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RE: Llcense Amendment Request to add SIR-Spheres, Yttrium 90 microspheres, 
produced by SIRTEX Medical Ltd. -AND- approvals for Pd-103 manufacturer specific 
Implants. 

Dear License Reviewer: 

Please amend our radioactive material Ilcense, number 21-01 190-05, to: 

First include Y-90 as mlcrospheres for use in the Model SIR-Spheres, Brachytherapy Device. 
Authorization is requested for 189 mCi maximum activity per rial and far a 5 vial maximum 
possession limit of 945 mCi provided by SlRTeX Medical Ltd in accordance with FDA 
requirements. The requested activity and multiple activity holdings are required for the 
anticipated administration into malignant hepatic tumors. 

Second include Pd-103 as seeds for prostate implants. Authorizations is requested for 300mCi 
maximum activity, provided by Theragenics. 

The proposed changes to our radioactive material medical use program have been approved by 
the Radiation Safety Committee. 

If you have any questions or concerns please page me at 313 609-2038. 
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Radiation Safety Officer 
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