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U.S. NUCLEAR REGULATORY COMMISSION 

 
TELEPHONE CONVERSATION RECORD 

 
Time:  various 

 
 

 
Mail Control 
or  Report No(s). 

 
142665 

 
License No(s). 

 
29-03382-01 

 
Docket No(s). 

 
03002472 

Name of Licensee: 
 

Holy Name Hospital 

Name of Participant(s): 
 

Al Caggiano, Chief Medical Physicist 

Telephone No. 
 

201-541-6369 

Subject: 
(NOTE:  This will be used as the  
 Documents Title in ADAMS) 

Additional information for amendment request 

 
Summary: 
 

This record represents a series of e-mail communications and voicemail 
messages.  Licensee is already licensed for TheraSphere.  At the time 
this amendment request was first received, I informed Al of the restrictive 
AU training requirements in effect at that time, and suggested that the 
licensee await the next update of the microsphere licensing guidance, 
anticipated to be released within a few weeks. 

On 8/21, upon release of the updated licensing guidance, I forwarded to 
Al a copy and asked him to provide:  (a) name of AU(s) and how they will 
meet the training requirements; (b) commitment to train the other staff 
members involved in SIR-Spheres cases; (c) commitment that facilities 
for SIR-Spheres will be same as those submitted for TheraSphere or 
describe any changes; (d) response to each item in guidance section 
titled “License Commitments” (for either SIR-Spheres alone or both SIR-
Spheres and TheraSphere); (e) procedure to prospectively determine 
dose to treatment site (or activity to be administered) and doses to other 
sites; and (f) procedure to determine dose (or activity) actually 
administered. 

On 10/2, after reviewing the letters dated 9/4 and 9/22, I informed Al that 
the following information is still needed: (a) commitment that Dr. 
Rosenbluth will complete his first three hands-on SIR-Spheres cases 
supervised in the physical presence of a manufacturer’s representative 
(b) commitment that the licensee will submit documentation of the three 
hands-on cases within 30 days after completion; (c) training commitment 
consistent with the licensing guidance; (d) same facility info as requested 
on 8/21; (e) if licensee wishes flexibility to update program without license 
amendment, request this and specify conditions under which program 
changes may be made. 

 
Action Required: 
 

 
Await response, then issue amendment 
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Document Availability: 

 
X 

 
Publicly Available 

 
 

 
Non-Publicly Available 

 
X 

 
Non-Sensitive 

 
 

 
Non-Sensitive Copyright 

 
 

 
Sensitive 

 
 

 
Sensitive Copyright 

 
 

 
Immediate Release 

 
X 

 
Normal Release 

 
 

 
Delay Release Date 

 
Prepared & SUNSI Review Completed By: 
 

 
S. Gabriel 

 
/ RA / 

 
Date: 10/14/08 
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