May 27, 2010
EN-10-025

OFFICE OF ENFORCEMENT
NOTIFICATION OF SIGNIFICANT ENFORCEMENT ACTION

Licensee: Department of Veterans Affairs (EA-10-023)
Docket No. 030-34325

Subject: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL PENALTY -
$14,000

This is to inform the Commission that a Notice of Violation and Proposed Imposition of a Civil Penalty
in the amount of $14,000 will be issued on or about June 2, 2010, to the Department of Veterans
Affairs (DVA), a master materials licensee, for violations identified as a result of a medical event that
occurred at the San Diego Healthcare System facility. The medical event resulted when iodine-131
was injected into the wrong port of the gastrostomy feeding tube (g-tube) resulting in an underdose to
the patient’s thyroid and an unintended dose to the patient’s stomach.

During the reactive inspection, two Severity Level Il violations were identified involving 10 CFR
35.41(a)(2) and 10 CFR 35.3045(c). The licensee’s written procedures did not include procedures
for administering byproduct material through a g-tube to ensure that the administered dose was in
accordance with the written directive. Additionally, two nuclear medicine technologists, who were
supervised individuals, had not been instructed on administering byproduct material through a g-tube
prior to performing the administration in order to ensure that the administered dose was in
accordance with the written directive. The second Severity Level Il violation involved the licensee’s
failure to notify the NRC Operations Center no later than the next calendar day after discovery of a
medical event. Specifically, on September 23, 2009, the licensee had sufficient information, based
on patient survey data and the image from the nuclear medicine department, to report the medical
event and did not notify the NRC until September 26, 2009.

Since the DVA has been the subject of escalated enforcement within the last two years, staff
considered whether credit was warranted for /dentification and Corrective Action in accordance with
Section VI.C.2 of the Enforcement Policy. Credit was not warranted for identification as the violations
were identified by the NRC and as a result of the medical event. However, credit was warranted for
corrective actions which included, but were not limited to, 1) developing a detailed procedure for g-
tube administrations and 2) implementing a “time-out” process when encountering unfamiliar medical
devices.

It should be noted that the licensee has not been specifically informed of the enforcement action. The
schedule of issuance and notification is:

Mailing of Notice June 2, 2010
Telephone Notification of Licensee June 2, 2010

The State of California will be notified.

Contacts: Kerstun Day, OE, 301-415-1252 Nick Hilton, OE, 301-415-3055
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