UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION Il
2443 WARRENVILLE ROAD, SUITE 210
LISLE, ILLINOIS 60532-4352

January 26, 2023

EA-22-126

Whit Sanders

Executive Director, Cancer Services
Mercy Hospital Joplin

100 Mercy Way

Joplin, MO 64804

SUBJECT: NRC ROUTINE INSPECTION REPORT NO. 03012728/2022001(DRSS) —
MERCY HOSPITAL JOPLIN

Dear Whit Sanders:

On August 1, 2022, an inspector from the U.S. Nuclear Regulatory Commission (NRC)
conducted a routine inspection at your Joplin, Missouri, facility with continued in-office review
through January 10, 2023. The purpose of the inspection was to review activities performed
under your NRC license to ensure that activities were being performed in accordance with NRC
requirements. The in-office review included a review of one Authorized User’s training and
experience. The enclosed inspection report presents the results of the inspection.

During this inspection, the NRC staff examined activities conducted under your license related
to public health and safety. Additionally, the staff examined your compliance with the
Commission’s rules and regulations as well as the conditions of your license. Within these
areas, the inspection consisted of selected examination of procedures and representative
records, observations of activities, and interviews with personnel.

Based on the results of this inspection, one apparent violation of NRC requirements was
identified and is being considered for escalated enforcement action in accordance with the NRC
Enforcement Policy. The current Enforcement Policy is included on the NRC’s website at
http://www.nrc.gov/about-nrc/requlatory/enforcement/enforce-pol.html. The apparent violation
concerned the licensee’s failure to have an Authorized User date and sign a written directive
before one administration of I-131 sodium iodide greater than 1.11 megabecquerels (MBq)

(30 microcuries (uCi)), as required by Title 10 of the Code of Federal Regulations (CFR)

Part 35.40(a). The circumstances surrounding the apparent violation, the significance of the
apparent violation, and the need for lasting and effective corrective action with you and your
staff at the inspection exit meeting on January 10, 2023.

Before the NRC makes its enforcement decision, we are providing you an opportunity to

1) respond to the apparent violation addressed in this inspection report within 30 days of the
date of this letter, or (2) request a Pre-decisional Enforcement Conference (PEC). If a PEC is
held, it will be open for public observation and the NRC will issue a press release to announce
the time and date of the conference.
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If you choose to provide a written response, it should clearly marked as “Response to the
Apparent Violation in Inspection Report No. 03012728/2022001(DRSS); EA-22-126,” and
should include, for the apparent violation: (1) the reason for the apparent violation, or, if
contested, the basis for disputing the apparent violation; (2) the corrective steps that have been
taken and the results achieved; (3) the corrective steps that will be taken to avoid further
violations; and (4) the date when full compliance was or will be achieved. Your response may
reference or include previously docketed correspondence if the correspondence adequately
addresses the required response. Your response should be sent to the NRC’s Document
Control Desk, Washington, DC 20555-0001, with a copy mailed to the NRC Region IlI Office,
2443 Warrenville Road, Suite 210, Lisle, lllinois 60532, within 30 days of the date of this letter. If
an adequate response is not received within the time specified or an extension of time has not
been granted by the NRC, the NRC will proceed with its enforcement decision or schedule a
pre-decisional enforcement conference (PEC).

In lieu of providing this written response, you may choose to provide your perspective on this
matter including the significance, cause, and corrective actions, as well as any other information
that you believe the NRC should take into consideration by requesting a PEC to meet with the
NRC and present your views in person. If you choose to request a PEC, it will afford you the
opportunity to provide your perspective on the apparent violations and any other information that
you believe the NRC should take into consideration before making an enforcement decision.
The topics discussed during the PEC may include the following: information to determine
whether a violation occurred, information to determine the significance of a violation, information
related to the identification of a violation, and information related to any corrective actions taken
or planned to be taken. In presenting your corrective actions, you should be aware that the
promptness and comprehensiveness of your actions will be considered in assessing any civil
penalty for the apparent violation. The guidance in NRC Information Notice 96-28, “Suggested
Guidance Relating to Development and Implementation of Corrective Action,” may be useful in
preparing your response. You can find the information notice on the NRC website at:
http://www.nrc.gov/reading-rm/doc-collections/gen-comm/info-notices/1996/in96028.html

In addition, please be advised that the number and characterization of the apparent violations
described in the enclosed inspection report may change as a result of further NRC review. You
will be advised by separate correspondence of the results of our deliberations on this matter.

