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The clinical radiation therapy physicist has a large and important role in the success of clinical trials involving radiation therapy by 
ensuring that the patients at his/her facility are treated per the protocol specifications, that the treatment equipment is quality assured, 
and that the treatment plan data and other required dosimetric data are submitted accurately and on time to the quality assurance (QA) 
review center. This role is often not included in the job description or in the calculation of FTEs but can indeed take a significant 
amount of physics staff time. In the near future, facilities and their physicists which have not had a significant exposure to clinical 
trials involving radiation therapy will encounter an increasing number of patients on national clinical trials due to the NCI program to 
encourage trial participation by patients seen at any institution that is credentialed by the Radiological Physics Center. The physicist 
will be expected to be a competent member of the clinical trial team and much more involved in the treatment of patients on clinical 
trials in the future. As technology advances, the use of radiation therapy in clinical trials becomes more sophisticated. Currently, there 
are clinical trials that require 3-D treatment planning and delivery and electronic data submission to the QA center. More and more 
protocols will allow and even encourage or require the use of intensity modulated radiation therapy. This is indeed a new era and the 
physicist must be aware and able to provide the services necessary to comply with these more complex protocols.  
 
In addition, physicists would be well served to understand the clinical trials process itself. This includes understanding what a clinical 
trial is and how it is developed, how are the radiotherapy data interpreted, what are the quality assurance procedures one must perform 
and who are the organizations that collect and review these data.  
 
This presentation can help the physicist understand the fundamentals of clinical trials as well as the duties required for assuring 
protocol compliance. To further this effort, a document is nearing completion by The QA Physics of Clinical Trials subcommittee of 
the Radiation Therapy Committee called “Quality Assurance for Clinical Trials: A Primer for Physicists”, which systematically 
reviews the topics in this presentation. 
 
Educational objectives are to understand: 
 

a) what is a clinical trial,  

b) what is the role of the physicist in preparing and maintaining the institution’s credentials for participating in clinical 

trials requiring radiation therapy,  

c) what special or additional physics tasks are required, both to become credentialed and to meet specific protocol quality 

assurance and data submission requirements,  

d) what is the quality assurance review process and how is the submitted data evaluated,  

e) How does QA affect the statistical analysis of clinical trials,  

f) Who are the data review and resource centers that receive data submissions and what do they do, 

g) how to find the various groups involved in conducting and monitoring clinical trials. 


