From: Roldan, Lizette
Sent: Wednesday, August 19, 2009 10:09 AM

To:

cpaulik@azopharma.com

Subject: AMOX, INC., REQUEST FOR ADDITIONAL INFORMATION CONCERNING

APPLICATION FOR NEW LICENSE, CONTROL NO. 143985

Attachments: NUREG-1556v7 R & D.pdf

License No. 29-31378-01
Docket No. 030-38092
Control No. 143985

Dear Mr. Paulik:

This is in reference to your application dated July, 28, 2009 applying for a Nuclear Regulatory
Commission license. In order to continue our review, we need the following additional
information:

1)

Please submit a name for an authorized user (AU) who is qualified by training and
experience. The AU should have at a minimum, a college degree at the bachelor level, or
equivalent training and experience in physical, chemical, biological sciences or engineering.
Provide a brief resume of the training and experience of each person who will directly
supervise the use of material, who will use material without supervision, or who will have
responsibility for radiological safety. The resume should include the type (on-the-job or
formal course work), location, and duration of the training. Training should cover (a)
principles and practices of radiation protection, (b) radioactivity measurements,
standardization, and monitoring techniques and instruments, (c) mathematics and
calculations basic to the use and measurement of radioactivity, and (d) biological effects of
radiation. The description of the use of licensed materials should include the specific
isotopes handled, the maximum quantities of materials handled, where the experience was
gained, the duration of experience, and the type of use; OR

Previous license number (if issued by the NRC) or a copy of the license (if issued by an
Agreement State) on which the proposed individual was specifically named as an AU for the
types and quantities of licensed material to be authorized on the license.

Based on our telephone conversation on August 18, 2009, it appears you will be hiring a
consultant to fulfill the AU duties. It this is so, in support of this request, please address the
following:

a) Describe the overall availability of the consultant-AU for the initiation and duration of the
experiments. As discussed in the telephone conversation, because your staff has no
experience working with radioactive material the consultant-AU should be present until
the staff is properly trained and gained experience with the safe handling of the
radioactive material.

b) Please confirm the consultant-AU will be present to ensure proper package handling,
package transport, waste disposal, contamination surveys and other procedures
involving the proper handling of radioactive material and the minimization of
contamination until the staff has been properly trained and has gained experience with
the proper handling, safety precautions and standard operating procedures.



3)

5)

Please submit a name for a radiation safety officer (RSO) who is qualified by training and
experience. The RSO must have training and specific experience, with the types and
quantities of licensed material to be authorized on the license and should have some
experience with implementing NRC regulations and performing the duties of an RSO.
Provide a brief resume of the training and experience for the aforementioned RSO who will
have responsibility for radiological safety. The resume should include the type (on-the-job
or formal course work), location, and duration of the training. Training should cover (a)
principles and practices of radiation protection, (b) radioactivity measurements,
standardization, and monitoring techniques and instruments, (c) mathematics and
calculations basic to the use and measurement of radioactivity, and (d) biological effects of
radiation. The description of the use of licensed materials should include the specific
isotopes handled, the maximum quantities of materials handled, where the experience was
gained, the duration of experience, and the type of use; OR

Previous license number (if issued by the NRC) or a copy of the license (if issued by an
Agreement State) on which the proposed individual was specifically named as an RSO for
the types and quantities of licensed material to be authorized on the license.

Based on our telephone conversation on August 18, 2009, it appears you will be hiring the
services of a consultant to fulfill the RSO duties. If this is so, in support of this request,
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) ldentify 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.

| have attached to this e-mail the NRC NUREG-1556 Consolidated Guidance About Material
License "Program-Specific Guidance about Academic, Research and Development, and
Other Licenses of Limited Scope Including Gas Chromatography and X-Ray Fluorescence
Analyzers, Final Report" Vol 7. The guidance provided in this document may be useful in
helping you respond to the deficiencies described above and to clarify further questions you
may have.



We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 143985. 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
you have any technical questions regarding this deficiency letter, please call me at (610) 337-
5237.

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.

Sincerely,

Lizette Roldan, Ph.D.

Health Physicist

Nuclear Regulatory Commission
475 Allendale Road

King of Prussia, PA 19406
Office: 610-337-5237

Fax: 610-337-5269
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