
From: Forster, Sara
To: John Zehner
Cc: Christopher Ritter
Subject: RE: Additional Information Request re NukeMed, Lic. 13-32726-01MD, CN630717 amendment request status

update
Date: Friday, July 08, 2022 4:52:00 PM

Good afternoon, John & Christopher:

I have reviewed the April 15, 2022, amendment request and have the following questions.

1. In the request, a 100 millicurie per-radionuclide and 1 curie total possession limit is
requested for atomic numbers 1 through 92, but the existing possession limit for
atomic numbers 1 through 83 is 200 millicuries per-radionuclide and 2 curies total.
Please confirm that the atomic numbers 1 through 92 authorization is replacing the
atomic numbers 1 through 83 authorization. Please also confirm the change from
“any” form to any non-volatile form, for this authorization only.

2. In the request, a 400 millicurie possession limit for thorium-228, any form, was listed.
Please indicate whether this is an amendment to the current 200 millicurie
possession limit for thorium-228 generators, or if this is a separate line item for the
license.

3. In the request, a 25 curie possession limit for iodine-131 is requested, which requires
an emergency plan under Title 10 of the Code of Federal Regulations Section
30.32(i) based on values listed in 10 CFR 30.72. In addition, the possession limits for
the alpha-emitting radionuclides already listed on and requested to be added to the
license indicate a significant contribution to a need for an emergency plan, required
under 10 CFR 30.32(i) based on values listed in 10 CFR 30.72. Although an
attachment related to calculations of annual air release was included with your letter,
no emergency plan was included with the request to increase the iodine-131
possession limit to 25 curies.  Please note that, absent an evaluation showing that
the maximum dose to a person offsite due to a release of radioactive materials would
not exceed 1 rem effective dose equivalent, or 5 rems to the thyroid, an emergency
plan is required.  The emergency plan must use dose modeling for any likely
emergency condition that may lead to a release. For example, fire, transportation
accident, etc., would be some but not all of the scenarios that would need to be
considered.

If an evaluation is being submitted in lieu of an emergency plan, one or more of the
factors listed in 10 CFR 30.32(i)(2) may be used to support your evaluation. Please
provide an adequate description of your facility, the licensed material, any
engineering controls, etc., such that you may explain how one or more of the factors
apply:

The radioactive material is physically separated so that only a portion could be
involved in an accident;
All or part of the radioactive material is not subject to release during an accident
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because of the way it is stored or packaged;
The release fraction in the respirable size range would be lower than the release
fraction shown § 30.72 due to the chemical or physical form of the material;
The solubility of the radioactive material would reduce the dose received;
Facility design or engineered safety features in the facility would cause the
release fraction to be lower than shown in § 30.72;
Operating restrictions or procedures would prevent a release fraction as large as
that shown in § 30.72; or
Other factors appropriate for the specific facility.

When an evaluation is submitted, please demonstrate that the most conservative
assumptions are being used, and provide a calculation using dose modeling
software showing that the emergency plan is not required. Please clearly indicate
which of the factors listed above apply in demonstrating that no emergency plan is
needed.

Because our office anticipates that it will take some time to prepare such an
evaluation, please do not prematurely provide an incomplete evaluation. Please
provide a date by which you expect to provide either an emergency plan or an
evaluation demonstrating that conditions exist such that an emergency plan is not
needed. In the alternative, you may limit your per-facility possession limit to 8.5
curies or withdraw your request for the overall 25 curie possession limit, altogether.

Thank you,

Sara A. Forster, Health Physicist Licensing Reviewer
U.S. Nuclear Regulatory Commission - Region III
Division of Nuclear Materials Safety
2443 Warrenville Rd. - Ste. 210
Lisle, IL 60532-4352
sara.forster@nrc.gov
Direct: (630) 829-9892
Facsimile: (630) 515-1078
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