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MEDICAL RADIOISOTOPES, LLC

April 26, 2021

Christian Einberg, Chief
Medical Safety and Events Assessment Branch

U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

RE: Temporary Addendum to, RadioGenix® Molybdenum-99/Technetium-99m Generator
System Licensing Guidance for Medical Use Licensees, Medical Use Permittees, and Commercial
Nuclear Pharmacies, Revision 1

Dear Mr. Einberg:

NorthStar Medical Radioisotopes (NorthStar) is currently the only domestic producer of Mo-99
which, as you are aware, is vital to the healthcare system in the U.S. NorthStar has been
performing training of nuclear pharmacy customers on our FDA approved RadioGenix Tc-99m
Generating System under the Temporary Addendum put in place last summer. The addendum has
allowed NorthStar to safely and effectively continue training customers per the Guidance in the
use of the System. NorthStar has been able to train customers at/near their pharmacy site(s),
which allows customers to receive required training without traveling to NorthStar’s corporate site
in Beloit, WI. Successful completion of this training allows for the individual customers to submit
radioactive material license amendments to incorporate use of the RadioGenix System and
NorthStar’s domestic Mo-99 in spite of COVID travel restrictions instituted by many customer
parent companies. A further advantage of training at the customer site under the addendum is the
training occurs in a more streamlined manner and has been found to be equally or more effective
for the customer. Overall, training under the Addendum has been found to be safe and effective
and this has allowed continued implementation of domestic Mo-99 in spite of the COVID situation
in the U.S.

We respectfully request the Temporary Addendum allowing the two step training and notification
process in the Addendum be extended indefinitely. We have found providing customers the option
to travel to our Beloit facility, if allowed by their companies, or having NorthStar training
personnel go to the customer site has facilitated getting domestic M0-99 to market. We intend to
continue offering both options of training location to customers, the original training in the
guidance and the new training option provided in the Addendum. Please feel free to reach out to
me at (608) 313-8230 or jharvey@northstarnm.com should you have any questions related to this
request. :
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Regards,

7 Ao
es T. Harvey

SVP & Chief Science Officer
NorthStar Medical Radioisotopes, LL.C
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