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Additional information for license amendment request

This record summarizes multiple communications by e-mail and telephone on
the dates listed above.

Summary:

1) Dr. Rundback does not appear to meet the requirements to be named
as authorized user for Y-90 Theraspheres. Dr. Rundback is an
interventional radiologist who currently is not an AU on this license.
Current NRC licensing guidance allows only authorized users who
meet the requirements of 35.490 to be considered as AU for
Theraspheres. Licensee’s initial request committed to AUs who meet
the requirements of 35.490. Allan said that apparently a sales
representative informed Dr. Rundback that NRC now allows an
interventional radiologists to be named as AU. | informed Allan that this
is not possible. He said that Dr. Rundback will work on a team that
includes an AU radiation oncologist.

2) To update HDR license commitments to switch from monthly to
quarterly full calibrations it is necessary to submit procedures required
by 10 CFR 35.610 and 35.643. | reviewed in detail what information
needs to be provided. Allan said he will submit this within a week.

Await response from licensee, then issue amendment. Discuss in cover letter
why Dr. Rundback may not be named as AU.
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