From: Lanzisera, Penny

Sent: Tuesday, April 20, 2010 3:12 PM
To: xmtatt@bpthosp.org
Subject: FW: Request for Additional Information to support addition of SirSpheres

Licensee: Bridgeport Hospital
License Number 06-01060-01
Docket Number 030-01247
Mail Control No. 144426

Dear Mr. Tatta, please provide the following additional information to support the addition of
SirSpheres to your NRC license:

1. The manufacturer recently issued guidance to clients indicating a maximum source vial
activity of 132 millicuries (shipped at 189 millicuries). Please clarify your maximum activity
requested per vial. Additionally, please provide a total possession limit.

2. Dr. Hughes is not currently listed on your NRC license. Please provide documentation
to support his approval for 10 CFR 35.300 or 10 CFR 35.400 licensed material (e.g., copy of
NRC or Agreement State license listing Dr. Hughes).

3. The vendor training certifications submitted for Drs. Zinn, Williams, and Hughes were not
signed. Please submit signed copies.

4, Please confirm that you will submit documentation to NRC Region 1 within 30 days after
completing the 3 hands-on clinical cases supervised in the presence of a manufacturer’s
representative, as required by current licensing guidance.

5. Please confirm that you will follow the manufacturer’s procedures for
calculating/documenting the dose to the treatment site and other sites (e.g., lung), preparing the
dose, and performing pre/post vial dose measurements; or submit alternative procedures.

6. The licensing guidance utilized by you in preparing your application describes the
following additional information:

a. When Y-90 microspheres are placed in vials, syringes, or radiation shields that not
labeled by the manufacturer, the licensee must label vials and vial radiation shields with
radionuclide and form (e.g., Y-90 microspheres) and label syringes and syringe radiation shields
with the radionuclide, form, and therapeutic procedure (e.g., Y-90 microspheres,
brachytherapy).

b. Licensees are reminded that they must comply with medical event reporting and
notification requirements as described in 10 CFR 35.3045(b) — (g) in addition to reporting
requirements identified in the licensing guidance.

c. Microsphere brachytherapy is usually conducted using a multi- disciplinary team
approach. Therefore, the authorized user should consult, as necessary, with individuals with
expertise in cancer management (e.g, radiation or medical oncology), catheter placement,
radiation dosimetry, and safe handling of unsealed byproduct material.



Please confirm the above information.

If you have any questions, please contact me at 610-337-5169. If we do not receive a reply
within 15 days, we will assume you no longer require the amendment and void the action.
Sincerely,

Penny Lanzisera
Senior Health Physicist
U.S. NRC, Region 1
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