NRC FORM 591M
(09-11-2024)

U.S. NUCLEAR REGULATORY COMMISSION

Materials Inspection Report

1. Licensee/Location Inspected: 2. NRC/Regional Office
Trinity Health Grand Rapids Hospital Region IlI
200 Jefferson Avenue SE U. S. Nuclear Regulatory Commission
Grand Rapids, MI 49503 2056 Westings Avenue, Suite 400
Naperville, IL 60563-2657
Report Number(s) 2025-001
3. Docket Number(s) 4. License Number(s) 5. Date(s) of Inspection
030-08291 21-01078-01 March 25, 2025
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.

2. Previous violation(s) closed.
L]

. 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.

A. 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)

B. 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)

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.
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NRC FORM 592M U.S. NUCLEAR REGULATORY COMMISSION
(10-04-2022)

Materials Inspection Record

1. Licensee Name: 2. Docket Number(s): 3. License Number(s)
Trinity Health Grand Rapids Hospital 030-08291 21-01078-01

4. Report Number(s): 5. Date(s) of Inspection:

2025-001 March 25, 2025

6. Inspector(s): 7. Program Code(s): 8. Priority: | 9. Inspection Guidance Used:
Ryan Craffey 02230 2 IP 87130, 87132

10. Licensee Contact Name(s): 11. Licensee E-mail Address: 12. Licensee Telephone Number(s):

Dale Schippers, MS - RSO dale.schippers@trinity-health.org 616-685-6744

13. Inspection Type: [] mitial 14. Locations Inspected: | | Hybrid 15. Next Inspection Date (MM/DD/YYYY):

Routine [ ] Announced Main Office Field Office 03/25/2027 Normal [ | Extended
[ ] Non-Routine Unannounced |[ | Temporary Job Site | | Remote [ ] Reduced [ | Nochange

16. Location(s) Inspected List:

Main Office: 200 Jefferson Avenue SE, Grand Rapids
Field Office: 250 Cherry Street SE, Grand Rapids

17. Scope and Observations:

Trinity Health Grands Rapids Hospital is a 322-bed teaching hospital authorized to use byproduct material for
diagnostic and therapeutic medical purposes at two locations on its main campus in Grand Rapids, and at a satellite
facility, also in Grand Rapids. At the main hospital's nuclear medicine department, the licensee performed diagnostic
administrations (including for PET scans) daily, and therapeutic administrations (I-131 capsules and Ra-223 Xofigo)
occasionally. The department also assisted interventional radiology with the administration of occasional Y-90
microsphere therapies. At the Lack Cancer Center, the licensee used an HDR unit to perform occasional
gynecological cancer treatments. The licensee had not performed any permanent implant brachytherapy since the
last inspection. The licensee maintained an RSC which met quarterly, and retained the services of a medical
physicis consultant, who performed quarterly audits. The RSO was a medical physicist in the radiology department.

The inspector toured the main hospital and cancer center in Grand Rapids. All areas were adequately posted, and all
licensed material was adequately secured. Independent surveys of restricted areas found no evidence of residual
contamination, and independent surveys of unrestricted areas found no exposures above limits to members of the
public. The inspector observed three diagnostic administrations, receipt of packages containing byproduct material,
area surveys, demonstrations of radiation detection instrument checks, and demonstrations of HDR daily spot
checks. All equipment functioned as intended and had been calibrated/evaluated as required. Licensee personnel
were knowledgeable of radiation principles and regulatory requirements, wore personnel dosimetry as assigned, and
implemented available ALARA measures, which were adequate for the hazards present.

The inspector also reviewed a selection of records related to therapeutic administrations of 1-131, Ra-223, Y-90, and
HDR treatments, including written directives, treatment planning and performance documentation, post-treatment
surveys, and patient release evaluations. The records provided high confidence that the licensee continued to
perform these treatments in accordance with written directives. The inspector also reviewed a selection of other
records, including RSC minutes, consultant audits, diagnostic protocols approved by a current AU, HDR training
documentation, HDR source exchange and full calibration documentation, and personnel dosimetry reports.
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NRC FORM 592M U.S. NUCLEAR REGULATORY COMMISSION
(10-04-2022)

Materials Inspection Record (Continued)

The inspector also reviewed the licensee's corrective actions taken in response to a SL Il problem cited in April 2024
for failure to maintain control of licensed material that was inadvertently disposed of, and failure to perform adequate
surveys to ensure compliance with NRC material disposal requirements. The inspector confirmed that the licensee
had taken corrective actions as described in its written response dated December 29, 2023, including installation of a
second radiation detector system at the threshold of the outgoing waste compactor, training for environmental
services staff on responding to detector alarms, and coordination with nursing staff for inpatients who generate
radioactive waste. The licensee had developed and implemented specific policies and controls for identifying and
handling radioactive inpatient waste and maintained adequate decay-in-storage measures, including for radioactive
waste identified via portal monitoring. The inspector discussed the operation of these monitors with environmental
services staff, including response to alarms, and observed functional tests of the monitors, which alarmed and then
locked out the compactor, though not quite as the licensee intended. The original monitor locked out the compactor
but only when visibly alarming. It did not alarm audibly as expected. The new monitor's alarm did require supervisor
access to disable, but it did not lock out the compactor when alarming. These deviations did not impact the ability for
the monitors to detect very small quantities of radioactive material and to alert staff, and only marginally impacted
system redundancy. These corrective actions were still therefore reasonably effective at addressing the potential for
recurrence. Nevertheless, the licensee stated that it would evaluate, adjust, and/or repair the portal monitor systems
as needed to restore the functionality stated in its written response. No additional examples of either finding had
been identified by the inspector or by the licensee since the last inspection, and all corrective actions were
completed and appeared effective. The problem is therefore closed.

The inspector also reviewed the circumstances of EN 53224 (NMED 180089), as requested by the Region's initial
evaluation in 2018 of the notification and its subsequent retraction. The inspector reviewed the case and several
subsequent Ra-223 Xofigo cases and found no issues. In all subsequent cases reviewed, the licensee had used the
correct patient weight when calculating the prescribed dose. The Region's review of EN 53224 and NMED 180089 is
therefore closed.

No other violations of NRC requirements were identified as a result of this inspection.

Signature and Date - Branch Chief

Digitally signed by RHEX EDWARDS
Date: 2025.04.08 11:15:02 -05'00"
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