From: Tara Weidner

To: cynthia.goodman-mumm@)]Ivh.com
Date: Mon, Dec 11, 2006 2:53 PM
Subject: Request to add the use of Theraspheres to NRC license

Licensee: Lehigh Valley Hospital
License No. 37-01548-01
Docket No. 030-02987

Mail Control No. 139752

Subject: Request to add use of Theraspheres to NRC license under 10 CFR 35.1000
Please send an email to confirm receipt of this message.

To: Ms. Cynthia Goodman-Mumma, Radiation Safety Officer

In order to continue our review of the request to add use of Theraspheres Yttrium-90 (Y-90)
microspheres to your NRC license under 10 CFR 35.1000 authorization, please provide the

following additional information:

1. Provide a facility diagram identifying the location(s), and surrounding areas, in
interventional radiology where Y-90 microspheres will be administered.

2. Provide your procedures for the release of patients who have been administered
Yttrium-90 Theraspheres. Describe the measures taken to ensure that the bremsstrahlung
emissions from each patient permits his/her release in accordance with 10 CFR 35.75.

3. Provide a copy of your procedure for assaying patient dosages and for determining the
activity in millicuries that has been delivered to each patient.

4. Confirm that the following conditions will be met for the use of Yttrium-90 Theraspheres
when making future changes to your radiation safety program:

A. the revision is in compliance with the regulations;

B. the revision is based upon NRC'’s current guidance for Theraspheres Y-90 microspheres
35.1000 use posted on the NRC Web site;

C. the revision has been reviewed and approved by the licensee’s radiation safety officer
and licensee’s management;

D. the affected individuals are instructed on the revised program before the change is
implemented;

E. the licensee will retain a record of each change for five years; and

F. the record will include a copy of the appropriate Web site guidance, the old procedure,
the new procedure, the effective date of the change, and the signature of the

licensee management that reviewed and approved the change.

Please note that, if this authorization is approved, these conditions will be incorporated as
license conditions in your license.

Because your response will contain license commitments, please have your response signed
and dated by an individual authorized to make binding commitments and sign official
documents on behalf of the Lehigh Valley Hospital. Please be sure to include Mail Control No.
139752 in your response. Please note that you may not reply to this email by return email.
Your reply must be in writing by letter or facsimile (610-337-5269). If we do not receive a reply
from you within 30 calendar days from the date of this email, we will assume that you do not
wish to pursue your application.

If you have any questions regarding these items, please call me at 610-337-5272.



Thank you for your attention to this matter.
Sincerely,

Tara L. Weidner

Health Physicist, Medical Branch
Division of Nuclear Materials Safety
U.S. NRC Region |
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