From:

Lawyer, Dennis

Sent: Thursday, March 17, 2011 8:38 AM
To: 'ihaas@ara.com'
Subject: Applied Research Associates, Inc.,, Request for Additional Information

Concerning Application for a New License, Control 574649

Dear Dr. Haas, I,

This is in reference to your letter dated March 4, 2011, requesting for a new Nuclear Regulatory
Commission License No. 44-31434-01. In order to continue our review, we need the following
additional information:

1.

You have requested 0.17 Ci limit of Technecium-99 source. 10 CFR 30.32(g) requires
that an application for a specific license to use byproduct material in the form of a sealed
source or in a device that contains a sealed source must either identify the source or
device by manufacturer and model number as registered with the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or with an Agreement State; or contain
the information identified in 10 CFR 32.210(c). Please provide this information for the
sealed source(s) requested in your application. Alternatively, if this is not a sealed
source, you need to provide Financial Assurance. Please see NUREG-1757, Volume 3
for guidance.

According to NUREG-1556, Volume 7, Consolidated Guidance About Materials
Licenses, Program-Specific Guidance About Academic, Research and Development,
and Other Licenses of Limited Scope, section 8.7.1, “RSOs must have training and
specific experience, with the types and quantities of licensed material to be authorized
on the license.” Based on the information given, It does not appear that Mr. James
McSparran has the training nor experience to be a Radiation Safety Officer. He also
does not appear to have the training and experience to be an authorized user. Please
submit specific information associated with his training and experience to be a Radiation
Safety Officer (RSO) and Authorized User or alternately designate another individual
along with their qualifications.

According to NUREG-1556, Volume 7, section 8.7.2, the applicant must provide
Information demonstrating that each proposed AU is qualified by training and experience
to use the requested licensed materials. It is not clear that Dr. Haas and Dr. August has
the necessary training and experience. Please give more specifics to Dr. Haas and Dr.
August training and experience. Please discuss types of sources handled during their
experience that are of a similar nature to the material being requested.

A diagram of the facility and its surrounding area was not included. According to
NUREG-1556, Volume 7, section 8.9, A diagram should be submitted showing the
locations of shielding, the proximity of radiation sources to unrestricted areas, and other
items related to radiation safety. Please submit a diagram of the facility, showing
associated shielding, and potential affected areas.

You did not include radiation monitoring instrumentation in your application. According
to NUREG-1556, Volume 7, section 8.10.2, a description of the instrumentation that will



be used to perform required surveys and a statement that: “We will use instruments that
meet the radiation monitoring instrument specifications published in Appendix M to
NUREG - 1556, Vol. 7, ‘Program-Specific Guidance About Academic, Research and
Development, and Other Laboratory Licenses of Limited Scope,’” dated December 1999.
We reserve the right to upgrade our survey instruments as necessary.” OR A description
of the instrumentation that will be used to perform required surveys and a statement that:
“We will use instruments that meet the radiation monitoring instrument specifications
published in Appendix M to NUREG - 1556, Vol. 7, ‘Program-Specific Guidance About
Academic, Research and Development, and Other Licenses of Limited Scope,” dated
December 1999. Additionally, we will implement the model survey meter calibration
program published in Appendix M to NUREG - 1556, Vol. 7, ‘Program-Specific Guidance
About Academic, Research and Development, and Other Licenses of Limited Scope,’
dated December 1999. We reserve the right to upgrade our survey instruments as
necessary.” OR A description of alternative equipment and/or procedures for ensuring
that appropriate radiation monitoring equipment will be used during licensed activities
and that proper calibration and calibration frequency of survey equipment will be
performed. Further, the statement “We reserve the right to upgrade our survey
instruments as necessary” should be added to the response.

. According to NUREG-1556, Volume 7, section 8.10.3, you must state that you have

developed a procedure(s) for ensuring material accountability. AND Provide either of the
following:— A statement that: “Physical inventories will be conducted at intervals not to
exceed 6 months, to account for all sealed sources and devices received and possessed
under the license.” OR — A description of the procedures for ensuring that no sealed
sources have been lost, stolen, or misplaced. Please make these statements.

You did not discuss personal monitoring requirements. According to NUREG-1556,
Volume 7, section 8.10.4, a statement that: “We have done a prospective evaluation and
determined that unmonitored individuals are not likely to receive, in one year, a radiation
dose in excess of 10% of the allowable limits in 10 CFR Part 20 or we will monitor
individuals in accordance with the criteria in the section entitled ‘Radiation Safety
Program - Occupational Dose’ in NUREG - 1556, Vol. 7, ‘Consolidated Guidance about
Materials Licenses: Program-Specific Guidance about Academic, Research and
Development and Other Licenses of Limited Scope,” dated December 1999. OR A
description of an alternate method for demonstrating compliance with the referenced
regulations.

You did not state that you had emergency or security procedures. According to
NUREG-1556, Volume 7, section 8.10.6, the applicant must state that procedures for
safe use, including security of materials, and emergencies have been developed, or will
be developed before receipt of licensed material. Please develop procedure, if not
currently done and then state that procedures for safe use, including security of
materials, and emergencies have been developed.

. You did not give a statement about surveys. According to NUREG-1556, Volume 7,
section 8.10.7, please state “We will survey our facility and maintain contamination
levels in accordance with the survey frequencies and contamination levels published in
Appendix Q to NUREG - 1556, Vol. 7, ‘Program-Specific Guidance About Academic,
Research and Development, and Other Licenses of Limited Scope,’ dated December



1999. Leak tests will be performed at the intervals approved by NRC or an Agreement
State and specified in the SSD Registration Certificate. Leak tests will be performed by
an organization authorized by NRC or an Agreement State to provide leak testing
services to other licensees or using a leak test kit supplied by an organization authorized
by NRC or an Agreement State, to provide leak test kits to other licensees and according
to the sealed source or plated foil manufacturer’s (distributor’s) and kit supplier’s
instructions.” OR State: “We will survey our facility and maintain contamination levels in
accordance with the survey frequencies and contamination levels published in Appendix
Q to NUREG - 1556, Vol. 7, ‘Program-Specific Guidance About Academic, Research
and Development, and Other Licenses of Limited Scope,’ dated December 1999. Leak
tests will be performed at the intervals approved by NRC or an Agreement State and
specified in the SSD Registration Certificate. Leak tests will be performed by an
organization authorized by NRC or an Agreement State to provide leak testing services
to other licensees or using a leak test kit supplied by an organization authorized by NRC
or an Agreement State, to provide leak test kits to other licensees and according to the
sealed source or plated foil manufacturer’s (distributor’s) and kit supplier’s instructions.
As an alternative, we will implement the model leak test program published in Appendix
R to NUREG - 1556, Vol. 7, “Consolidated Guidance about Materials Licenses:
‘Program-Specific Guidance About Academic, Research and Development, and Other
Licensees of Limited Scope’ dated December 1999.” OR Submit description of
alternative equipment and/or procedures to evaluate a radiological hazard and for
determining whether there is radioactive leakage from sealed sources or plated foil.

We will continue our review upon receipt of this information. Please reply to my attention at the
Region 1 Office and refer to Mail Control No. 574649. If you have technical questions regarding
this letter, please call me at (610) 337-5366.

Please note that you may not reply to this letter by return e-mail. Your reply must be in writing
by letter or facsimile (610-337-5269). If we do not receive a reply from you within 30 calendar
days from the date of this e-mail, we will assume that you do not wish to pursue your
application.
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