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General Comment
Dear Sir/Ma'am--

I am writing to express concern regarding changes to pathways to AU status. Having
performed well over a 100 of these procedures, mostly in the last few years due to emerging
excellent outcomes data and broad support with the hepatology world, I would hate to
minimize the positive impact that this therapy will potentially have for many liver patients
with hepatocellular carcinoma due to impediments to achieving AU status by otherwise
qualified interventional radiologists. As a user of both Y-90 products, both from SirSpheres
and TheraSpheres, there are definite advantages to having supervised and simulated in vitro
case participation as part of education towards AU status. Proposed changes of eliminating
pathway 2 towards becoming and AU will adversely impact availability of this valuable
therapy from qualified interventionalists to their patients. Thank you kindly for your
consideration of this matter. Sincerely, Jason Smith, MD. Chief Interventional Radiology,
Loma Linda University Medical Center, Loma Linda, CA
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