January 7, 2011

Surendra K. Gupta, Ph.D., President
American Radiolabeled Chemicals
101 ARC Drive

St. Louis, MO 63146

SUBJECT: RESPONSE TO NOTICE OF VIOLATION DATED NOVEMBER 3, 2010, AND
REQUEST FOR ACTION TO INCREASE MANAGEMENT OVERSIGHT OF THE
RADIATION SAFETY PROGRAM

Dear Dr. Gupta:

The purpose of this letter is to acknowledge receipt of your letter dated December 3, 2010, in
response to the U.S. Nuclear Regulatory Commission’s (NRC) letter dated November 3, 2010,
transmitting a Notice of Violation (Notice) and requesting actions taken or planned to enhance
your management involvement and oversight of the radiation safety program and to ensure that
the program is properly implemented.

In your letter, you describe actions that you have taken or plan to take to address the violations
and to enhance your management involvement and oversight of the radiation safety program
and ensure that the program is properly implemented. On December 13, 2010, Robert Gattone
of my staff telephoned you and discussed our need for additional information to complete our
review of your response. Specifically, Mr. Gattone discussed the need for the following
information:

1. Regarding your response to the violation of Title 10 of the Code of Federal
Regulations (CFR) 20.1501 as it pertains to 10 CFR 20.1302(b)(1) involving failure to
conduct reasonable surveys of radioactive materials in effluents released to unrestricted and
controlled areas to demonstrate compliance with the public dose requirements:

a. Provide a detailed description of the changes you made to how you conduct surveys of
radioactive materials in airborne effluents released to unrestricted and controlled areas
to demonstrate compliance with the public dose requirements and prevent a similar
violation.

2. Regarding your response to the need for enhanced management involvement and oversight
of the radiation safety program to ensure that the program is properly implemented:

a. Provide a detailed description of how having you accompany the Radiation Safety
Officer (RSO) and/or the Assistant RSO on frequent observation tours of the facility will
enhance your management involvement and oversight of the radiation safety program to
ensure that the program is properly implemented.
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b. Provide a detailed description of how expanding the Weekly Summary Report and giving
it to you and the Radiation Safety Committee each week will enhance your management
involvement and oversight of the radiation safety program to ensure that the program is
properly implemented.

c. Provide a detailed description of how signing up for the State of Missouri Health and
Safety Consultation Service and agreeing to correct any deficiencies found will enhance
your management involvement and oversight of the radiation safety program to ensure
that the program is properly implemented.

d. Provide a detailed description of the actions you have taken and planned to
independently verify whether all of the corrective actions taken to prevent previously-
identified violations of NRC regulatory requirements were implemented and effective.

Please provide me with the information requested above within 30 days of the date of this letter.

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter and your
response, will be made available electronically for public inspection in the NRC Public
Document Room or from the NRC’s Agencywide Documents Access and Management System
(ADAMS), accessible from the NRC Web site at http://www.nrc.gov/reading-rm/adams.html. To
the extent possible, your response should not include any personal privacy, Proprietary, or
safeguards information so that it can be made available to the Public without redaction.

Sincerely,

/RA/ By Kenneth J. Lambert Acting
For/

Tamara E. Bloomer, Chief
Materials Inspection Branch
Division of Nuclear Materials Safety

Docket No. 030-20567
License No. 24-21362-01

CC: Regis Greenwood, RSO
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