UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

December 31, 2008

Docket No. 03036417 License No. 29-30840-01
Control No. 143093

Ralph DeBellonia
Administrator

PET Scan of New Jersey

315 Elmora Avenue, Suite 208
Elizabeth, NJ 07208

SUBJECT: PET SCAN OF NEW JERSEY, REQUEST FOR ADDITIONAL INFORMATION
CONCERNING APPLICATION FOR AMENDMENT TO LICENSE, CONTROL
NO. 143093

Dear Mr. DeBellonia:

This is in reference to your letter dated December 8, 2008 requesting to amend Nuclear
Regulatory Commission License No. 29-30840-01. In order to continue our review, we need the
following additional information:

1. You requested for the addition of oral administration of sodium iodide, lodine 131.
However, you did not request for its authorized use. Please state your use for iodine 131
(e.g. diagnostic use, therapy for hyperthyroidism, therapy for thyroid ablation, or other
uses).

2. You have requested Allen C. Pomerantz, M.D. to be your radiation safety officer. Please
submit Dr. Pomerantz’s training and qualification to be the radiation safety officer.
Enclosed is the recommended NRC Form 313A (RSO) form for documenting and
attesting to his qualification. If Dr. Pomerantz was a radiation safety officer previously,
please include the NRC license number or a copy of the agreement state license listing
him as the radiation safety officer.

3. NUREG-1556, Volume 9, Revision 2, Appendix S, address that a review of
administrations requiring a written directive be included in your Quality Management
Program. Your QMP did not address this item. Please include a section addressing the
review of administrations requiring a written directive in your QMP. It is recommended
that you review NUREG-1556, Volume 9, Revision 2, Appendix S for guidance.

4. You did not address the report of medical events to the NRC in your QMP. Please
commit to: Notify by telephone the NRC Operations Center no later than the next
calendar day after discovery of a medical event and submit a written report to the
appropriate NRC Regional Office listed in 10 CFR 30.6 within 15 days after the discovery
of the medical event, as required by 10 CFR 35.3045. Also notify the referring physician
and the patient as required by 10 CFR 35.3045.
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Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then
Regulations, Guidance, and Communications. You may also obtain these documents by
contacting the Government Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open
from 7:00 a.m. to 6:30 p.m. EST, Monday through Friday (except Federal holidays).

We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 143093. If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5366.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.

Sincerely,

Original signed by Dennis R. Lawyer
Dennis R. Lawyer

Health Physicist

Commercial and R&D Branch
Division of Nuclear Materials Safety

Enclosure:
NRC Form 313A (RSO)

cc:
Natalio Damien, M.D., Radiation Safety Officer
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