September 23, 2011

Ms. Cheryl Culver-Shultz, M.S.
Corporate Radiation Safety Officer
William Beaumont Hospital

3801 West 13 Mile Road

Royal Oak, MI 48073-6769

SUBJECT:  E-MAIL DATED SEPTEMBER 1, 2011, WITH ATTACHED REPORT FROM
SIRTEX MEDICAL LIMITED

Dear Ms. Culver-Schultz:

The purpose of this letter is to acknowledge receipt of your e-mail dated September 1, 2011,
with an attached letter and report dated August 30, 2011, from Sirtex Medical Limited. You
submitted this correspondence from Sirtex Medical Limited, the manufacturer of the
brachytherapy system involved in a medical event your institution report to the U.S. Nuclear
Regulatory Commission (NRC) on April 27, 2011, as part of commitments made during a
reactive inspection May 2 through 5, 2011. The manufacturer concluded that “a high
concentration of resin microspheres within the small internal diameter microcatheter is the likely
root cause of the microcatheter occlusion, aggravated by the use of a small syringe that would
have had the effect of compacting the microspheres further.” Our Inspection Report

No. 030-02006/11-001 also discussed these factors which contributed to the medical event.

We have reviewed your letter concerning this matter and have no further questions at this time.
We will review of this matter during a future inspection at your institution. Accordingly, no
response to this letter is required.

In accordance with Title 10 of the Code of Federal Regulations (CFR) 2.390 of the NRC’s
“‘Rules of Practice,” a copy of this letter will be available electronically for public inspection in the
NRC Public Document Room or from the NRC's Agencywide Documents Access and
Management System (ADAMS), accessible from the NRC Web site at
http://www.nrc.gov/reading-rm/adams.html.




C. Culver-Shultz

2.

We will gladly discuss any questions you have concerning this matter.

Docket No. 030-02006
License No. 21-16560-01

Sincerely,
/RA/
Tamara E. Bloomer, Chief

Materials Inspection Branch
Division of Nuclear Materials Safety
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