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The Alphabet Soup of 

Regulatory Compliance: 

Being Prepared for 

Inspections 
   

Linda Kroger, MS 

UC Davis Health System 

Objectives 

× Recognize the various regulatory bodies 

 and organizations with oversight or 

 impact in Nuclear Medicine, Radiation 

 Oncology and Radiology. 

×Examine 10CFR35 requirements.  

×Discuss available guidance documents 

×Look at TJC and CMS requirements 

Inspections are often 

unannounced, so 

BE PREPARED 

DOCUMENTATION 
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Who has Oversight or 

Impact? 

× Regulatory Bodies 
×NRC or State (RHB) 

× Institutional Committees 
×RCS 

× Professional Organizations 
×SNMMI, ACR, ASTRO, HPS, AAPM 

× Guidance Organizations 
×NCRP, ICRP, ICRU 

× Regulatory Bodies 
×NRC 

Agreement Status 

Currently, there are 37 Agreement States. 
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× Regulatory Bodies 
×NRC 

×State Radiologic Health Branch 

×FDA 

×DOT/IATA 

×CMS 

×TJC (JCAHO) 

×Institutional Oversight 
×Radiation Safety Committee (RSC) 

×Quality of Care (CQI) 

×Institutional Review Board (IRB) 

×Radioactive Drug Research 
 Committee (RDRC) 

×Pharmacy (Nuc Med) 

 

×Professional Organizations 
× ARRT 

× NMTCB 

× SNMMI 

× ACR 

× ASTRO 

× AAPM 

× Health Physics Society (HPS) 
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Alphabet Soup 

×NRC 

×RHB 

×FDA 

×DOT 

×IATA 

×TJC 

×CMS 

×IRB 

×RSC 

×RDRC 

 

×SNMMI 

×ASTRO 

×ARRT 

×NMTCB 

×ACR 

×AAPM 

×HPS 

×NCRP 

×ICRP 

×IAEA 

 
 

Regulatory Agencies 
×NRC 

×10CFR35 

×NRC States follow it directly 

×Agreement States adopt Part 35 

×Some adopt it in its entirety 

×Others recognizes selected sections  

×Read Part 35 and your state regulations 
carefully 

×10CFR19, 10CFR20 

NRC Guidance 

Revision 2 
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10CFR35 

×Covers the medical uses of radioactive 
materials  

×Defines authorization 

×Written Directive 

×Medical Events 

×Recordkeeping 

10CFR35 

×35.2 

× Authorized User ï A physician, dentist 
or podiatrist who meets the 
requirements in 35.59 and 35.190, 
35.290, 35.390, 35.392, 35.394, 
35.490, 35.590 or 36.690 or is identified 
as an AU on a recognized license. 

10CFR35 

×35.190, 290, 390, 392, 394, 396, 490, 690 

×Defines the training requirements for 
physicians to be an AU on a license 

×Board certified and Attestation or 

×Physician who meets the training 
requirements and Attestation or 

×Already identified as an AU on a state 
or NRC license 

NRC 313A Form 


