NRC FORM 591M GEHR eS| U.S. NUCLEAR REGULATORY COMMISSION

(04-2022)

Materials Inspection Report

1. Licensee/Location Inspected: 2. NRC/Regional Office

Columbus Regional Hospital _

Radiology Department Region Il o
2400 E 17th Street U. S. Nuclear Regulatory Commission
Columbus. IN 47201 2443 Warrenville Road, Suite 210

Report Number(s) 2022-001

Lisle, IL 60532-4352

3. Docket Number(s) 4. License Number(s) 5. Date(s) of Inspection
030-01597 13-01631-05 Nov. 16 - Dec. 16, 2022
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:

NN

1.
2.
3

Based on the inspection findings, no violations were identified.

Previous violation(s) closed.

. During this inspection, certain of your activities, as described below and/or attached, were in violation of NRC requirements, and

were assessed at Severity Level 1V, in accordance with the NRC Enforcement Policy.

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

were satisfied.

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

The following violation(s) is/are being cited in accordance with NRC Enforcement Policy. This form is a NOTICE OF VIOLATION,
which may be subject to posting in accordance with 10 CFR 19.11.
(Violations and Corrective Actions)

A. 10 CFR 35.60(a) requires a licensee, who performs direct measurements in accordance with Section
35.63, to possess and use instrumentation to measure the activity of unsealed byproduct material before it is

(continued on next page)

Statement of Corrective Actions

| 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.

TITLE PRINTED NAME SIGNATURE AND DATE
LICENSEE'S . . . .
represenTATivE | Bill Algee, Director, Radiology Bill Algee : =t
NRC INSPECTOR | Deborah A. Piskura, Senior Health Physicist | Deborah A. Piskura Digilly signed by Deborah A Piskura
BRANCH CHIEF Rhex A. Edwards, Chief, MIB w0 Do 20251222 17118:56 0800
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administered to each patient or human research subject.

10 CFR 35.60(b) requires licensees to calibrate the instrumentation required in paragraph (a) of this section in
accordance with nationally recognized standards or the manufacturer's instructions.

Contrary to the above, from April 2020 to December 16, 2022, the licensee did not calibrate the instrumentation
required in paragraph (a) of this section in accordance with nationally recognized standards or the manufacturer's
instructions. Specifically, in April 2020 the licensee obtained a rubidium-82 radionuclide generator which had a
dynamic detector as the instrumentation required by 10 CFR 35.60(a). However, there is no nationally recognized
standards or manufacturer's instructions for calibration of a dynamic detector, so the licensee was unable to calibrate
the instrumentation in accordance with nationally recognized standards or the manufacturer's instructions.

The licensee cannot implement corrective actions since the rubidium-82 radionuclide generator inherently cannot
comply with 10 CFR 35.60(b). However, as of December 16, 2022, the licensee met the criteria described in EGM
13-003 for use of enforcement discretion. The licensee intends to meet the criteria described in EGM in the future to
allow the NRC to use enforcement discretion for future inspections of the rubidium-82 radionuclide generator.

This is a Severity Level |V violation (Enforcement Policy Section 6.3).

B. 10 CFR 35.63(c) requires that, for other than a unit dosage, the licensee must determine the activity either by (1)
direct measurement of the radioactivity; (2) a combination of measurement of radioactivity and mathematical
calculations; or (3) a combination of volumetric measurements and mathematical calculations, based on the
measurements made by a manufacturer or preparer licensed under Section 32.72 of this chapter or equivalent
Agreement State requirements.

Contrary to the above, from April 2020 to December 16, 2022, the licensee did not determine the activity in
radiopharmacuetical dosages containing rubidium-82 before they were administered to patients for medical use.
Specifically, the licensee obtained a rubidium-82 radionuclide generator, which used a dynamic detector to
determine the activity of the rubidium-82 radiopharmacuetical. This detector has no nationally recognized standards
or manufacturer's instruction for calibration. Therefore, the dynamic detector does not meet the requirements for
determination of activity in a radiopharmacuetical dosage.

The licensee cannot implement corrective actions since the rubidium-82 radionuclide generator inherently cannot
comply with 10 CFR 35.63(c). The licensee intends to meet the criteria described in EGM in the future to allow the
NRC to use enforcement discretion for future inspections of the rubidium-82 radionuclide generator.

This is a Severity Level |V violation (Enforcement Policy Section 6.3).
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