Spectron
mrc ll.c.

Mr. Kevin Null January 19, 2010
Materials Licensing Branch

U.S. NRC, Region lll

2443 Warrenville Road, Suite 210

Lisle, IL 60532-4352

Mr. Null:

Enclosed is our response pertaining to your request for clarification per our conversation
on January 13, 2010 to item 1 in our letter dated December 14, 2009 (for our application
for a commercial radiopharmacy license—control number 318192.) “Under the
supervision of an authorized nuclear pharmacist,” was added as we discussed for the
chemical synthesis of radioisotopes.

We are still in the process of evaluating our need for the financial assurance and
decommissioning funding plan. We have received conflicting data regarding isotopes
present with our cyclotron and are doing extensive research to clarify what isotopes we
actually possess at any point in time. | will keep you updated with our progress.

| hope you find everything in order. If you have any questions, please feel free to
contact me at Spectron mrc, 574-271-2800.

Sincerely,
Kirk Rozycki, R.Ph.
Radiation Safety Officer

RECEIVED JAN 2 0 2010

MEDICAL RADIOISOTOPE CENTER L.L.C.
P.E.T. Radiopharmaceuticals
17490 Dugdale Drive * South Bend, Indiana 46635-1545 « 574-271-2800
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January 19, 2010

United States

Nuclear Regulatory Commission
Region I

Mr. Kevin Null

2443 Warrenville Road, Suite 210
Lisle, lllinois 60532-4352

Pertaining to control number; 318192

RE: Application for a commercial radiopharmacy

Mr. Null;

The following response pertains to your request for clarification or additional information per our
conversation on January 13, 2010 to item 1 in our letter dated December 14, 2009.

1. Please delete our request to have the following individuals as authorized users
from our response dated September 30, 2009:
a) Zachary Reichert
b) Erin Smeltzer
c) Robert Beeler
d) Scott Minor

The following individuals (non-pharmacists) are to also be authorized users for
this license:

a) Robert Galloway

b) Mark Hiatt

c) David Trump

These individuals may use any sealed source, F-18, and/or N-13 in the required
quantities (up to curie amounts) for performing leak tests, daily, quarterly, and
annual instrumentation testing, quality assurance testing, chemical synthesis of
radioisotopes under the supervision of an authorized nuclear pharmacist, routine
and planned maintenance, repair, and/or validation testing on the chemical
synthesis units, waste management and disposal, and clean up of radioactive
spills.

David Trump may also handle and use for research and development any
radioactive material listed on our license with prior approval from the radiation
safety officer.

Pharmacy Response
REV O
January 19, 2010
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