In accordance with the NRC’s “Rules of Practice” in 10 CFR 2.390, a copy of this letter, its
enclosure, and any response you provide will be made available electronically for public
inspection in the NRC’s Public Document Room or from the NRC’s Agencywide Documents
Access and Management System (ADAMS), accessible from the NRC’s website at
http://www.nrc.gov/reading-rm/adams.html. To the extent possible, any response should not
include any personal privacy, proprietary, or safeguards information so that it can be made
publicly available without redaction.

Please contact Rhex Edwards, Chief of the Materials Inspection Branch, at 630-829-9722
or Rhex.Edwards@nrc.gov within ten days of the date of this letter to notify the NRC of
your intended response.
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If you have any questions concerning this matter, please contact Rhex Edwards, Chief of the
Materials Inspection Branch, of my staff at 630-829-9722 or Rhex.Edwards@nrc.gov.

Sincerely,

Signed by Bloomer, Tamara

rr‘-\(W /Aﬁ"””“ on 01/26/23

Tamara Bloomer, Acting Director
Division of Radiological Safety and Security

Docket No. 030-12728
License No. 24-01090-03

Enclosure:
Inspection Report No. 03012728/2022001(DRSS)

cc w/encl: Samuel Rhoades, PhD, RSO
State of Missouri
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EXECUTIVE SUMMARY

Mercy Hospital Joplin
NRC Inspection Report 03012728/2022001(DRSS)

This was an announced routine inspection of a medical institution with one hospital located in
Joplin, Missouri. Mercy Hospital Joplin (Mercy) was authorized under NRC License

Number 24-01090-03 to possess and use diagnostic and therapeutic radiopharmaceuticals as
well as various sealed sources for brachytherapy uses permitted by Title 10 of the Code of
Federal Regulations (10 CFR) Part 35.

The scope of the inspection was to examine the activities conducted under the license and to
confirm compliance with the NRC rules, regulations, and the conditions of the license. Based on
the results of this inspection, one apparent violation was identified regarding the licensee’s
failure to have an Authorized User (AU) date and sign a written directive before one
administration of iodine-131 (I-131) sodium iodide greater than 1.11 megabecquerels (MBq)
(30 microcuries (uCi)).

The licensee implemented immediate corrective actions including requiring staff to review the
current NRC license for AU authorizations and providing training to staff on written directive
requirements.
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1.2

2.1

2.2

REPORT DETAILS

Program Overview and Inspection History

Inspection Scope

The inspector reviewed the license application and supporting documents. Additional
information was gathered through direct observation of licensed activities, interviews
with the licensee’s staff, a review of selected records, and a tour of the facilities. In-office
review included a review of one Authorized User’s training and experience.

Observations and Findings

Mercy was authorized under NRC License Number 24-01090-03 to possess and use
diagnostic and therapeutic radiopharmaceuticals as well as various sealed sources for
brachytherapy as permitted by 10 CFR 35.100 — 400. The licensee had one licensed
facility in Joplin, Missouri. The licensee maintained an active nuclear medicine
department that routinely performed diagnostic and therapeutic administrations of
radiopharmaceuticals. All therapy procedures were performed on an outpatient basis.
Additionally, the licensee had a Radiation Oncology Department that performed
brachytherapy procedures. However, the licensee was not actively using manual
brachytherapy sources for uses under 10 CFR 35.400 at the time of the inspection.

The licensee had a full-time Radiation Safety Officer (RSO) who provided radiation
safety support and oversight. Additionally, the licensee maintained an active Radiation
Safety Committee (RSC) to provide oversight of licensed activities.

The last routine inspection of the licensee was in October of 2018 and no violations were
identified. Prior to that, a routine inspection was conducted in December of 2015 and no
violations were identified.

Inspection Findings

Inspection Scope

On August 1, 2022, the inspector visited the Mercy facility to review implementation of
the licensee’s radiation safety program. The scope of the inspection was to examine the
activities conducted under the license and to confirm compliance with NRC rules, NRC
regulations, and the conditions of the license. The inspector toured the facilities,
observed licensed activities, conducted interviews, and reviewed selected records.

