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Additional information for amendment request 

 
I contacted Dr. Kohanski regarding an amendment request to authorize a current 35.100 and 200 authorized user 
(AU) for oral administration of sodium iodide I-131 and parenteral administration of any beta emitter or a photon-
emitting radionuclide with a photon energy less than 150 keV for which a written directive is required.  The 
supplemental information submitted identified that the AU had participated in three cases in which patients received 
high doses of I-131.  However, there was no indication of the amount of I-131 that was administered.   
 
Dr. Kohanski confirmed that the proposed AU had participated in three cases involving thyroid cancer and treatment 
with I-131 greater than 100 mCi.   
 
I explained that based on the information submitted, the proposed AU does not meet the pathway under 35.390 or 
35.396 to qualify for authorization of that use.   
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