UNITED STATES

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

July 7, 2005

Docket No. 03036962 License No. 45-31057-01
Control No. 137145

Paul J. Early

Digirad Corporation

Cardiology & Arrhythmia Consultants
400 Gresham Drive

Medical Tower, Suite 507

Norfolk, VA 23507

SUBJECT: CARDIOLOGY & ARRHYTHMIA CONSULTANTS, REQUEST FOR
ADDITIONAL INFORMATION CONCERNING APPLICATION FOR NEW
LICENSE, CONTROL NO. 137145

Dear Mr. Early:

This is in reference to your application dated May 31, 2005 applying for a Nuclear Regulatory
Commission license. In order to continue our review, we need the following additional
information:

1. The application requested Tc-99m in amounts needed for Nuclear Cardiology studies.
Please confirm that you are requesting any byproduct material permitted by
10 CFR 35.200 for any imaging and localization study permitted by 10 CFR 35.200 or
any byproduct material permitted by 10 CFR 35.100 for any uptake, dilution, and
excretion study permitted by 10 CFR 35.100 or both. Current guidance for requesting
types and uses of radioactive materials on medical licenses may be found in Table C.2
of Appendix C in NUREG-1556, Volume 9, Rev1, “Specific Guidance About Medical Use
Licenses.”

2. In the application, the proposed Radiation Safety Officer (RSO), Dr. Jack Newman,
M.D., qualifications are listed as NRC License 37-28453-01. In review of our records,
Dr. Jack Newman could not be found on this license. However, he was listed as an
authorized user under NRC License 31-30666-01. Please confirm that this is the same
Dr. Jack Newman, M.D. Additionally, submit his experience associated with the
radiation safety aspects of this type of licensed material. NRC Form 313A (enclosed)
may be used to document this information.

3. The application item 7 states that you will implement the “Model RSO Duties and
Responsibilities” and the “Model Delegation of Authority” as published in Appendix F to
NUREG-1556, Volume 9. However, Appendix F is the section on sample licenses, and
the correct reference is Appendix I. Please confirm that you will implement Appendix |
of NUREG-1556, Volume 9.
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4. The application item 8 states that you will establish and implement the “Model Training
Program” as published in Appendix H to NUREG-1556, Volume 9. However, Appendix
H is NRC Form 314, “Certificate of Disposition of Materials”, and the correct reference is
Appendix J. Please confirm that you will implement Appendix J to NUREG-1556,
Volume 9.

Current NRC regulations and guidance are available at the NRC web site at
http://www.nrc.gov/materials/miau/mat-toolkits.html and http://www.nrc.gov/who-we-
are/governing-laws.html or by contacting the Government Printing Office (GPO) toll-free at 1-
888-293-6498. The GPO is open from 7:00 a.m. to 9:00 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. 137145. If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5040.

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 Elizabeth Ulirich
Elizabeth Ullrich

Senior Health Physicist

Commercial and R&D Branch

Division of Nuclear Materials Safety

Enclosure:
NRC Form 313A

CC:
Keith H. Newby, M.D., President
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