
 
• Review personnel records of pharmacists, MDs/DOs and nuclear medicine 

personnel involved in the preparation and supervision of radio 
pharmaceuticals to verify they have required qualifications per State law and 
hospital policy. 

 
• Verify that the hospital has policies regarding the supervision of nuclear 

medicine personnel and the in-house preparation of radio pharmaceuticals. 
 
• Ask the supervising pharmacist or MD/DO how technicians who prepare radio 

pharmaceuticals are supervised.  Are the supervision policies based on the 
recommendations of the Society of Nuclear Medicine and Molecular 
Imaging?  If not, what is the basis for the supervision policies? 

 
• Ask what policies/procedures the hospital uses to assure proper preparation. 

 
• Ask what guidelines the hospital relies upon for radio pharmaceutical preparation. 

 
A-1037 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.53(b)(2) - There is proper storage and disposal of radioactive material. 
 
Survey Procedures §482.53(b)(2) 
 

• Verify through observation and document review that radioactive materials, 
including radioactive waste, have appropriate storage and disposal. 

 
• Determine how the hospital disposes of unneeded radio nuclides and radio 

pharmaceuticals. 
 

o Are these methods in accordance with Federal and State laws, regulations and 
guidelines? 

 
o Are the methods described in hospital policy? 

 
A-1038 
(Rev. 141, Issued: 07-10-15, Effective: 07-10-15, Implementation: 07-10-15)  
 
§482.53(b)(3) - If laboratory tests are performed in the nuclear medicine service, the 
service must meet the applicable requirement for laboratory services specified in 
§482.27. 
 
Interpretive Guidelines §482.53(b)(3) 
 



Any laboratory tests performed in connection with nuclear medicine services must 
comply with the hospital Condition of Participation of laboratory services, including a 
requirement to comply with 42 CFR Part 493, which establishes the Clinical Laboratory 
Improvement Act (CLIA) requirements for laboratories.   
 
Survey Procedures §482.53(b)(3) 
 
The applicable survey procedures for the laboratory services Condition of Participation 
must be used. 
 
A-1044 
(Rev. 141, Issued: 07-10-15, Effective: 07-10-15, Implementation: 07-10-15)  
 
§482.53(c) Standard:  Facilities 
 
Equipment and supplies must be appropriate for the types of nuclear medicine 
services offered and must be maintained for safe and efficient performance.  The 
equipment must be-- 

(1)  Maintained in safe operating condition; and 
(2)  Inspected, tested and calibrated at least annually by qualified personnel. 

 
Interpretive Guidelines §482.53(c) 
 
The nuclear medicine service must use equipment and supplies that are designed and, 
when applicable, approved to be used in conjunction with radioactive materials.     
 
Equipment must be maintained so that it operates safely to minimize hazards to patients 
and hospital personnel as much as possible.  Accordingly, it must be inspected, tested, 
and calibrated by personnel with the necessary qualifications.  Personnel may be either 
hospital employees or contracted.  Personnel must follow the manufacturer’s quality 
assurance instructions for acceptance testing (upon installation and after major upgrades) 
and maintenance testing.  Inspections, testing and calibration must occur at least annually 
unless required to be more frequent according to the manufacturer’s instructions.   
 
The hospital must have a policy and procedure for staff who operate the equipment to 
follow if they suspect a malfunction. 
 
Survey Procedures §482.53(c) 
 
• Does the hospital have documentation that indicates that the equipment and supplies 

it uses in nuclear medicine services are appropriate for use with radioactive materials? 
 
• Is the hospital able to demonstrate how personnel, whether employees or contractors, 

who inspect, test, calibrate, and maintain nuclear medicine services equipment are 
qualified to do so? 

 


