
 
May 27, 2009 

 
 
 
 
 
David Rhoe 
CRMI 
Paseo de la Fuente 
D-4 Calle Tivoli 
San Juan, PR 00926 
 
Dear Mr. Rhoe: 
 
I am responding to your letter dated November 8, 2007, but postmarked February 19, 2009, to 
the Nuclear Regulatory Commission’s (NRC) Region I Regional Administrator, Subject:  
“Clarification on 35.60(b), ‘Calibrate accordance with nationally recognized standards.’”  
In your letter, you asked whether you would be in compliance with 10 CFR 35.60 (b) if you 
followed the “Minimum Quality Requirements for Nuclear Medicine Equipment” from the 
Australian and New Zealand Society of Nuclear Medicine, ANZSNM Version 5.7,  
November 1999. You have provided a copy of that document with your letter. 
 
Section 35.60(b) requires a licensee to calibrate the instrumentation used to measure the 
activity of unsealed byproduct material in accordance with nationally recognized standards or 
the manufacturer’s instructions.  Please be advised that a nationally recognized standard is one 
that has been developed within the United States (U.S.) and/or adopted by a U.S. nationally 
recognized organization as a standard.  Because the document you have submitted does not 
meet that criteria, the NRC does not consider the document you have referenced to be 
nationally recognized and you would not be in compliance with section 35.60(b) if you followed 
that standard. 
 
We note that there are a number of U.S. organizations that produce nationally recognized 
standards.  For example, one of the Institute of Electrical and Electronics Engineers’ nationally 
recognized standards is the “American National Standard: Calibration and Usage of ‘Dose 
Calibrator’ Ionization Chambers for the Assay of Radionuclides” (ANSI N42.13 – 1986).  This 
standard would meet NRC requirements in 10 CFR 35.60 (b). 
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For further information or for questions, please contact Gretchen Rivera-Capella, Division of 
Materials Safety and State Agreements, Office of Federal and State Materials and 
Environmental Management Programs at (301) 415-5944, or via e-mail at  
Gretchen.Rivera-Capella@nrc.gov. 
 
      Sincerely, 
 
 
      /RA/ R. E. Zelac for  
 
      Christian Einberg, Branch Chief 

Radioactive Materials Safety Branch 
 Division of Materials Safety and State Agreements 

      Office of Federal and State Materials 
        and Environmental Management Programs 
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