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Date: Thursday, July 05, 2012 2:06:00 PM

License No.        06-02388-01
Docket No.         030-01250
Control No.        577232
 
SUBJECT:              REQUEST FOR ADDITIONAL INFORMATION CONCERNING RENEWAL OF LICENSE
NUMBER 06-02388-01
 
Please indicate by return e-mail that you have received this request for additional information.
 
This is in reference to your letter dated  requesting to amend Nuclear Regulatory Commission
License No. 06-02388-01. In order to continue our review, we need the following additional
information:
 
1.            Your current license lists a number of locations where byproduct material is used.  Please

confirm the materials used at each address of use.
 
2.            You have requested that Stuart Korchin be named Radiation Safety Officer (RSO) on your

license.  It appears that this individual may be an outside consultant\contractor.  If this is
so, please address the following: 
a.            Describe the control over the radiation safety program that will be delegated so

that the consultant-RSO will be able to exercise authority over authorized users
when confronted with radiation safety problems that require implementation of
corrective actions.

b.            Describe the relationship that will exist between the consultant-RSO and your
institutional management regarding expenditure of funds to facilitate the
objectives of your radiation safety program and related regulatory requirements.

c.             Identify other commitments of the consultant-RSO for other NRC or Agreement
State licensed facilities, along with a description of how the consultant-RSO will
allocate time to permit the performance of the duties of the RSO as described in
the regulations.  State the consultant-RSO's minimum amount of on-site time
(hours per week).

d.            Appoint an in-house representative who will serve as the point of contact during
the RSO's absence.  This person may be allowed to assist the consultant RSO with
limited authority.

e.            Describe the overall availability of the consultant-RSO to respond to questions or
operational issues that arise during the conduct of your radiation safety program
and related regulatory requirements.   Specify the maximum amount of time it will
take the RSO to arrive at the facility in the event of an emergency that requires his
presence.

 
3.            With regards to your facility diagrams for the 100 Grand Street, New Britain location,

a.            Your current license indicates that you perform brachytherapy procedures at this
location.  However, you did not provide any diagrams to show where these
materials are received, used, or stored.  Please indicate these areas on your facility
diagrams.
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b.            The PET area diagrams did not indicate where the patient “quiet rooms” where
located.  Please mark that on the diagram.  In addition, provide shielding
calculations for the PET/CT imaging room, quiet rooms,  and hot lab, demonstrating
compliance with 10 CFR 20.1301(a) in surrounding unrestricted areas, include in
your calculations the shielding type and thicknesses.

 
4.            With regards to your facility diagrams for the 5 Highland Street, New Britain location,

a.            Your current license indicates that you are authorized for 35.300, 35.400, and
35.600 procedures at this location.  However, you did not provide any diagrams
that show where 35.300 and 35.400 materials are received, used, or stored.  Please
indicate these areas on your facility diagrams.

                b.            On a detailed version of your HDR facility diagram please provide the information
listed below.  Drawings should be to scale, and indicate the scale, plane, and
elevation.

                1.            Room number for each dedicated remote afterloader treatment room and
the dedicated storage room, including location of doors, windows,
conduits, and viewing ports.

                2.            Location, distance, room numbers, and principal use of each adjacent room
or area (e.g., office, file, toilet, closet, hallway), including areas above,
beside, and below therapy treatment rooms, including room elevation
heights.  Indicate whether each room or area is restricted or unrestricted,
as defined in 10 CFR 20.1003. Figure 8.1 of NUREG-1556, Vol. 9 may be
helpful in describing adjacent areas.

                3.            Shielding calculations, with information about the type, thickness and
density of all shielding materials, including walls, floor, ceiling, and viewing
ports to enable independent verification of shielding calculations.  Include
information on the maximum “on time” per hour and per week and
occupancy factors used for all adjacent areas.  Additionally, include the
location and dimensions of any portable shields used for remote
afterloader treatments.  Shielding calculations must demonstrate
compliance with the limits specified in 10 CFR 20.1301(enclosed).

                4.            Indicate the position of the source used in your calculations.  The location
should simulate worst case source position during patient treatment.

                5.            Other radiation producing equipment housed within the same or adjacent
rooms (e.g., linear accelerator, orthovoltage machine).

                6.            Location of area radiation monitoring equipment that indicates the
presence of radiation to an individual entering the treatment room.

5.            With regards to your facility diagrams for the 81 Meriden Avenue, Southington location,
there are two hot labs marked on the diagram.  Please indicate which one is the actual hot
lab.

 
6.            Your current license lists 55 Meriden Avenue, Suite 2E, Southington as a location of use for

35.100 and 35.200 materials.  However, you did not provide a facility diagram for this
location.  Please provide a diagram that indicates where licensed materials are received,
prepared, used, and stored.

 
For all of your diagrams, indicate the use in adjacent areas (including those areas above
and below) and mark on the diagrams whether the areas are restricted or unrestricted
areas.

               



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.”
 
7.            Please provide a description of the radiation monitoring instruments (e.g. gamma counter,

solid state detector, portable or stationary count rate meter, portable or stationary dose
rate or exposure rate meter, single or multi-channel analyzer, liquid scintillation counter,
proportional counter, etc.) that will be used to perform radiation level detection,
measurement, and contamination surveys.

 
8.            If you would like flexibility in your survey instrument program, please confirm the following

commitment.  “We reserve the right to upgrade our survey instruments as necessary as
long as they are adequate to measure the type and level of radiation for which they are
used.”
 

9.            For your remote afterloader facilities, provide a description of the following:
a.            Warning systems and restricted area controls (e.g., locks, signs, warning lights and

alarms, interlock systems) for each therapy treatment room;
b.            Area radiation monitoring equipment;
c.             Viewing and intercom systems;
d.            Steps that will be taken to ensure that no two units can be operated

simultaneously, if other radiation-producing equipment (e.g., linear accelerator, X-
ray machine) are in the treatment room;

e.            Methods to ensure that whenever the device is not in use or is unattended, the
console keys will be inaccessible to unauthorized persons; and

f.             Emergency response equipment.
 

10.          The HDR policy that you provided in your application indicates that the periodic spot
checks required by 10 CFR 35.643 are completed.  However, NUREG 1556, Volume 9
requires that licensees submit procedures for periodic spot-checks for remote afterloader
units.  Please describe the detailed procedure for each of the following elements and
specify how the results are noted. 
a.            electrical interlocks at each remote afterloader unit room entrance;
b.            source exposure indicator lights on the remote afterloader unit, on the control

console, and in the facility;
c.             viewing and intercom systems;
d.            emergency response equipment;
e.            radiation monitors used to indicate the source position;
f.             timer accuracy;
g.            clock (date and time) in the unit’s computer; and
h.            decayed source(s) activity in the unit’s computer.
 

11.          Describe the emergency response equipment that you will possess for use with your 
remote afterloader unit.  Consider the various equipment failures described in your
emergency response procedures.  For remote afterloaders, emergency equipment should
include at a minimum, shielded storage containers, remote handling tools, and supplies for
removal of applicators or sources from patients, such as scissors and cable cutters. 

 
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)

http://www.nrc.gov/


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. 577232.  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 within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.
 

Tara L. Weidner
Health Physicist
US Nuclear Regulatory Commission
 


