
John L. Chunta, Ph.D. 
Radiation Safety Officer 
Molecular Imaging, Inc. 
800 Technology Drive 
Ann Arbor, Ml48108 

Dear Dr. Chunta: 

UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION Ill 
2443 WARRENVILLE ROAD, SUITE 210 

LISLE, ILLINOIS 60532-4352 

NOV 2 6 2013 

Enclosed is Amendment No. 08 to your U.S. Nuclear Regulatory Commission (NRC) Material 
License No. 21-32816-01 in accordance with your request dated September 13, 2013, with the 
exception of adding a temporary location of use in the state of California, which is 
outside the jurisdiction of the U.S. Nuclear Regulatory Commission. 

Changes made to your license are printed in bold font. Please review the enclosed document 
carefully and be sure that you understand all conditions. If there are any errors or questions, 
please notify the NRC Region Ill office at (630) 829-9887 so that we may provide appropriate 
corrections and answers. 

As we discussed in our November 13, 2013, and November 18, 2013, phone conversations, 
NRC authority to add a location of use is limited to locations outside agreement state, such as 
California, jurisdiction. As noted in NUREG 1556, Volume 7, "Program-Specific Guidance about 
Academic, Research and Development, and Other Licenses of Limited Scope," dated 
December 1999, found at http://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v7, 
p. 2-1, to possess or use radioactive materials at temporary joQ sites in California, you will need 
to contact California's Radiation Control Program Office for information about California 
regulations. 

To add an authorization for the use of radioactive materials at temporary job sites, 
provide a clear description of the type of work to be performed under this authorization. 
Attach additional information as applicable, including but not limited to expanded 
responses to the items listed below: 

(1) Describe the unsealed and/or sealed byproduct materic.ll to be authorized at temporary 
job sites, including the total possession limit per isotope to be used or stored at each 
temporary job site. For additional information, refer to NUREG 1556 Vol. 7, pp. 8-5 to 8-8. 

(2) List the specific use or purpose of each radioisotope to be used at temporary job sites. 
For additional information, refer to NUREG 1556 Vol. 7, pp. 8-12 to 8-13. 

(3) Explain how the Radiation Safety Officer (RSO) will oversee use of radioactive 
material at temporary job sites, including, but not limited to· items outlined below. For 
additional information, refer to NUREG 1556 Vol. 7, p. 8-14, and Appendix I, pp. 1-1 to 1-2. 

a. Explain how the RSO will oversee training for individuals at the temporary job sites. 

b. Describe procedures that will be implemented at temporary job sites to assure 
that ordering, receipt, transportation, security, transfer, and waste disposal of 
byproduct material are in accordance with NRC regulations. 
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c. Outline the process the RSO will employ to ensure termination of an unsafe 
condition or activity, or to respond to an emergency. For example, in an 
emergency, how soon will the RSO be able to arrive at the temporary job site, or 
otherwise respond to and mitigate the emergency? 

d. Confirm that periodic audits of the temporary job sites will be performed, as 
described in NRC guidance, and indicate the minimum frequency at which such 
audits will be performed. 

(4) Explain how the Authorized User (AU) will supervise any use of radioactive material at 
temporary job sites, including how frequently the AU will be present at each temporary job 
site, and how much time it rriay take for the AU to respond appropriately to an event or 
accident involving licensed material, to prevent the spread of contamination. For additional 
information, refer to NUREG 1556 Vol. 7, p. 8-16. 

(5) Provide training program updates, if any, related to the specific proposed authorization for 
the use of byproduct material at temporary job sites. For additional information, refer to 
NUREG 1556 Vol. 7, p. 8-18, and Appendix J, pp. J-1 to J-5. 

(6) Describe facility and equipment procedures, and associated recordkeeping 
procedures, you will use when setting up, using, and terminating temporary job sites, 
including, but not limited to items outlined below. For additional information, refer to NUREG 
1556 Vol. 7, pp. 8-19 to 8-20, and Appendix K, pp. K-1 to K-3. 

a. No facility diagram for a specific temporary job site is required. However, please 
provide a general description of how a temporary job site would be set up, 
including any receiving, ordering, overnight storage, or waste disposal equipment. 

b. Describe any specialized remote handling tools, shielding, spill containment, or 
other equipment that may be used or made available at temporary job sites. 

c. Note any additional facility or equipment information for temporary job sites 
which may deviate from those at permanent authorized facilities. 

(7) Provide any updates to your Radiation Safety program, associated with your request for 
an authorization to use radioactive materials at temporary jpb sites. For additional 
information, refer to NUREG 1556 Vol. 7, pp. 8-20 to 8-49, and Appendices L through S. In 
particular, you should provide additional information as listed below. 

a. Confirm that radiation safety program commitments made in the June 8, 2010, 
application also apply to your request to add a temporary job sites authorization. 

b. Describe the instrumentation that will be used to perform required surveys at 
temporary job sites. 

c. Describe your procedures for ensuring material accountability - including ordering, 
receiving, storing, transferring, and disposing - byproduct material at temporary job sites. 



J. Chunta - 3-

d. Confirm that you have developed procedures for safe use and emergencies, 
applicable to the use of byproduct material at temporary job sites. 

(8) Please provide a statement confirming that, for temporary job sites waste management, 
"We will use the model waste procedures published in Appendix T to NUREG -1556, 
Vol. 7, 'Program-Specific Guidance About Academic, Research and Development, and 
Other Licenses of Limited Scope,' dated December 1999." For additional information, 
refer to NUREG 1556Vol. 7, pp. 8-49to8-55, andAppendixT, pp. T-1 toT-2. 

This action is without prejudice to resubmission. 

You will be periodically inspected by NRC. Failure to conduct your program in accordance with 
NRC regulations, license conditions, and representations made in your license application and 
supplemental correspondence with NRC will result in enforcement action against you. This 
could include issuance of a notice of violation, or imposition of a civil penalty, or an order 
suspending, modifying or revoking your license as specified in the General Statement of Policy 
and Procedure for NRC Enforcement Actions. Since serious consequences to employees and 
the public can result from failure to comply with NRC requirements, prompt and vigorous 
enforcement action will be taken when dealing with licensees who do not achieve the necessary 
meticulous attention to detail and the high standard of compliance which NRC expects of its 
licensees. 

The NRC's Safety Culture Policy Statement became effective in June 2011. While a policy 
statement and not a regulation, it sets forth the agency's expectations for individuals and 
organizations to establish and maintain a positive safety culture. You can access the policy 
statement and supporting material that may benefit your organization on NRC's safety culture 
Web site at http://www.nrc.gov/about-nrc/regulatory/enforcement/safety-culture.html. We 
strongly encourage you to review this material and adapt it to your particular needs in order to 
develop and maintain a positive safety culture as you engage in NRC-regulated activities. 

In accordance with Title 10 of the Code of Federal Regulations Section 2.390, a copy of this 
letter and its enclosure will be 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. 

License No. 21-32816-01 
· Docket No. 030-38386 

Enclosure: Amendment No. 08 

Sincerely, 

rAtvtc-- a /s, ~ 
Sara A. B. Forster, M.S. 
Health Physicist 
Materials Licensing Branch 


