
• Improper patient preparation, such as inadequate intravenous access or lack of pre-
medication, such that procedures must be cancelled or reordered; 
 

• Repeats of the same studies in the hospital for the same patient within a short time 
span, which may be an indicator of poor image quality; or 
 

• Diagnostic imaging studies or therapeutic procedures performed in a manner 
inconsistent with the applicable hospital written protocol.   

 
Under the QAPI CoP, hospitals are required to undertake improvement activities in areas 
that represent high risk, high volume, or problem-prone areas.  Problems identified in 
radiologic services may meet these criteria.  In addition, adverse events related to radiologic 
services must be analyzed for their causes, and preventive actions must then be undertaken.  
Deficiencies identified related to tracking, analyzing, and addressing adverse event and 
quality indicator data and performance improvement activities must be cited under the 
applicable QAPI standards. 
 
Survey Procedures §482.26(b)  
 
• Verify that there are written hospital policies and procedures and protocols for specific 

radiologic services modalities that are based on identified professionally approved 
standards, and which address the ALARA principle as well as the other safety and risk-
reduction measures discussed in the guidance.  

 
• Ask for evidence that safety protocols are reviewed periodically and, if applicable, 

updated. 
 

• Determine if the radiologic services staff are familiar with the policies and procedures 
related to safety in general and specific clinical protocols.  

 
• Observe whether the policies and procedures are followed when radiologic services are 

delivered to patients.  Ask for the protocol(s) for one or more studies/procedure(s) you 
observed and check if they were followed. 
 

• Verify that radiologic services staff are trained at appropriate intervals to ensure that 
they are operating the equipment according to manufacturer’s instructions and hospital 
policy 

 
• Verify that radiologic services staff know how to respond to adverse events. 

 
• Confirm that areas where radiologic services are provided are equipped with the 

equipment or materials to immediately respond to an adverse event. 
 
• Ask the radiologist who supervises ionizing radiologic services how the hospital 

monitors the quality and safety of radiologic services. 
 

• Verify that adverse events are analyzed for their causes and that preventive actions are 
taken (deficiencies to be cited both here and under the applicable QAPI citation). 

 
A-0536 
(Rev. 141, Issued: 07-10-15, Effective: 07-10-15, Implementation: 07-10-15)  
 
§482.26(b)(1) - Proper safety precautions must be maintained against radiation 
hazards. This includes adequate shielding for patients, personnel, and facilities, as well 
as appropriate storage, use and disposal of radioactive materials.  
 



Interpretive Guidelines §482.26(b)(1)  
 
The hospital must adopt and implement written policies and procedures to ensure safety 
from radiation hazards.  The policies and procedures must include, but are not limited to, 
consideration of the following:  
 
• Clear and easily recognizable signage identifying hazardous radiation  areas; 

 
• Limitations on access to areas containing radiologic services equipment.   
 
• Appropriate use of shielding, including: 
 

•  Types of personal protective shielding (e.g., lead aprons, lead gloves, protective 
eyewear, thyroid shields, portable individualized lead panels, stationary barriers) to 
be used, under what circumstances, for patients, including high-risk patients as 
identified in radiologic services policies and procedures, patient family members or 
support persons who may be needed to be with the patient during a study or 
procedure, and hospital personnel; 
 

• Lead and concrete barriers built into the walls and other structures of the imaging 
areas;  
 

• Identification and use of appropriate containers to be used for various radioactive 
materials, if applicable, when stored, in transport between locations within the hospital, 
in use, and during/after disposal. 

 
 

For Information Only - Not Required/ Not to be Cited 
 
The Occupational Health and Safety Administration (OSHA) has requirements for 
protecting hospital staff from radiation exposure, some of which are summarized below: 
 
• “For information about exposure limits see:  29 CFR 1910.1096, Ionizing Radiation 

Standard.  The standard also requires: 
 

• Each radiation area shall be conspicuously posted with a sign or signs bearing the 
radiation caution symbol, with the wording ‘Caution Radiation Area’ [29 CFR 
1910.1096(e)(2)]” 
 
 



 
 
 
This document also discusses other tools to prevent radiation exposure. 
 
See:  
https://www.osha.gov/SLTC/etools/hospital/clinical/radiology/radiology.html#Radiation  
 
As a reminder, although hospitals are required to comply with applicable OSHA 
requirements, surveyors conducting surveys on behalf of CMS do not interpret or assess 
compliance with the requirements of OSHA or other Federal Agencies.  Surveyors do 
assess compliance with Medicare requirements that may overlap or duplicate OSHA 
requirements. 
 

 
  

https://www.osha.gov/SLTC/etools/hospital/clinical/radiology/radiology.html#Radiation


Survey Procedures §482.26(b)(1)  
 
• Verify that personal shielding, supplies and equipment are properly maintained and 

routinely inspected by the hospital.  
 

• Determine if the proper shielding is applied to a patient who is undergoing a procedure 
using ionizing radiation.   

 
• Determine if staff members appropriately extricate themselves from the immediate 

exposure field while performing a study or procedure using ionizing radiation.  
 
• Determine if staff wear shielding as appropriate, per hospital policy. 

 
• Verify that any hazardous radiation materials are clearly labeled, properly stored in a 

safe manner in the requisite containers, and disposed of in the appropriate manner. 
 
A-0537 
(Rev. 141, Issued: 07-10-15, Effective: 07-10-15, Implementation: 07-10-15)  
 
§482.26(b)(2) - Periodic inspection of equipment must be made and hazards identified 
must be properly corrected. 
 
Interpretive Guidelines §482.26(b)(2)  
 
The hospital must have policies and procedures in place to ensure that periodic inspections 
of radiology equipment are conducted, current and that problems identified are corrected in 
a timely manner.  Equipment includes not only devices used to deliver diagnostic or 
therapeutic radiologic services, but also exposure meters, badges, or personal radiation 
monitoring devices used by staff, as well as equipment the hospital uses to inspect or 
calibrate devices used to deliver diagnostic or therapeutic radiologic services.  The hospital 
must ensure that equipment is inspected in accordance with manufacturer’s instructions and 
Federal and State laws, regulations, and guidelines, and hospital policy, as applicable.  
Inspections and maintenance, including correction of identified hazards, must be performed 
by qualified employees (e.g., medical physicists, qualified biomedical technicians, etc.) or 
through contractual arrangements with vendors with appropriate expertise. 
 
Hospitals must follow the manufacturer’s instructions as to how to inspect and maintain 
radiologic equipment.  This includes acceptance testing (i.e., upon initial installation and 
after major upgrades) as well as ongoing inspection and maintenance.  Documentation of 
preventive maintenance, quality control tests, service records, and major software/hardware 
upgrades must be maintained by the hospital and be readily available for inspection. 
 
The hospital must also have a system in place, to identify and remedy equipment hazards in 
a timely manner.  This system must include, but is not limited to:  periodic and consistent 
calibration of equipment and, for equipment using ionizing radiation, monitoring of 
dosimetry parameters with phantoms to ensure that an accurate dose of radiation is 
delivered per the applicable protocol.  In addition, hospitals must also have a system to 
track all modifications made to the equipment that would significantly impact the accuracy 
of the dosage delivered.  Any adverse events related to over- or under-dosing must be 
identified and addressed.  
 
 
 
 
 
 
 


