UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION Il
2443 WARRENVILLE RD. SUITE 210
LISLE, IL 60532-4352

March 21, 2024

Karen Hopping, R.T.
Radiation Safety Officer

North Kansas City Hospital
2800 Clay Edwards Dr.

North Kansas City, MO 64116

Dear Ms. Hopping:

This letter is regarding your request dated March 8, 2024, to amend your U.S. Nuclear
Regulatory Commission (NRC) Materials License No. 24-18628-01.

The U.S. NRC’s guidance document for your type of license is NUREG-1556, Volume 9, Rev. 3,
dated September 2019, “Consolidated Guidance About Materials Licenses: Program-Specific
Guidance About Medical Use Licenses.” This guidance is available on the U.S. NRC website
at: https://www.nrc.gov/docs/ML1925/ML19256C219.pdf

Upon review of the request, | identified the following areas requiring additional or clarifying
information:

1. Title 10 Code of Federal Regulations (10 CFR) 35.390(b)(1) specifies that applicant
physician must have completed 700 hours of training and experience, including a
minimum of 200 hours of classroom and laboratory training and work experience under
the supervision of an authorized user.

Work experience must involve a minimum of three cases in each of the following
categories for the applicant physician is requesting Authorized User status:

o oral administration of less than or equal to 1.22 gigabecquerels (33 millicuries) of
sodium iodide 1-131, for which a written directive is required,;

e oral administration of greater than 1.22 gigabecquerels (33 millicuries) of sodium
iodide [-131; and

o parenteral administration of any radioactive drug that contains a radionuclide that is
primarily used for its electron emission, beta radiation characteristics, alpha radiation
characteristics, or photon energy of less than 150 keV, for which a written directive is
required

The submitted Preceptor/Applicant Statement only documents the completion of
80 hours of classroom and laboratory training and does not include documentation of the
completion of three clinical cases in each of the categories specified above.

Note that it appears that Part | of the Preceptor/Applicant Statement was not completed
appropriately. For example, Section 3.c., “Supervised Clinical Case Experience,” lacks
information regarding the number of clinical cases completed. Additionally, | noted that
while the preceptor physician attests that the applicant physician completed 200 hours of
classroom and laboratory training in Part I, this conflicts with the number of hours
documented in Section 3.a., “Classroom and Laboratory Training.” Therefore, please
resubmit the Preceptor/Applicant Statement with appropriate revisions.
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2. 10 CFR §35.190(c)(2), 10 CFR §35.290(b)(2) and 10 CFR §35.390(b)(2) identify that
preceptor Authorized User must be qualified to use the licensed material described in
10 CFR §35.100, §35.200 and §35.300 or equivalent Agreement State requirements.

The Preceptor/Applicant Statement included an attestation signed by the preceptor,
Wendell Yap, M.D., with the University of Kansas Medical Center. Though, the
referenced Kansas Radioactive Material License No. 18-C801 is a Broad Scope License
that does not identify each Authorized User.

Therefore, please provide the permit issued by the Broad Scope Licensee identifying the
preceptor Authorized User’s licensed authorizations.

In accordance with 10 CFR §2.390 of the NRC’s “Rules of Practice,” a copy of this letter and its
enclosure will be made available electronically for public inspection in the NRC Public
Document Room or from the NRC's Agencywide Documents Access and Management System
(ADAMS), accessible from the NRC Web site at https://www.nrc.gov/reading-rm/adams.html.

To continue review of your request, please submit your response to this letter within 15 calendar
days from the date of this letter. In your response, please refer to the license, docket, and
control number specified below. | will assume that you do not wish to further pursue this
licensing action if | do not receive a reply within the specified timeframe noted above.

If you have questions, require additional time to respond, or require clarification on any of the
information stated above, | encourage you to contact me at (630) 829-9737 or via e-mail at

Jason.Kelly@nrc.gov.

Sincerely,
Digitally signed by JASON KELLY
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Jason M. Kelly, MPH, CPH
Health Physicist
Materials Licensing Branch

Docket No.: 030-13966
License No.: 24-18628-01
Control No.: 640029
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