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Subject:
NRC Clarification on “Training & Experience” Requirements for Authorized Individuals
Radiation Safety Officers and Medical NRMP Permittee Commands:

[This e-mail has been forwarded to all medical commands that possess a Naval Radioactive Materials Permit (NRMP) issued by the Naval Radiation Safety Committee at OPNAV-N45.]

The following NRC clarification of regulations was taken from the May 2007 issue of the NRC’s “Licensee Newsletter,” NUREG/BR-0117, No. 07-01.
Part I:  Clarification on Hours Credited Toward “Training & Experience” Requirements for Authorized User (AU) Physicians

The U.S. Nuclear Regulatory Commission (NRC) has received inquiries about the interpretation of the type of work experience that could be credited toward the required 700 hours of training and experience (T&E) in Title 10 Code of Federal Regulations (10 CFR), Parts 35.290 and 35.390 for physicians seeking to become Authorized Users (AUs).  For background, 10 CFR 35.290, “Training for imaging and localization studies,” and 10 CFR 35.390, “Training for use of unsealed byproduct material for which a written directive is required,” established requirements for physicians who are seeking to become AUs of unsealed radioactive byproduct material for the uses authorized under Parts 35.200 and 35.300, respectively.

The following clarification is provided for the two categories of training required by regulation:  

(a)  Classroom and Laboratory Training:  All hours credited to “classroom and laboratory training” must relate directly to radiation safety and safe handling of byproduct material.  This is typically formal classroom/laboratory training, but may include online training, as long as it meets the specific clock hour requirements, and the subject matter relates to radiation safety and safe handling of byproduct material for the uses for which authorization is being requested. 

(b)  Supervised Work Experience:  Experience must include, but is not limited to, the subject areas listed in the applicable T&E requirements in 10 CFR 35.290 and 35.390.  The NRC recognizes that physicians in training may not dedicate all of their “supervised work experience” time specifically to the subject areas listed in the regulations and will be attending to other clinical activities involving the medical use of byproduct material (e.g., reviewing case histories or interpreting scans).  Hours spent on these other duties not directly related to radiation safety or hands-on use of byproduct materials, even though not specifically required by the NRC, may be credited toward the “supervised work experience” category to obtain the required total of 700 hours of T&E, but not to the “classroom and laboratory training” category.

Part II:  Ensuring Completeness in Documenting Training & Experience (T&E); and Attestations

Individuals seeking to become an Authorized User (AU), Radiation Safety Officer (RSO), Authorized Medical Physicist (AMP), or Authorized Nuclear Pharmacist (ANP) under the NRC’s alternate pathway are required to submit documentation of T&E, and a written preceptor attestation stating that the individual has satisfactorily completed the appropriate T&E criteria and has achieved a level of competency (or a level of radiation safety knowledge for proposed RSOs) to function independently.  The documentation of T&E, and the attestation can be accomplished either by completing the appropriate NRC Form 313A for the particular authorization that he or she is seeking, or by submitting equivalent documentation.

Recently, the NRC has received quite a few NRC Forms 313A from applicants that lacked a significant amount of information required by the regulations, or were not completed correctly.  Several examples follow.

· Number of clock hours were not being documented for each of the required subject areas as required in the applicable regulations.

· Equivalent documentation was submitted in lieu of the NRC Form 313A, and the documentation did not include all of the information from the applicable regulations.

· Preceptors did not cite the correct regulation when attesting to the proposed individual’s T&E.

· Preceptors attested that the proposed RSO completed the required T&E, but did not attest that the individual had achieved a level of radiation safety knowledge sufficient to function independently as an RSO.

· In one case, an attestation was determined to be invalid because the RSO preceptor failed to recognize the T&E requirements, and inappropriately attested that the applicant had satisfactorily completed the requirements to become an RSO when in fact the applicant had not.  The pathway under which the applicant was seeking RSO status required the applicant to be listed as an Authorized User (AU) on a medical use license, but the applicant had never been an AU.  An incorrectly completed attestation contributed to this oversight.

When applying for authorizations as an AU, RSO, AMP, or ANP under the NRC’s alternate pathway, medical use licensees are encouraged to refer to the “Licensing Guidance for Using the NRC Form 313A Series of Forms” which provides instructions on all of the necessary information required by the NRC.  The NRC forms and licensing guidance document can be accessed on the NRC's official website under what they call the “Medical Uses Licensee Toolkit” at http://www.nrc.gov/materials/miau/med-use-toolkit.html.  
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