
• Review equipment maintenance records.  Verify that equipment is tested, calibrated 
and otherwise maintained at least annually, following the manufacturer’s 
recommended procedures.  Verify that if the manufacturer requires more frequent 
than annual testing and maintenance that the hospital adheres to the manufacturer’s 
prescribed schedule.  
 

• Ask nuclear medicine services staff who operate equipment what they would do if 
they suspected a malfunction.  Does the hospital have a policy to address this and are 
staff familiar with it? 
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§482.53(d) Standard: Records 
 
The hospital must maintain signed and dated reports of nuclear medicine 
interpretations, consultations, and procedures. 
 
(1)  The hospital must maintain copies of nuclear medicine reports for at least 5 
years. 
(2)  The practitioner approved by the medical staff to interpret diagnostic 
procedures must sign and date the interpretation of these tests. 
 
Interpretive Guidelines §482.53(d)(1) & (2) 
 
Nuclear medicine patient records, including interpretations, consultations, and procedures 
are patient medical records and the hospital must comply with the Medical Records CoP 
(§482.24).   
 
Nuclear medicine patient records, like all patient medical records, must be maintained for 
at least five years.  If State law requires a longer period, the hospital must comply, but 
surveyors do not assess compliance with State law requirements as part of the Federal 
survey.  Each report of an interpretation of a nuclear medicine diagnostic study must be 
signed and dated by the practitioner who made the interpretation, as authorized by the 
medical staff.  Deficient nuclear medicine medical records practices related to these two 
requirements must be cited under this regulation; depending on the specific facts, citation 
under the Medical Records CoP might also be appropriate. 
 
Survey Procedures §482.53(d)(1) & (2) 
 
• Verify that copies of nuclear medicine reports are maintained for at least 5 years. 

 
• Verify that reports of nuclear medicine interpretations are signed and dated only by 

the practitioner who interpreted the study’s results, as authorized by the medical staff 
to perform these interpretations 
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§482.53(d)(3) - The hospital must maintain records of the receipt and distribution of 
radio-pharmaceuticals. 
 
Interpretive Guidelines §482.53(d)(3) 
 
Hospitals receive their radiopharmaceuticals from manufacturers, either for further in-
house preparation, or ready to use.  Regardless of the source of the material, the hospital 
must have records that track the movement of the radiopharmaceuticals upon receipt, 
throughout the hospital.  The records must specify: 
 
• the type of radiopharmaceutical; 
• the location in the hospital where it was received, stored and dispensed; 
•  the amount received or dispensed at each location; 
• the staff member receiving or dispensing; and  
• when applicable, how/when it is disposed of and by whom.  This would also include, 

when applicable, the type and amount of any radiopharmaceuticals returned to the 
source vendor.   

 
Additional information, including special transport instructions or precautions, may be 
included.   
 
The hospital must also have policies and procedures that address how often it reviews 
these records and how it reconciles discrepancies between inventory on hand and records 
of receipt, distribution, use, disposal and/or return to the source vendor. 
 
Surveyor Procedures §482.53(d)(3) 
 
• Ask the hospital to demonstrate how it maintains accurate records of the receipt and 

distribution of radiopharmaceuticals at all locations throughout the hospital. 
 

•  Ask what the hospital’s policy is for frequency of review of the records; is there 
evidence that the hospital complies with its policy? 

 
• Ask the hospital to explain how it addresses discrepancies in the records. 
 

• What actions does it take to determine whether there are errors in the records 
versus unaccounted for loss of materials? 

 
• If applicable, what further actions does it take to locate unaccounted for 

radioactive materials? 
 

• If applicable, what further actions does it take to prevent future recordkeeping 
errors? 


