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PLEASE CONFIRM RECEIPT OF THIS REQUEST FOR ADDITIONAL INFORMATION
BY RETURN EMAIL
 
License No. 06-16624-01
Docket No. 03011353
Control No. 580392
 
Dear Ms. Barile;
 
This is in reference to your application dated March 28, 2013 requesting to renew Nuclear
Regulatory Commission License Number 06-16624-01.  In order to continue our review,
we need the following additional information:
 

1.    It appears from your application that a possible change of ownership (control)
has occurred.  Licensees must provide full information and obtain NRC’s prior
written consent before transferring control of the license.  Control of a license
is in the hands of the person or persons who are empowered to decide when
and how that license will be used.  That control is to be found in the person or
persons who, because of ownership or authority explicitly delegated by the
owners, possess the power to determine corporate policy and thus the direction
of the activities under the license.  A transferee is an entity that proposes to
purchase or otherwise gain control of an NRC-licensed operation.  A transferor
is an NRC licensee selling or otherwise giving up control of a licensed
operation.  Provide the following information concerning changes of control by
the applicant (transferor and/or transferee, as appropriate).  If any items are not
applicable, so state. 

 
a.       Provide a complete description of the transaction (transfer of stocks or

assets, or merger). 
 

b.      Indicate whether the name has changed and include the new name.  Include
the name and telephone number of a licensee contact who NRC may
contact if more information is needed.

 
c.      Describe any changes in personnel or duties that relate to the licensed

program.  Include training and experience for any new personnel.
 

d.      Describe any changes in the organization, location, facilities, equipment or
procedures that relate to the licensed program.

 
e.      Describe the status of the surveillance program (surveys, wipe tests, quality

control) at the present time and the expected status at the time that control
is to be transferred.

 
f.        Confirm that all records concerning the safe and effective decommissioning

of the facility will be transferred to the transferee or to NRC, as appropriate. 
These records include documentation of surveys of ambient radiation levels
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and fixed and/or removable contamination, including methods and
sensitivity.

 
g.      Confirm that the transferee will abide by all constraints, conditions,

requirements and commitments of the transferor or that the transferee will
submit a complete description of the proposed licensed program.

 
 
2.    On a detailed version of your facility diagram, please indicate the position of

each of the areas described below and provide the descriptions indicated:
 

a.    Storage of radiopharmaceuticals (refrigerated and non-refrigerated).
 

b.   Receipt and storage of radioactive waste, including decay-in-storage
prior to disposal as nonradioactive waste.  This area should be large
enough to handle an accumulation of Tc-99m generators as well as
other solid waste.  If this area is not located within your main
department, describe how you will secure the material. 

 
c.      Preparation and dispensing of radiopharmaceuticals (e.g., lead glass L-

block, syringe shields, lead bricks, lead-lined syringe carriers, etc.).
 

d.      Please describe how the area used to prepare and store radioactive
material and store radioactive waste is secured from unauthorized
access pursuant to 10 CFR 20.1801.

 
e.      Identify adjacent areas, including areas above and below, across the

walls from use and storage locations and show that adequate steps
have been taken to assure that radiation levels in unrestricted areas will
not result in doses to individual members of the public in excess of
those specified in 10 CFR 20.1301.

 
f.       Drawings and diagrams that provide the exact location of materials or

depict specific locations of safety or security equipment should be
marked as “security-related information – withhold under 10 CFR
2.390.”  See Section 5.2 of NUREG-1556, Vol. 9, Rev.2.

 
3.    In your application it is not clear whether or not the location of use listed as 148

Hazard Avenue, Enfield, Connecticut, is controlled by an entity other than
yourself.  If so, please provide documentation of a clear contractual agreement
concerning access to your location of use for the purpose of decontamination or
removal of licensed material from the location of use in the event of disharmony
between you and the owner entity.  This documentation should consist of
signed certification from both parties.

 
4.    Please clarify the authorized use requested for each of the authorized users

listed in your application.  Your application for renewal only includes the name
of each proposed authorized user.

 
5.    Please confirm that you are requesting that Brian J. Grogan, M.D. be listed as

the Radiation Safety Officer for License Number 06-16624-01.
 
6.    You are requesting to possess and use radioactive materials permitted by 10



CFR 35.200 which now includes positron emitting tomography (PET)
radiopharmaceuticals.  Your application does not request this authorization.  If
you require this use, please submit a specific request for this authorization and
include a list of installed shielding and any specialized equipment specific to
511 keV.  Alternatively, you may confirm that you do not use PET
radiopharmaceuticals.

 
7.    Provide the manufacturer and model number for any sealed sources that do not

meet the criteria listed in 10 CFR 35.65 (i.e. greater than 30 millicuries).
 
Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Med, Ind, & Academic Uses; then Licensee Toolkits, see our
toolkit index page.  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 8:00 a.m. to
5:30 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 I Office and refer to Mail Control No. 580392.  If you have any technical
questions regarding this deficiency letter, please call Mr. Robert Gallaghar at (610) 337-
5182.
 
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.
 
The NRC’s Safety Culture Policy Statement became effective in June 2011.  While a policy
statement and not a regulation, it sets forth the agency’s expectations for individuals and
organizations to establish and maintain a positive safety culture.  You can access the
policy statement and supporting material that may benefit your organization on NRC’s
safety culture Web site at http://www.nrc.gov/about-nrc/regulatory/enforcement/safety-
culture.html.  We
strongly encourage you to review this material and adapt it to your particular needs in
order to develop and maintain a positive safety culture as you engage in NRC-regulated
activities.
 
 

Sincerely,
 
 
Robert L. Gallaghar
Health Physicist
U.S. NRC, Region I
2100 Renaissance Blvd.
King of Prussia, PA 19406
(610) 337-5182 office
(610) 337-5269 fax
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