
From: Frank Tran
To: Michael Levy
Subject: Request additional information for NRC Materials license application for Ionetix Corporation
Date: Tuesday, September 27, 2022 9:50:00 AM

Dear Mr. Levy:
 
This refers to the new license application for Ionetix Corporation, Docket No. 030-39318.
We reviewed the application in accordance with the NRC regulations and licensing
guidance; specifically, NUREG-1556, Volume 12, Revision 1; Volume 20, Revision 1; and
Volume 21, Revision 1. Based on the review, we will need additional information below.
 

1. Provide the following statement: “Pursuant to 10 CFR 30.35(g), 10 CFR 40.36(f), and
10 CFR 70.25(g) and 10 CFR 70.51(b)(3), as appropriate, we will maintain records
important to decommissioning and will transfer these records to an NRC or
Agreement State licensee before licensed activities are transferred or assigned, in
accordance with 10 CFR 30.34(b), 10 CFR 40.46, and 10 CFR 70.36, as appropriate.
Furthermore, pursuant to 10 CFR 30.51(f), 10 CFR 40.61(f), and 10 CFR 70.51(a), as
appropriate, prior to license termination, we will forward the records required by 10
CFR 30.35(g), 10 CFR 40.36(f), and 10 CFR 70.25(g), as appropriate, to the
appropriate NRC regional office.”
 

2. You indicated that a decommissioning financial assurance is required for your new
NRC Materials license and your company has submitted a decommissioning cost
estimate and financial assurance instrument to the NRC. Please update all document
related to the decommissioning financial assurance (the Certification of Financial
Assurance, the decommissioning funding plan with cost estimate, and the financial
assurance instrument, as applicable) to reflect the new location (6424 Westland Way,
Lansing, MI 48917) and submit.

 
3. Provide a copy of the delegation of authority for the Radiation Safety Officer (RSO).

For your reference, a sample of the memo is in Appendix D, “Radiation Safety Officer
Duties and Responsibilities”, in NUREG-1556, Volume 12, Rev. 1.

 
4. We could not find the flow of authority between executive management and the RSO

in the organizational chart. Please resubmit the organizational chart describing the
management structure, reporting paths, and flow of authority between executive
management and the RSO.

 
5. The section “Application” in the procedures states that the procedures are for Ionetix

Corporation PET manufacturing facilities. Please confirm that all procedures in the
application will be implemented and maintained at 6424 Westland Way, Lansing, MI
48917.

 
6. The procedures state that RSO and /or designee is responsible for the radiation

safety training including but not limited to the training in the radiation protection,
operations of the cyclotron, operating and emergency procedures, and handling
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licensed materials. Describe the minimum training and experience which the
designee will be completed before giving instructions in radiation safety training to
others.

 
7. The procedure in Item 8, “Training for Individuals working in or Frequenting

Restricted Areas”, discussed Attachments 1, 2, 3, and 4; however, the attachments
were not included. Provide a copy of Attachments 1, 2, 3, and 4 as specified in the
procedure.

 
8. We could not locate the areas for Control Room, Maintenance, Secured Storage,

Process Equipment, radioactive waste storage, and hot cells in the diagrams. Please
indicate the areas above in the diagram(s) and provide a copy.

 
9. Provide name(s) and the revision, if applicable, of the industrial or national standards

and/or codes which the applicant will use to build the facility (cyclotron vault, hot cells,
isotope processing areas, radiolabeling areas, ventilation systems, and other areas
where licensed material will be used, as applicable.) Provide a statement that the
applicant will verify the facility and associated systems, structures, and components
meeting those standards and codes prior to and during operations. Provide a
confirmation that the applicant will maintain the facility and equipment in accordance
with those standards and codes.

 
10. We could not match the facility components for the exhaust ventilation system

between the 2D and 3D diagrams. For example, the exhaust stack was showed
between sections C and D, and 4 and 5 in the 3D diagram but not in the 2D. In
addition, we could not match the areas in the “Facility Diagram” with the exhaust
ventilation system (2D or 3D) because there were no sections marking in the “Facility
Diagram”, but 2D exhaust diagram. Please outline the cyclotron vault, hot cells,
isotope processing areas, radiolabeling areas, and other areas where volatile or
dispersible licensed material may be used in the Facility Diagram (exhaust) – 2D and
provide a copy.

 
11. Identify the areas where negative pressure will be maintained during operations.

Provide the minimum exhaust air flow and/or the minimum negative pressure which
will be maintained in those areas during operations.
 

12. The applicant provides that a MERV prefilter and high efficiency gas absorber
(HEGA) carbon filter will be used in the air effluent exhaust system. Provide the
minimum rating for the MERV prefilter which will be used. In addition, please confirm
if your filter system is capable to capture at least 99.97% of particles with a size of 0.3
microns as a high efficiency particulate air (HEPA) filter.

 
13. Provide a copy of the estimate (report) of air effluent release using EPA’s COMPLY

code as discussed in the application (including all assumptions with the most
conservative data points).

 



14. Provide a statement that the applicant will install, operate, and maintain the
continuous air monitor (CAM) system in accordance with the manufacturer or vendor
instructions and recommendations.

 
15. The “Radiation Monitoring Instruments” mentioned that the applicant will possess

items a through f. Please specify what are those items.
 

16. The procedure for radioactive waste storage and disposal mentioned attachments 1,
2, and 3; however, we could not locate the attachments. Please provide a copy of the
attachments 1, 2 and 3.

 
17. We reviewed the procedure for radioactive waste storage and disposal against the

procedures in the Appendix P, “Model Waste Management Procedures”, of NUREG-
1556, Volume 12, Revision 1. We found that the procedures named “Decay-In-
Storage (DIS) / Short-Lived Radioactive Waste” and “Sanitary Sewer” did not contain
all necessary elements discussed in the model procedures in Appendix P. State that
the applicant will follow the Appendix P, “Model waste Management Procedures”, of
NUREG-1556, Volume 12, Revision 1, including the General Guidelines, Model
Procedure for Disposal by Decay-in-Storage (DIS), and Model Procedure for Disposal
of Liquids into Sanitary Sewerage. Alternatively, you may update procedures above
to align with the model procedures in Appendix P and submit.

 
18. Describe the steps the applicant will implement to prevent unauthorized access to the

roof of the cyclotron vault during operations.
 
To continue the review of your application, we request that you submit your response under
a dated and signed cover by October 25, 2022. In the cover letter, please reference Mail
Control No. 632066. We will assume that you do not wish to further pursue this licensing
action if we 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, please contact me at 630-829-9623 or reply to this email.
 
In accordance with Title 10 of the Code of Federal Regulations (10 CFR) 2.390 of the
NRC’s “Rules of Practice,” a copy of this correspondence 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.
 
Best regards,
 

Frank Tran
Health Physicist/License Reviewer
Phone: 630-829-9623
Fax: 630-515-1078
Email: Frank.Tran@nrc.gov
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