Observations and Findings

The inspector toured the facility and observed tasks including the following: dose
calibrator quality control testing, preparation and administration of doses, receipt of
radioactive material, sealed source inventories, and surveys.

The inspector reviewed a sample of records including the following items: annual
program reviews, decay in storage logs, dose calibrator calibrations, dosimetry results,
instrument calibrations, patient release instructions and records, RSC meeting minutes,
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sealed source inventories and leak tests, shipping and receiving logs, surveys, training,
and written directives. The inspector identified one apparent violation related to the
licensee’s written directives.

Title 10 CFR 35.40(a) states, in part, that a written directive must be dated and signed
by an AU before the administration of I-131 sodium iodide greater than 1.11 MBq

(30 pCi). At the time of the inspection, Condition 12.B. of NRC License No. 24-01090-03,
Amendment 61, listed the individuals who were AUs for medical use as indicated.

On May 25, 2022, a patient received a 193.14 MBq (5.22 millicurie (mCi)) dosage of
I-131 sodium iodide for a whole-body diagnostic study. The licensee prepared a written
directive for this administration and had AU1 sign the written directive; however, the
inspector identified that AU1 was not authorized for 10 CFR 35.300 uses, such as the
administration of 1-131 sodium iodide greater than 1.11 MBq (30 uCi). Furthermore, the
inspector identified that AU1 was not qualified to be an AU for 10 CFR 35.300 types of
use. Specifically, AU1 did not meet the training and experience requirements found in
10 CFR 35.390, 10 CFR 35.392, 10 CFR 35.394, or 10 CFR 36.396. This is an apparent
violation of 10 CFR 35.40(a).

Upon NRC identification of the issue, the licensee had the 1-131 sodium iodide
administration from May 25, 2022, reviewed by AU2, a 10 CFR 35.300 AU listed in
Condition 12.B. of NRC License No. 24-01090-03, Amendment 61. AU2 reviewed the
case and determined that the appropriate dose was administered. AU2 stated “the
administered dose and technique were correct and appropriate to the clinical situation;
no changes would have been made with my personal involvement.”

The inspector reviewed a sample of administrations requiring written directives during
the inspection period and found no other concerns. The licensee reviewed all the 1-131
sodium iodine written directives from October 2018 through August 2022 and
determined this was an isolated occurrence.

The licensee’s immediate corrective actions included requiring staff to review the current
NRC license for AU authorizations and providing training to staff on written directive
requirements. Additionally, the licensee planned to work with their radiopharmacy to add
additional AUs to the ordering process so that dosages requiring a written directive are
ordered under the name of the AU that is signing the written directive.

At the time of the inspection, the licensee did not intend to pursue qualifications for AU1
based on the time commitment that would be necessary to meet the current training and
experience requirements in 10 CFR Part 35.

Conclusions
The inspector identified an apparent violation of 10 CFR 35.40(a) for the licensee's

failure to have an AU date and sign a written directive before one administration of 1-131
sodium iodide greater than 1.11 MBq (30 pCi).



3 Independent Radiation Measurements

Independent radiation surveys were conducted at the inspected facilities. The survey
results were consistent with the licensee’s postings, the licensee’s survey results, and
applicable regulatory limits.

Instrumentation: Model: RadEye G

Serial Number: 30337
Calibration Expiration: March 29, 2023

4 Exit Meeting Summary

The NRC inspector presented preliminary inspection findings following the onsite
inspection on August 1, 2022, and during a virtual meeting with the licensee on
November 7, 2022. Upon completion of in-office review, a virtual exit meeting was held
on January 10, 2023, with the licensee. The licensee acknowledged the finding and
stated corrective actions have been implemented.

LIST OF PERSONNEL CONTACTED

# Whit Sanders, Executive Director, Cancer Services
# Samuel Rhoades, PhD, RSO

# Attended exit meeting on January 10, 2023.

INSPECTION PROCEDURES USED

87131: Nuclear Medicine Programs, Written Directive Required
87132: Brachytherapy Programs

LIST OF ACRONYMS AND ABBREVIATIONS USED

AU Authorized User

1-131 iodine-131

MBq Megabecquerel

mCi millicurie

Mercy Mercy Hospital Joplin

NRC U.S. Nuclear Regulatory Commission

RSC Radiation Safety Committee

RSO Radiation Safety Officer

MCi microcurie

10 CFR Title 10 of the Code of Federal Regulations



