April 07, 2008
EN-08-018

OFFICE OF ENFORCEMENT
NOTIFICATION OF SIGNIFICANT ENFORCEMENT ACTION

Licensee: Karmanos Cancer Center EA-07-316
Detroit, Ml 48201

Subject: NOTICE OF VIOLATION

This is to inform the Commission that a Notice of Violation will be issued on or about

April 10, 2008, to Karmanos Cancer Center. This action is categorized as a Severity Level lll
problem, involving a failure to comply with 10 CFR 35.41(a), which subsequently resulted in a
medical event. Specifically, the licensee’s written procedures for the implementation of
treatment plans with its stereotactic radiosurgery unit did not require a check of the treatment
plan parameters and magnetic resonance image (MRI) orientation prior to administration of the
treatment. As a result, the licensee administered a single gamma knife treatment to an
unintended portion of the patient’s brain.

Because Karmanos Cancer Center has not been the subject of escalated enforcement action
within the last two years, the NRC staff considered whether credit was warranted for corrective
action in accordance with the civil penalty assessment process in Section VI.C.2 of the
Enforcement Policy. Credit is warranted for corrective actions which included, implementing
new written procedures and policies for the MRI and radiation oncology staff to ensure that the
correct treatment plan is generated from the MRI image, and that the administered dose is in
accordance with the written directive. Since credit is warranted for corrective action, no civil
penalty will be imposed.

This Enforcement Notification is being issued at the staff’s discretion due to external stakeholder
interest. There has already been press interest in this case, the Region Ill Public Affairs Officer
(PAO) was interviewed by a local television station and the PAO will provide them the
enforcement action when the NRC issues it. The patient's attorney has been in contact with
NRC and already has the inspection report with the facts of the case. The licensee has not
been specifically informed of the enforcement action. The schedule of issuance and notification
is:

Mailing of Notice April 10, 2008
Telephone Notification of Licensee April 10, 2008

The licensee may respond within thirty days from the date of the Notice.
The State of Michigan will be notified.

CONTACTS: Leelavathi Sreenivas, OE, 415-1285 Nick Hilton, OE, 415-3055
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