
From: Sandra Gabriel
To: frustad@ampglobal.net
Date: Mon, Feb 5, 2007  6:41 PM
Subject: Additional information for NRC amendment request for Inova Alexandria, mail
control 139954

Licensee: Inova Alexandria Hospital
License No.: 45-09358-02
Docket No.: 03003335
Mail Control No.: 139954

Subject: Request to add use of SIR-Spheres to NRC license

To: Fred Rustad, Associates in Medical Physics

Please send an email to confirm receipt of this message.

In order to continue our review of the request to add use of SIR-Spheres yttrium-90 (Y-90)
microspheres to Inova Alexandria's license, please provide the following additional information:

   1. Identify the location(s) in Inova Alexandria's facility where SIR-Spheres will be
administered, for example, in an interventional radiology suite.  If not previously submitted to
NRC, please provide a facility diagram identifying the location(s), and surrounding areas. 

   2. Inova Alexandria requested authorization to use ANSTO Radiopharmaceuticals and
Industrials Model Microspheres.  Please note that the Sealed Source and Device Registry sheet
has been updated to include a second Australian manufacturer of SIR-Spheres, Sirtex Medical
Limited, as well as a U.S. manufacturer, Sirtex Wilmington LLC.  Unless Inova Alexandria
disagrees, we will list all 3 manufacturers on their license.

   3. Item (d) under "Radiation Safety Procedures" on the second page of this request states:
"We will follow all the requirements in 10 CFR Part 35 for brachytherapy sources and manual
brachytherapy use except where license conditions place further restrictions."  Please note that
many of the items in this request in the sections titled "Written Directives" and Radiation Safety
Procedures provide relief from Part 35 requirements for brachytherapy sources and manual
brachytherapy (rather than placing further restrictions).  Inova Alexandria may wish to replace
the statement in item (d) with: "Regarding use of SIR-Spheres, we will follow all the
requirements in 10 CFR Part 35 for brachytherapy sources and manual brachytherapy use
except where regulatory relief is provided by the following sections of our letter dated December
27, 2006: items (a) through (e) under Written Directives and items (a) through (c) under
Radiation Safety Procedures."

   4.  Item (g) under "Radiation Safety Procedures" on the second page of this request states:
"We have attached our procedure for assaying patient dosages and for determining the activity
in millicuries that has been delivered to each patient."  The copy that I received includes the
procedure for determining the dose calibrator setting for Y-90 along with a copy of the written
directive, but it does not include the procedure to assay the dosage or the overall procedure to
determine the activity in millicuries that has been delivered to each patient.  Please provide the
procedure used to assay dosages prior to administration, addressing, for example: dispersal of
the microsphere slurry immediately prior to assay, geometric consistency, and measurement of
the activity remaining in the shipping vial (to allow determination of the activity transferred to the
syringe).  Also provide the procedure to determine the activity remaining in the delivery set (to
allow determination of the activity administered to the patient).

Please note that to avoid delays, all future written correspondence regarding this license should
be sent to the NRC Region I office at 475 Allendale Road, King of Prussia, PA 19406.

Because the response to these questions will contain license commitments, please assure that



it is signed and dated by an individual authorized to make binding commitments and sign official
documents on behalf of Inova Alexandria Hospital.  Please be sure to include Mail Control No.
139954 in your response.  Please note that the hospital's response must be in writing by letter
or facsimile (610-337-5269).  If a fax is sent, you may wish to alert me by e-mail or telephone. 
If we do not receive a reply within 30 calendar days from the date of this email, we will assume
that Inova Alexandria does not wish to pursue this application.

If you have any questions regarding these items, please call me at 610-337-5182.

Thank you for your attention to this matter.

Sincerely,

Sandy Gabriel
Senior Health Physicist, Medical Branch
Division of Nuclear Materials Safety
U.S. NRC Region I
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