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mndustrles, Inc.
October 31, 1997
Steve Baggett, Section Leader le/ VIA FACSIMILE
U.S. Nuclear Regulatory Commission
Office of Nuclear Materials Safety & Safeguard
11555 Rockville Pike
Rockville, MD 20852
Dear Mr. Baggett:
This is to inform you that we have begun our multi-center trial for the use of Iridium-192
seeds in nylon ribbons to inhibit restenosis in coronary arteries. This is the extension of
the clinical trial carried out at Scripps Clinic, La Jolla, CA.
The partnership of Cordis Corporation and Best Industries, Inc. has obtained approval
from the FDA to carry out this clinical trial at 12 sites in the U.S.
Our understanding has been that FDA has taken the lead role in the regulatory process for
final approval. All of the centers enrolled in this clinical trial currently have a license to
process and use our Iridium-192 seeds in nylon ribbons. We are of the belief that these
centers can carry out this clinical trial using our Iridium-192 seeds in nylon ribbons under
their current license and our FDA-approved IDE for this multi-center trials. If our
interpretation of the current regulations is not correct, please let me know as soon as
possible.
I look forward to hearing from you.
With kind regards,
Krishnan Suthanthiran
President
i
KS/gd
cc: Douglas A. Broaddus
7643 Fullerton Road * Springfield, Virginia 22153 « USA

(g 703-451-2378 » 800-336-4970 * FAX: 703-451-5228
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FROM: Best Industries, Inc. TO: Dr. Seung Lee

7643 Fullerton Road USNRC, Mail Stop T-8F35

Springfield, VA 22153 Washington, DC 20555
SENTBY:  Krishnan Suthanthiran
TITLE: President REFERENCE:
PHONE: 703-451-2378 EXT. 104  PHONE: 301/415-5787

800-336-4970
FAX: 703-451-8421 FAX: 301/415-5369

The documents accompanying this telecopy transmission may contain confidential information belonging to
the sender, which is legally privileged. The information is intended only for the uses of individual or entity
named above. If you are not the intended recipient, you are hereby notified that any disclosure, copying,
distribution ot the taking of any action in reliance on the contents of this telecopied information is strictly
prohibited. If you have received this telecopy in error, please immediately notify us by telephone to arrange
for return of the original documents to us.

REMARKS: O Urgent O Review O Reply ASAP O Comment
Dr. Seung Lee:

Re:  Best correspondence dated October 31, 1997 c/o Steve Baggett, USNRC

Enclosed is the document you requested from Sankara [. Ramaswamy last week. If you
have any questions or need additional information, please contact me. '

With kind regards,

Krishnan Suthanthiran
President
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