based upon the information submitted, the PMA supplement is approved.
You may begin commercial distribution of the device as modified by your PMA supplement in
accordance with the conditions described below and in the "Conditions of Approval” (enclosed).

The sale, distribution, and use of this device are restricted to prescription use in accordance with
21 CFR 801.109 within the meaning of section 520(¢) of the Federal Food, Drug, and Cosmetic
Act (the act) under the authority of section 515(d)(1(B)(ii) of the act. FDA has also determined
that, to ensure the safe and effective use of the device, the device is further restricted within the
meaning of section 520(e) under the authority of section 515(d)(1)(B)(i), (1) insofar as the
labeling specify the requirements that apply o the training of practitioners who may use the
device as approved in this order and (2) insofar as the sale, distribution, and use must not violate
sections 502(q) and (r) of the act.

Expiration dating for the Transfer Device and Source Train components has been established and
approved at | year. Expiration dating for the: Delivery Catheter and Procedure Pack components
has been established and approved at 2 years.



} 'MQV:IS-ZUUS 03:44pm  From-NOVOSTE CORP 7707170673 T-324 P.002/002 F-238

¢

~
-

Page 2 — Ms. Gayle H. Schlueter

CDRH does not evaluate information relatec to contract liability warranties, however you should
be aware that any such warranty statements must be truthful, accurate, and not misleading, and
must be consistent with applicable Federal and State laws.

Failure to comply with the conditions of approval as attached invalidates this approval order.
Commercial distribution of a device that is rot in compliance with these conditions is a violation
of the act.

You are reminded that as soon as possible and before commercial distribution of your device you
must submit an amendment to this PMA with copies of all approved labeling in final form. The
labeling will not routinely be reviewed by FIDA staff when PMA supplement applicants include
with their submission of the final printed lateling a cover letter stating that the final printed
labeling is identical to the labeling approved in draft form. If the final printed labeling is not
identical, any changes from the final draft labeling should be highlighted and explained in the
amendment.

All required documents should be submitted in triplicate, unless otherwise specified, to the
address below and reference the above PMA number to facilitate processing.

PMA Document Mail Center (HFZ-201)
Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have questions concerning this approval order, please contact Kimberly Bowie Peters at
(301) 443-8243.

Sincerely yours,

yamd B Vo A

JBram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



