
 

 
 

 

FDA Report Language 

Cancer Immunotherapy Clinical Trials.—The Committee is aware of the remarkable promise of cancer 
immunotherapy and encouraged by the FDA’s recent approval of new treatments that harness this 
approach to fighting cancer. More than 1,500 immuno-oncology clinical trials are in some stage of 
development. As more patients turn to immune-based treatments, and more clinical trials are 
conducted to evaluate them, understanding how to recognize and manage the side effects of cancer 
immunotherapies will become increasingly important. Currently, however, standard parameters for 
reporting cancer immunotherapy-related adverse events in clinical trials are lacking, and this makes 
comparisons and management across studies challenging. The Committee, therefore, urges the FDA to 
work with the research community and the pharmaceutical industry to develop standardized templates 
for reporting toxicities in cancer immunotherapy clinical trials. 

 


