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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? 
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§482.53(d)(4) - Nuclear medicine services must be ordered only by practitioners 
whose scope of Federal or State licensure and whose defined staff privileges allow 
such referrals.  
 
Interpretive Guidelines §482.53(d)(4) 
 
Nuclear medicine services may only be ordered by practitioners holding privileges that 
permit them to do so, consistent with State scope of practice law.  However, for 
outpatient services, consistent with the provisions of §482.54, the governing body and 
medical staff may also authorize practitioners who do not have hospital clinical privileges 
to order such studies or procedures, as permitted under State law. 
 
Survey Procedures §482.53(d)(4) 
 
• Verify that nuclear medicine services are ordered only by practitioners who have 

privileges to do so or, for outpatient services when authorized consistent with the 
provisions of §482.54, by other practitioners authorized to do so by the medical staff, 
consistent with Federal and State law. 
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§482.54 Condition of Participation:  Outpatient Services 
 
If the hospital provides outpatient services, the services must meet the needs of the 
patients in accordance with acceptable standards of practice. 
 
Interpretive Guidelines §482.54 
 
This is an optional hospital service; however, if a hospital provides any degree of 
outpatient care to its patients, the hospital must comply with the requirements of this 
Condition of Participation (CoP). 
 
The Medicare Hospital CoP applies to both inpatient and outpatient services of the 
hospital.  The hospital must be in compliance with the CoP in 42 CFR §482 in all on-
campus and off-campus outpatient service locations. 
 
Tag A-1081 permits standard-level citations for identified deficiencies and provides more 
detailed guidance on the overall requirements for outpatient services. 
 
The manner and degree of noncompliance identified in relation to Tags 1077 – 1080 may 
result in substantial noncompliance with this CoP, requiring citation at the condition 


