
From: Tara Weidner 
Sent: Tuesday, May 26, 2009 3:08 PM 
To: 'anisuzzaman.chowdhury@gwu-hospital.com' 
Subject: TheraSphere/SirSphere amendment 
 
License No.  08-30607-01 
Docket No.  030-35424 
Control No.  143619 
 
Dr. Chowdhury, 
 
This is in response to the license amendment request dated March 25, 2009.  A small amount of 
additional information is needed in order to approve this request.  Please provide a response by 
June 26, 2009, under signature of senior management.  This information may be mailed or 
faxed to my attention at 610-337-5269, referencing Control No. 143619.  Alternatively, the 
signed response may be scanned and submitted by return e-mail. 
 
Please send a return e-mail message to confirm receipt and understanding of this message.  
 
1.  Item 2 of your amendment request addressed the evaluation of training and experience for 
authorized users (AUs).  It appears that you initially intend to use Pathway 2 to designate 
provisional Aus.  As a broad scope licensee, it will not be necessary for you to notify the NRC 
Regional Office within 30 days after the provisional AU completes the 3rd clinical case, however 
you should update the AU’s permit from provisional to full authorization at that time. 
 
Please confirm that you will: 
 

a) authorize users separately for each type of microsphere 
b) before granting provisional authorized user status to an individual, document completion 

of training in the operation of the delivery system, safety procedures, clinical use, and 3 
manufacturer-supervised, in-vitro, simulated cases 

c) ensure that the provisional AUs perform 3 hands-on patients cases for each type of 
microsphere supervised in the physical presence of the respective manufacturer’s 
representative 

d) after a provisional AU completes 3 supervised hands-on patient cases for each type of 
microsphere, update that individual’s user permit from provisional to full authorization for 
that type of microsphere 

e) maintain all documents used to evaluate the training and experience of provisional AUs 
for review by the NRC at the time of inspection. 

 
2.  The NRC licensing guidance for microspheres requires the pre-administration written 
directive to include the prescribed dose or activity to the treatment site and other specified 
sites.  It also requires the post-administration written directive to include the total dose or activity 
delivered to the treatment site and other specified sites.  Comparison of the post-administration 
written directive with the pre-administration written directive allows you to confirm that the 
administration was performed in accordance with the written directive, as required by 10 CFR 
35.41.  Your submitted information for SirSpheres appears to describe the method to determine 
the total activity intended to be delivered, but not the dose intended to be delivered, and does 
not appear to address how to determine the activity or dose that actually was delivered.  If your 
SirSpheres written directives will be in terms of activity, please describe your method to 



determine the total activity that was actually delivered to the treatment site and other specified 
sites.  If you use SirSpheres written directives in terms of dose, please describe your method to 
determine the prescribed dose and the actual delivered dose to the treatment site and other 
specified sites. 
 
3.  Item 8 of your amendment request addressed waste disposal.  Please note the discussion in 
NRC Information Notice 2007-10 of radioactive contaminants in the two Y-90 microspheres 
products, and consider the potential impact on your waste disposal program.  Contaminants 
with half-live longer than 120 days were found in a TheraSphere sample, which would eliminate 
the option of decay-in-storage. 
 
If you should have any additional questions, I may be reached by e-mail or at 610-337-5272. 
 
Tara Weidner 
Health Physicist 
USNRC 
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