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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) ruies and regulations and the coenditions 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.

D 2. Previous violation(s} closed.

3. The viclation(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) was/were discussed involving the following requirement(s} and Carrective Action(s):

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

(Viotations and Corrective Actions)

Licensee's Statement of Corrective Actions for [tem 4, above.

| 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 achleved). | understand that no further written response to NRC will be required, unless specifically requested.

Title Printed Name Signature Date

LICENSEE'S
REPRESENTATIVE

NRC INSPECTOR Tony Go /W /N 03/ / 2006
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PROGRAM SCOPE

The licensee is a 300-bed medical facility located in Elkhart, IN, and it served the surrounding
counties between Indiana and Michigan. The licensee is authorized to use byproduct materials
Per 10 CFR 35.100, 35.200, 35.300, 35.400, 35.500, 35.600, and as well 10 CFR 35.1000. At this

acility, the licensee’s oncology department operates a Varian’s GammaMed Model-232 HDR unit.

The licensee's organizational structure is as stated on the license and it had not changed since
the last inspection. However, according to the latest amendment, the licensee hired a new
Physicist, Steven Leung, Ph.D., he is aiso the current RSO for both Nuclear Medicine and the
Oncology Department. Currently, the licensee’s authorized 29 users éMDs), a department
manager, and a crew of dosimetrists. In 2005, the licensee performed approximately six HDR
treatments of multiple fractions. The licensee oncology department also performed permanent

rgstate implants using -125 seeds, and performed low dose LDR brachytherapies using Cs-137
ubes.

The Nuclear Medicine department performed 15 diagnostic studies per_dag, and
radiopharmaceutical therapies. Spemﬂcalin, the licensee’s staff administéred 25 hyperthyroid
therapies per year using 1-131 capsules with doses greater than 3 mCi, and agproxlmategr less
than five ablafion therapies per year with capsules containing 100 and 200 mCi of 1-131. The
licensee order unit doses from a radiopharmacy. The licensee employed six technologists for
the NM department.

Performance Observations

During the inspection, the licensee’s nuclear medicine staff demonstrated: (1) a daily radiation
survey; (2) a weekly removable contamination survey; (3) a survey of a package; and (4) a daily
dose calibrator constancy check. The inspector observed a diagnostic adminisfration and the
HDR daily QA tests during the inspection. The inspector reviewed written directives for iodine-
131, HDR treatments and aaali.?ermanent seed implants_ using palladium-103 seeds. No
violations were identified during the inspections of the facilities. The records indicated that the
licensee had conducted multiple fractions of gynecological therapies with the HDR unit. To
improve utilization time of the HDR, The HDR unit was stored in a dedicated HDR room, known
as the Nelco room. The HDR unit maintenance record was also reviewed during the inspection,
and no safety problem was identified during the quarterly preventive maintenance. The
inspector noted that the room contains all the safety systems, and it is located within the
department as indicated in the license. The licensee secured the Neico room by two padlocks
and a heavy gauge of steel chain.
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