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Additional information for amendment request 

This record represents a series of telephone and e-mail communications with Dr. Butler between May 24 and May 
28, 2010. 
 
1)  The amendment request is to increase the SIR-Spheres possession limit per vial to 150 mCi.  I informed Dr. 
Butler that the SS&D was updated to a maximum of 189 mCi/vial and asked if he wished to change this request.  Dr. 
Butler revised the request to 189 mCi/vial. 
 
2)  Enclosed with the amendment request (but not addressed in the cover letter) were SIR-Spheres proctoring 
evaluation forms for three completed cases, each form stating that the AU and interventional radiologist (IR) required 
additional proctoring.  I asked Dr. Butler if the licensee considered this to be notification of completion of the required 
proctored cases.  Dr. Butler informed me that an additional two proctored patient cases were completed, and 
provided a copy of the proctoring evaluation form stating that the AU and IR were now qualified and that no 
additional proctoring sessions were required.  Dr Butler also provided a copy of a letter from the Sirtex medical 
director confirming that the AU has successfully completed three proctored cases. 
 
Action Required:  Issue amendment, increasing SIR-Spheres activity/vial to 189 mCi and updating LC 12 to remove 
the reference to the commitment to provide documentation of completion of three proctored cases. 
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