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SUBJECT

Pending NRC New License Request - Additional Information Required

SUMMARY AND ACTION REQUIRED (IF ANY)
This is a record follow-up of the remaining licensing items requiring resolution following the completion of the

pre-licensing site visit conducted at Isotopia USA Inc. on Feb. 16, 2024.
Please provide your signed and dated response no later than Tuesday, February 23rd, 2024.

1. Licensed Material and Uses
a.) The current license application materials indicate that Fluorine-18, Gallium-68, and Technetium-99m
are requested for production, possession, handling, packaging, and distribution of radio-chemicals for
transfer to persons authorized to receive these licensed materials, when these are not actually planned
uses. Please clarify the actual proposed uses for these licensed materials such as instrument
calibrations or for use in research and development as defined in 10 CFR 30.4.

b.) An initial license to be issued prior to the completion of Phase 1 construction will be limited to materials
required for instrument calibration and initial qualification of equipment. My understanding is that
Lu-177, Yb-175, and Yb-177 may be required in limited quantities for these types of operations at the
initial startup of the program. Please clarify the quantities of these isotopes requested at this time.
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SUMMARY AND ACTION REQUIRED (IF ANY) (Continued)
2. Radiation Safety Training for Personnel Working in or Frequenting Restricted Areas

Please confirm that individuals working with or near licensed material will specific training as described

below:

a.) Personnel shall receive job/task specific training on all practices and procedures relevant to their
assigned responsibilities, including all production, quality control testing, material handling, waste
handling, and storage or radioactive material.

b.) Personnel with specific responsibilities associated with receiving, packaging, shipping and
transportation of radioactive packages will have specific DOT related training necessary for safe
handling and shipment of radioactive material.

c.) Personnel shall be trained on all safety standard operating procedures relevant to their assigned job
and responsibilities.

d.) All staff training records shall be documented and maintained.
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