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December 17, 2007

US Nuclear Regulatory Commission

Region 1 . &,g
Medical Licensing and Inspection Branch

475 Allendale Road

King of Prussia, PA 19406

0%
Subject: CN 140893 0300
License No. 37-07161-01 Renewal Package

Dear Ms. Xu:

In accordance with our telephone conversation this afternoon, I wish to confirm and
clarify 3 points in our license renewal package dated July 31,2007, and our letter dated
November 23, 2007 in reply to your request for additional information in a letter dated
November 6, 2007.

1. We have modified our instructions to outpatients for the GliaSite® RTS to add an
instruction that the patient immediately report any changes they feel or experience (i.e., pressure
change at the catheter site) during their therapy.

2. We have an established system in place to remind patients of their appointments. We
will ensure that these special cases of out-patient GliaSite® radiation therapies will also receive a
reminder call prior to the day of their scheduled appointment to remove the radioactive material
at the end of their prescribed treatment period.

3. We have attached a copy of a letter from Mr Joe Graves, the Radiation Safety Officer of
University of Iowa, who confirmed and verified that Dr. Mark Smith is an authorized user of
radioactive materials included in 35.300 (radiopharmaceutical therapy) to support Dr. Reena
Pramanik’s request for radiopharmaceutical therapy authorized user status. Dr. Mark Smith is
the preceptor who signed Dr. Pramanik’s document entitled “American Osteopathic Board of
Radiology Preceptor Forms” which was submitted with our original license renewal package.

If you have any further questions, please call me at (717) 851-5166.
Sincerely,

0 B s by

Jedn A. Gresick-Schugsta, M.S., D.A.B.R.
Chief Physicist-Diagnostic
Imaging/Radiation Safety Officer
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April 27,2007

Jean Gresick-Schugsta, RSO
Radiation Safety Office
York Hoqpital
York, P
This letter is to verify that the physicians listed below are currently approved as Authorized Users by
the University of lowa’s Radiation Safety Committee under the provisions of the University of
Iowa’s broadscope radioactive materials license number 0037-1-52-AAB (expiration date April 27,
2008). |
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The following Authorized Users meet the required training and experience requirements and have
privileges for: imaging and localization studics, external beam therapy, high dose rate remote
afterloader, teletherapy, brachytherapy, and radiopharmaceutical therapy.

i Geraldine M. Jacobson, M,D.
' Mark C. Smith, M.D,
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Ifyou hav:e any questions, please contact me at 319-335-8517.

e M. Graves ‘
Radiation|Safety Officer '




