July 30, 2009

Gregory S. Hiatt, Managing Director
Spectron mrc, LLC

17490 Dugdale Drive

South Bend, IN 46635

Dear Mr. Hiatt:

We have completed our review of your application for a possession license for production of
radioactive material using an accelerator and find that we will need the following additional
information:

1.

Radioactive Material

Please clearly identify the manufacturer’'s make, model number, activity per source and
number of sources for each sealed source that will be identified on your license.

Radiation Safety Officer — Training and Experience

Due to the types and quantities of radioactive material handled at accelerator facilities,
Radiation Safety Officer’'s should be specialists in the field of radiation protection and
have at least 40 hours of radiation training specific to their job duties as well as a year of
experience with similar types of activities, forms, and quantities of materials. Therefore,
submit evidence of training for your proposed RSO, Kirk Rozycki, as described in
NUREG-1556, Volume 21, pages 8-14 and 8-15 with regard to: 1) college degree; and
2) training and experience in the required subject areas as specified on page 8-14.
Please be specific in your description and provide enough detail to demonstrate that

Mr. Rozycki possesses the skills necessary to manage Spectron’s cyclotron production
license.

Individuals Authorized to Handle Licensed Material

For each individual named on pages 12 and 13 of your application, define their job titles
and duties and submit evidence of training as described in NUREG-1556, Volume 21,
pages 8-16 and 8-17 with regard to: 1) college degree; and 2) training and experience in
the required subject areas as specified on page 8-16. Each individual should have at
least 40 hours of radiation training specific to their job duties and a minimum of 6 months
of experience with similar types of activities that they will be performing, which include
the forms, types, and quantities of materials that they will be handling.

Also, in your application you state that these individuals all have had engineer training in
the operation and maintenance of a cyclotron. Include details of the training and
experience that each person has received in these areas, including who provided the
training, and written documentation of satisfactory completion.
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4. Training for Individuals working in a Frequenting Restricted Areas
Confirm that this training will include both occupationally exposed workers and ancillary
personnel.

5. Facilities and Equipment
a. Submit a schematic of all ventilation systems that illustrates the location of each

system within the building relative to one another, the intake and exhaust points,
directional flow-through, location and type of filtration system(s), and location of
effluent monitoring instrumentation.

The description that you provided of the effluent filtration systems does not include
HEPA filters. Describe the use of HEPA filters, or provide justification why HEPA
filters are not utilized to trap particulates.

Describe procedures that will be used to check effluent filters for saturation, and your
criteria for replacing old filters with new ones. Also describe radiation safety
procedures that staff will follow when handling saturated filters.

Identify the location of the APTEC-NRC monitor and submit the calibration
procedure, including the frequency of the calibration. Also, describe the range of
sensitivity of the detector as a value in microcuries per cubic centimeter, and

the alarm set point and actions that will be taken should the alarm activate.
Describe how the monitoring system will be utilized to ensure compliance with

10 CFR 20.1101(d) and 20.1302(b).

Submit the results of your most recent COMPLY code evaluation. Include a list of all
parameters that you entered into the code.

Describe the calibration frequency for each instrument that is identified on page 20 of
your application.

Describe radiation safety procedures and equipment, e.g., remote handling tools,
etc., that will be used to handle targets. Describe the location(s) where spent targets
and filters will be stored and shielding provided for these items. Submit results of
surveys for radiation levels in areas adjacent to the storage location(s).

Describe radiation safety procedures that will be followed for conducting routine and
periodic maintenance of delivery lines that lead from the cyclotron to the hot and
mini-cells, and the chemical synthesis units. Include your program and radiation
safety procedures for inspecting and replacing parts that become worn or brittle from
repeated radiation exposure. Describe who will perform these inspections and
equipment/parts replacement, and the training that that they have received, or will
receive, in performing these activities, the procedures that they will follow, and
dosimetry that they will wear.
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Describe area radiation monitors that are used in the cyclotron room. Include alarm
set points and procedures that will be followed in the event the alarm activates. If an
area monitor is not used, please provide justification and demonstrate why you have
determined that a monitor is not necessary.

Submit a revised facility diagram that includes the type and thickness of material in
the walls and ceiling used to shield the cyclotron unit. Also submit results of area
surveys of all areas adjacent to, above, and below the cyclotron room when the unit
is in its peak period of operation and radioactive materials are being transferred via
the delivery lines to the pharmacy.

Describe provisions for shielding filter banks that trap effluents released from the
operation of the cyclotron from personnel exposure.

6. Occupational Exposure

a.

In addition to wearing whole body and extremity dosimetry, staff who will handle
targets, filters, and maintain and work on the cyclotron unit and its delivery lines,
should be equipped with self-reading pocket dosimeters and or alarming-rate
dosimeters. Please describe the dosimetry program that is in place for these
individuals.

Describe how you will detect an accidental airborne release resulting from, for
example, a defective valve in the transfer tubing between the cyclotron room and
pharmacy, or a release due to manual intervention in a normally automated
synthesis procedure. Also, in the event of a release, describe how you will
evaluate internal dose to workers in a timely fashion.

Financial Assurance

A review of your possession limits indicates that you will be required to submit a
decommissioning finding plan (DFP). Specifically, the sum of the ratios for quantities of
isotopes of cobalt-57 and zinc-65, as described in 10 CFR Part 30, Section 30.35
exceed the threshold for requiring a DFP. Therefore, you must submit a DFP and valid
instrument for financial assurance before the NRC can issue Spectron a license.
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In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter will be
available electronically for public inspection in the NRC Public Document Room or from the
Publicly Available Records (PARS) component of NRC's Agencywide Documents Access and
Management System (ADAMS). The NRC’s document system is accessible from the NRC Web
site at http://www.nrc.gov/reading-rm/adams.html (the Public Electronic Reading Room).

Please submit your response to this letter within 30 days of the date of this letter, and reference
as additional information to Control Number 318193.

Sincerely,

/RA/

Kevin G. Null
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