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The Federal radiation safety performance standard for diagnostic x-ray systems was established in 1974.  This standard prescribes the 
radiation safety performance and features that manufacturers of diagnostic x-ray systems marketed in the U.S. must assure that their 
systems provide.  The standard is contained in Title 21 of the Code of Federal Regulations in Sections 1020.30 through 1020.33.  
Since 1974, the standard has been amended several times to either clarify requirements or to address changes that have occurred in the 
technology and design of diagnostic x-ray systems.  
 
This course will briefly describe the regulatory scheme for diagnostic x-ray equipment in the U.S. and then review the changes to the 
standard that were proposed for public comment in December 2002.  Some of the significant comments received on the proposed 
changes will be discussed.  At the time of this abstract preparation, the final regulation that will amend the standard to effect these 
changes has not been published.  If the final rule for these changes is published prior to the AAPM Annual Meeting, the final 
determinations made by the Food and Drug Administration with respect to these changes and the new requirements will be described.  
Otherwise, the discussion will focus on the proposed changes and the comments received without disclosing the final decisions 
regarding the changes.  The FDA’s final decisions on the changes may not be disclosed until they are published as a final regulation in 
the Federal Register.   
 
The proposed amendments included, among other proposed changes, proposals to accommodate new types of fluoroscopic image 
receptors; to require radiation dose information to be displayed on fluoroscopic systems to inform users during procedures; to require 
provision of a “last-image-hold” feature on all fluoroscopic systems; to modify the x-ray beam quality requirements; to require a 
means to permit use of additional beam filtration on some fluoroscopic systems; and to improve the efficiency of x-ray beam 
collimation.   
 
Educational Objectives 
1. To understand the regulatory framework applicable to diagnostic x-ray systems in the U.S. 
2. To understand the role of the FDA in this framework. 
3. To understand the proposed amendments to the Federal performance standard and the final changes to be implemented, if the 
rulemaking is completed. 
 

  


