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September 10, 2018

The licensee in letter dated June 11, 2018, (ML18164A274) is
requesting to add actinium-225 (Ac-225) and gallium-68
(Ge-68) for use distribution and use in clinical trial studies to
authorized recipients (Control No. 609087). Additionally, the
licensee in letter dated June 11, 2018 (ML18166A335)
requested to add molybdenum-99 (Mo-99) to produce
technetium-99m (Tc-99m) for radiopharmaceutical production
using the Northstar Medical Radioisotopes, LLC (NorthStar)
RadioGenix™ System in accordance with the “Guidance for
Medical Use Licensees, Medical use Permittees and
Commerical Nuclear Pharmacies.” (Under a separate Control
No. 609127). Based on discussions with the MLB Branch
Chief on September 10, 2018, it was agreed to combine the
two licensing actions and issue as one licensing action.
Therefore, this action (Control No. 609087) will be voided and
combined with the licensing action (Control No. 609127). The
licensee was contacted and agreed to the void.
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