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REQUEST FOR ADDITIONAL INFORMATION – THERASPHERE USE
 
Good morning Cathy,
 
I have completed my review of the TheraSphere® request and had a few items I would like
to resolve.
 
1. Confirm that if the CAU is obtaining training and experience by a Y-90 microsphere
manufacturer (Pathway 2), the clinical use experience will include at least three supervised
hands-on in-vitro simulated cases, followed by three supervised patient cases in the
physical presence of the manufacturer’s representative or CAU. In-vitro simulated cases
should demonstrate issues that are encountered during Y-90 microsphere administration
procedures.
 
2. Confirm documentation of the training and experience will be maintained. For individuals
obtaining clinical use experience under Pathway 1, documentation must include the clinical
use cases. For individuals obtaining clinical use experience under Pathway 2,
documentation must include the in-vitro simulated cases and a commitment that each
individual will complete at least the first three hands-on patient cases supervised in the
physical presence of a manufacturer representative.
 
3. Confirm training will be provided to all individuals preparing, measuring, performing
dosimetry calculations, or administering Y-90 microspheres.
 
4. Confirm documentation of the revised TheraSphere® Y-90 program will include a copy of
the appropriate website guidance, the old procedure, the new procedure, the effective date
of the change, and the signature of the licensee management that reviewed and approved
the change.  In addition, confirm that a record of each change will be maintained for five
years.
 
In order to continue prompt review of your application, we request that you submit your
response to this letter within 30 calendar days from the date of this letter.
 
Thanks in advance,
Tara L. Weidner
Senior Health Physicist
US Nuclear Regulatory Commission
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