
UNITED STATES

   NUCLEAR REGULATORY COMMISSION
    REGION I

475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415 

June 27, 2008

Docket No. 03037144 License No. 29-31131-01
Control No. 142321

Ajay Agarwala, M.D.
Owner/Radiation Safety Officer
906 Oak Tree Road
South Plainfield, NJ 07080

SUBJECT: AJAY AGARWALA, M.D., REQUEST FOR ADDITIONAL INFORMATION
CONCERNING APPLICATION FOR AMENDMENT TO LICENSE, CONTROL
NO. 142321

Dear Dr. Agarwala:

This is in reference to your letter dated April 11, 2008 requesting to amend Nuclear Regulatory
Commission License No. 29-31131-01.  In order to continue our review, we need the following
additional information:

1. 10 CFR 35.80(a)(1) states that, “A licensee providing mobile medical service shall obtain
a letter signed by the management of each client for which services are rendered that
permits the use of byproduct material at the client’s address and clearly delineates the
authority and responsibility of the licensee and the client.  Please confirm that you will
obtain this documentation.  This documentation will be reviewed during NRC
inspections.

2. According to your letter dated April 11, 2008, you would like to receive  byproduct
material at your South Plainfield, New Jersey and Montclair, New Jersey sites and you
will transport the radioactive materials to client sites.  According to 10 CFR 71.13, any
physician licensed by a State to dispense drugs in the practice of medicine is exempt
from the requirements in 10 CFR 71.5 with respect to transport by the physician of
licensed material for use in the practice of medicine.  Please confirm that you, Ajay
Agarwala, M.D., intend to transport all of the byproduct material from your base site to
client sites.  

3. If you intend to have your nuclear medicine technologist transport the byproduct material
to client sites you will need to developed, documented, and implemented procedures to
assure radioactive materials are transported in accordance with 49 CFR Parts 170-189. 
These procedures must address:

a. the use of approved packages, labeling, shipping papers, and package surveys;
b. bracing and blocking of packages;
c. security provisions; and
d. written emergency procedures.



A. Agarwala 2

In addition, confirm that management will perform audits, at least annually, of the
transportation documentation (e.g. shipping papers and survey reports) and activities at
client facilities.

4. Confirm that the transport vehicle will be secured from unauthorized access when the
vehicle contains radioactive material and is unattended.

5. In your letter dated April 11, 2008, you stated that, “Any radioactive waste at the client
site, will be decayed in lead lined storage.  Spent syringes will be returned to the
radiopharmacy.” 10 CFR Part 35.80 does not permit radioactive waste to be left at the
client sites for decay prior to disposal.  Please confirm that all radioactive materials,
including radioactive waste will be returned to the base location at the end of each day
of use.

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 8:00 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 I Office and refer to Mail Control No. 142321.  If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5272.

If we do not receive a reply from you by July 11, 2008, we will assume that you do not wish to
pursue your application.

Sincerely,

Original signed by Tara L. Weidner

Tara L. Weidner
Health Physicist
Medical Branch
Division of Nuclear Materials Safety
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