


◊ Description of reasonably foreseeable risks or discomforts 

◊ Description of benefits to subject 

◊ Disclosure of appropriate alternative courses of treatment/procedures (if applicable) 

◊ Statement concerning subject confidentiality 

◊ An explanation as to whether any compensation is available if injury occurs 

◊ A statement concerning who the subject can contact about the research and the subject’s rights 
(must include IRB office/email) 

◊ A statement that participation is voluntary, refusal to participate will incur no penalty, and the 
subject may discontinue participation at any time without penalty or loss of benefits 

◊ Additional elements on the consent form when appropriate: 

◊ A statement that the study procedure may involve risk to the subject that are currently 
unforeseeable 

◊ Anticipated circumstances in which the PI can terminate subject participation 

◊ Any additional costs to patient 

◊ The consequences of a subject’s decision to withdraw from research 

◊ Approximate number of subjects involved in study 

◊ A statement that significant new findings which may relate to the subject’s willingness to 
participate in the research will be provided to the subject 


