OSTEOPATHIC CARDIOLOGY ASSOCIATES
William A. Esper, D.O., FA.C.O.I Kevin J. Mikielski, D.O., F.A.C.C.

4002 Schaper Avenue
Erie, PA 16508
(814) 866-2311
MME T

October 21, 2007

Licensing Assistance Team

Division of Nuclear Materials Safety

U.S. Nuclear Regulatory Commission, Region I
475 Allendale Road

King of Prussia, PA 19406-1415 0?077/50

Re. License No. 37-31143-01
To whom it may concern,

Please amend our license to name Jason C. Levine, M.D. as an authorized user.
Documentation of his training and expenence is enclosed.

Also. please delete James V. Talano, M.D. from the license.

If you have any questions, please contact us or our consultant, David Close at 440-350-
1242.

Sincerely,

W,

William A. Esper, D.O.
Owner
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UMDN]), New lersey’s University of the Health Sciences
University Hospital

150 Bergen Street
University Heights
Newark, NJ 07103-2406

September 17, 2007

Dear Collcagne,

I am an Authonzed User listed on the Radioactive Materials Licease of University Hospital,
UMDNYJ, license number 29-02957-13. This communication is to confirm that Jason C. Levine,
MD has successfully completed all training requirements get forth by the Nuclcar Regulatory
Commission section §35.290, paragraph ¢ (1) from July I, 2003 to June 30, 2006. I attest
he/she has achicved 4 level of competency sufficient to function independeritly as an authorized
user for the medical uses authorized under the NRC guidelines 35.200.

Dr. Levine has completed 700 hours ¢f training and experience in basic redionuclide handling
techmiques applicable to the medical use of unsealed byproduct material for imaging and
localization studies. This training and experience included a minimum of the following:

A. 1) 80 hours of classroom and leboratory training in the following areas:
a) Radiation physics and instrumentation;
.b) Radiation protection;
¢) Mathematics pertalning to the use and measurement of radioactivity;

d) Chemustry of byproduct material for medical use;
¢) Radiation biology

f) Generator Elation

2) Work experictice, under the supervision of authorized users (N. Gliesani, MD, Y. Liu,
MD and L. Zuckier, MD which moet the requirements in §§ 35.290, involving:

a) Performing quality control procedures on instruments used to determine the activity
of dosages and performing checks for proper operation of survey metets;

b) Ordering, recefving, and unpacking radioactive materials safcly and performing the
rclated radiation surveys;

¢) Calibrating instruments used to determine the activity of dosages end performing
checks for proper operation of survey meters;

d) Calculating, measuring, and safcly preparing patient or human research subject
dosages:

{', b The University is an affirmative actlon/equal opportunity employer
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¢} Using admiaistrative controls to prevent a medical event involving the use of
unscaled byproduct material;

f) Using procedurcs to safcly contain epilled radioactive material and using proper
decontamination procedures;

g) Administering dosages of radioactive drugs to patients or humar rescarch subjects;
and

h) Eluting generator gystems appropriale for preparation of radicactive drugs for
imaging and localization studies, measuring and testing the eluate for radioruclidic
purity, and procetsing the efuate with reagent kits to prepare labeled radioactive drugs

I am pleased to attest that Dr. Jason Lcvine has achicved a level of competency sufficieat to
finction independently as an authorized user for the medical uses authorized under the NRC
regulations CFR 35.290 and has completed the requirements for Level I training as outlined in
the ACC/ASNA COCATS Guidelines (2006). Dr Levine is competent to independently function

as an authorized user under NRC 10 CFR 35.2909 uses.

Sincerely yours,
LIONEL 2UCKIER
o Directer of Nugles M;:'k‘,?m,
Univorsity Hospital
150 Botgen Gtreet, Room M-141
Newark, NJ 07103-2406

Lionel S. Zuckser,

Director of Nuclear Medicine
University Hospital ~ UMDNJ
Newark,. NJ 07101 -

»00/y00d d9L:10 L00Z 9C 9°d 1 118-088-718:xe4 Y3453 WITTIA ¥d



This is to acknowledge the receipt of your letter/application dated

L=
/o/z—/ i C / ;416 zwg, and to inform you that the initial processing which

includes an administrative review has been performed.

. 37-3HMEI-0/
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

[:I Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /7'/{"75— .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



