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LICENSEE:

The inspection was an examination of the activities conducted under your license as they relate to radiation safety and to compliance with the Nuclear
Regulatory Commission (NRC) rules and regulations and the conditions of your license. The inspection consisted of selective examinations of
procedures and representative records, interviews with personnel, and observations by the inspector. The inspection findings are as follows:

{/ . 1. Based on the inspection findings, no violations were identified.

Previous violation(s) closed.

2
771 3. The violations(s), specifically described to you by the inspector as non-cited violations, are not being cited because they were self-identified,
: non-repetitive, and corrective action was or is being taken, and the remaining criteria in the NRC Enforcement Policy, to exercise
discretion, were satisfied.

Non-cited violation(s) were discussed involving the following requirement(s):

‘ . 4. During this inspection, certain of your activities, as described below and/or attached, were in violation of NRC requirements and are being
e cited in accordance with NRC Enforcement Policy. This form is a NOTICE OF VIOLATION, which may be subject to pasting in accordance
with 10 CFR 19.11.

(Violations and Corrective Actions)

Statement of Corrective Actions

I hereby state that, within 30 days, the actions described by me to the Inspector will be taken to correct the violations identified. This statement of
corrective actions is made in accordance with the requirements of 10 CFR 2.201 (corrective steps already taken, corrective steps which will be taken,
date when full compliance will be achieved). | understand that no further written response to NRC will be required, unless specifically requested.
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PROGRAM SCOPE

The licensee was a small hospital and authorized to use licensed material permitted by Section 35.100, 35.200, 35.300,
and 35.400. The nuclear medicine department was staffed with three full-time technologist who performed
approximately 20 diagnostic procedures a day which included a full spectrum of studies. The licensee administered
approximately 25 plus I-131 treatments for hyperthyroidism and Graves Disease annually (capsule form only). The
licensee anticipated that it would expand its use to include I-131 for thyroid carcinoma treatments. The hospital
retained the services of a consulting physicist who audited the radiation safety program on a quarterly basis. The
licensee's radiation therapy activities were limited to permanent prostate implants using I-125. The patient treatments
were performed by one authorized user supported by one medical physicist. The licensee administered approximately
50 1-125 permanent prostate implants each year.

PERFORMANCE OBSERVATIONS

The inspection consisted of interviews with selected licensee personnel; a review of select records; tour of the nuclear
medicine and radiation oncology departments; and independent measurements. The inspector observed the
administration of several diagnostic nuclear medicine procedures. The inspector reviewed the post-treatment plans for
10 implants with physics personnel. From the randomly selected 10 implants, the NRC inspector identified

one patient brachytherapy post-treatment plans where the administered dose appeared to exceed the prescribed dose by
more than 20 percent. According to the authorized user, she took a conservative approach in contouring the prostate
and treatment site, therefore causing the administered dose to exceed the prescribed dose by 20.48 percent. The
inspector reviewed the contour and agree with the authorized user's assessment. The written directives prescribed a
dose to the prostate of 110.0 Gy.

In accordance with NRC Interim Enforcement Policy that was issued in the Regulatory Issue Summary (RIS) 2013-10,
the one prostate implant where the administered dose was 20.48 percent over the prescribed dose met the criteria for

enforcement discretion.
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Specifically, the enforcement discretion will apply if the licensee used absorbed dose to compare the dose delivered to
the treatment site with the prescribed dose, the doses to normal tissues and structures do not exceed the regulatory dose
threshold for reporting Medical Events; and the total dose for the treatment site was expressed in the written directive
as absorbed dose. Based on discussion with the staff, a review of treatment documentations, and the NRC RIS, the
failure to report the one medical events to the NRC as required by 10 CFR 35.3045 warrants enforcement discretion.

The inspector performed an in-office review of the circumstance around the one post-treatment prostate implants. The
inspector performed a final telephone exit with the licensee's radiation safety officer on December 31, 2013.

No violations of NRC Regulatory Requirements were identified.
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