From: Jiang, Huailei

To: Daniel Fiedorek

Subject: [External_Sender] RE: NRC Inspection Report of Karmanos Cyclotron License
Date: Thursday, March 19, 2026 10:33:42 AM

Attachments: NRC 591M Karmanos Cyclo_RAE_signed.pdf

Hi Daniel.

Attached please find the signed copy.
Thanks for your inspection.

Ray

Sincerely,

Huailei (Ray) Jiang, Ph.D

Director & Sr. Chemist of Cyclotron & Radiochemistry Core
Karmanos Cancer Institute

4100 John R St, Detroit, M1 48201

Mail Code CHOOPT

Office: 313-576-9918

Fax: 313-576-9940

Jiangh@karmanos.org

From: Daniel Fiedorek <Daniel.Fiedorek@nrc.gov>

Sent: Thursday, March 19, 2026 10:39 AM

To: Jiang, Huailei <jiangh@karmanos.org>

Subject: [EXTERNAL] NRC Inspection Report of Karmanos Cyclotron License

WARNING: EXTERNAL EMAIL. PLEASE EXERCISE CAUTION WHEN CLICKING ON
HYPERLINKS.

This Message originated outside your organization.

Hi Ray,

Please see the attached 591 documenting my inspection of the Karmanos cyclotron license.
As discussed during our exit meeting, no violations were identified and the only action required
on your end is keeping a copy with your NRC records. Let me know if you have any questions.

In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter, its
enclosure, and your response, if you choose to provide one, 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, your
response should not include any personal privacy, proprietary, or safeguards information so



that it can be made publicly available without redaction.

Thanks!
Daniel

Daniel Fiedorek

U.S. NRC | Region Il

Division of Radiological Safety and Security (DRSS)
Materials Inspection Branch (MIB)
daniel.fiedorek@nrc.gov | 630-829-9836

__./“:

U.S.NRC

Pmﬁng}}upk and the Erronmens

McLaren confidentiality statement: "The information contained in this communication,
including attachments, is confidential, may be privileged, and is intended only for the use of
the named recipient(s). Unauthorized use, disclosure, forwarding or copying is strictly
prohibited and may be unlawful. If you have received this communication in error, please
notify me IMMEDIATELY at the phone number or pager listed above."



NRC FORM 591M
(09-11-2024)

U.S. NUCLEAR REGULATORY COMMISSION

Materials Inspection Report

1. Licensee/Location Inspected: 2. NRC/Regional Office
Karmanos Cancer Center Region Il
4100 John R Street U. S. Nuclear Regulatory Commission
Detroit, MI 48201 2056 Westings Avenue, Suite 400
Naperville, IL 60563-2657
Report Number(s) 2026-001
3. Docket Number(s) 4. License Number(s) 5. Date(s) of Inspection
030-38328 21-03298-06 1/28/2026-2/25/2026
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.

TITLE PRINTED NAME SIGNATURE AND DATE
LICENSEE'S U HP S H Digitally signed by Huailei Jiang
REPRESENTATIVE | Huailei Jiang Huailei J lang Date: 2026.03.19 11:30:37 -04'00'
NRC INSPECTOR | Daniel Fiedorek DANIEL FIEDOREK D 2050502 1011158 0600

BRANCH CHIEF | Rhex Edwards RHEX EDWARDS sy sy s
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NRC FORM 592M U.S. NUCLEAR REGULATORY COMMISSION
(10-04-2022)  _ounreay,

Materials Inspection Record

1. Licensee Name: 2. Docket Number(s): 3. License Number(s)

Karmanos Cancer Center 030-38328 21-03298-06

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

2026-001 1/28/2026, Exit 2/25/2026

6. Inspector(s): 7. Program Code(s): 8. Priority: 9. Inspection Guidance Used:
Daniel Fiedorek 03210 2 87125

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

Huailei "Ray" Jiang, PhD - RSO | jiangh@karmanos.org 313-576-9918

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

Routine Announced  |[ | Main Office Field Office 1/28/2028 Normal [ | Extended
|:| Non-Routine |:| Unannounced |:| Temporary Job Site |:| Remote D Reduced D No change

16. Location(s) Inspected List:

3901 Beaubein Blvd., Detroit, Ml 48201

17. Scope and Observations:

This was an announced routine inspection of a PET isotope production licensee in Detroit, Ml, located at that Detroit
Medical Center (DMC). The licensee possessed one GE PetTrace cyclotron to produce F-18 FDG as well as F-18
and C-11 clinical research pharmaceuticals for the adjacent PET facility listed on the Karmanos Cancer Center main
license (NRC License No. 21-04127-06). The licensee possessed a second GE PetTrace cyclotron, but it was not
operational at the time of the inspection, and the licensee has no plans to restart the cyclotron. Licensee operations
began at approximately 5 am to produce bulk quantities of F-18 FDG for use in an Intego infusion cart at the PET
center. The licensee produced research isotopes as needed and runs drills on a routine basis to stay prepared for
research isotope production. Preventative maintenance and service of the cyclotron was performed by the
manufacturer. The inspection consisted of observations of licensed activities and records review.

The inspector toured the cyclotron production area at the DMC and conducted independent surveys that indicated no
radiation levels in excess of posting requirements in restricted or unrestricted areas. All areas where licensed
material was used or stored was secured from unauthorized access. The inspector observed a morning cyclotron
production run, including cyclotron operation, radiochemistry and synthesis, quality control, and material transfer to
the medical use license. The licensee defined the transfer window out of the production area to the medical use area
as the point where material was transferred to the medical use license. The inspector also observed the licensee
response to the spill of radioactive material in a restricted area. A performance concern regarding the spill cleanup
was identified for poor survey techniques in determining extent of condition. However, the licensee promptly
reexamined the area for the extent of condition and cleanup. The licensee then documented the spill cleanup in an
associated spill report, which satisfied the inspector’s concern. The inspector interviewed licensee staff on radiation
safety principles, regulatory requirements, and licensee procedures and found the staff to be knowledgeable in all
areas. No violations were identified from observing licensed activities.

The inspector also reviewed licensee records of radiation safety program audits instrument calibrations and quality
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NRC FORM 592M U.S. NUCLEAR REGULATORY COMMISSION

(10-04-2022)
Materials Inspection Record (Continued)

control, air effluent monitoring reports, spill procedures and reports, radiation satety training, and personnel
dosimetry. No violations were identified from reviewing licensee records.

No violation of NRC requirements were identified from this inspection

Signature and Date - Branch Chief

Digitally signed by RHEX EDWARDS
RH EX E DWARDS Date: 2026.03.13 09:06:47 -05'00"
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