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U.S. Nuclear Regulatory Commission
ATTN: Document Control Desk
Washington, DC 20555

Radiation Safety Office

RE: License No. 24-00167-11
Docket No. 030-02271

Subject: Reply to a Notice of Violation in Inspection Report No. 030-02271/11-003

This letter is submitted on behalf of Washington University in St. Louis (WU), a Broad
Scope Type A Medical Licensee, to provide written response to a Notice of Violation identified in
NRC Inspection Report No. 030-02271/11-003. Based on the NRC Reactive Inspection, one
violation was identified.

NRC Violation

Title 10 of the Code of Federal Regulations (CFR) 35.41 (a) states that, for any administration
requiring a written directive, licensees are required to develop, implement, and maintain written
procedures to provide high confidence that: (1) the patient's or human research subject's identity
is verified before each administration; and (2) each administration is in accordance with the
written directive. Procedures must meet the requirements described in 10 CFR 35.41 (b).

Contrary to the above, as of November 18, 2011, the licensee did not develop written procedures
to provide high confidence that each administration is in accordance with the written directive.
Specifically, the licensee's written procedures were silent regarding equipment considerations in
preparation for and during dosage administrations.
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WU Response

1. What was the reason for the violation?

The fundamental cause of the violation identified in the NRC Inspection Report was
use of an existing written procedure which was silent regarding response to potential
leakage identified prior to dosage administration, the technique used to prevent syringe
disengagement from the syringe shield, and response to syringe disengagement from
the syringe shield. The development of written procedures requires balance to include
enough information to make the procedure functional, but not over burden the
individual with descriptions of every potential move or possible outcome making the
written procedure impractical. While we feel the existing written procedure in place at
the time of the NRC Inspection did provide high confidence that each administration
would be in accordance with the written directive, we will not contest this violation.
We do make note of the following quote from NRC's discussion of the final rule for
medical use of byproduct material:

"The NRC's intent in requiring procedures to provide high confidence that the
administration will be as directed by an AU is to avoid burdening licensees with
an absolute requirement that this objective be met. We do not intend to imply
that all errors in the administration of byproduct material can be prevented." [67
FR 20289, April 24, 2002]

2. What corrective steps have been taken and the results achieved?

The written procedure has been updated and now includes response to the areas listed
above as identified in the NRC Inspection Report.

3. What corrective steps will be taken to avoid further violations?

We feel the thorough evaluation of circumstances surrounding the Sm-153 medical
event and implementation of the updated written procedure provide sufficient
corrective steps to avoid further violations.

4. What was the date when full compliance was achieved?

The written procedure was updated and implemented effective January 18, 2012.
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Please let me know if you need further information or have additional questions concerning our
response. My phone number is (314) 362-2988 and my e-mail address is langhors@wustl.edu.

Sincerely,

<c~ ,((
Susan M. Langhorst, -Ph.
Radiation Safety Officer

Cc: Regional Administrator, NRC Region III
M.S. Wrighton
D.E. Hallahan
J.M. Michalski
D.A. Lichti
B.D. Backus
B.A. Siegel
L.J. Shapiro
C.W. Goddard
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