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This form ONLY needs to be completed if the study design is a placebo control trial in which standard therapy is withheld from one or more treatment arms. Such designs can present difficult issues for the IRB. As an investigator, you are in an ideal position to provide information that will facilitate the IRB’s evaluation of such trials. Even when failure of an experimental treatment may put the subject at risk for adverse outcomes a placebo controlled trial may be ethical if appropriate safeguards are in place to minimize this risk. When assessing a proposed placebo controlled trial, the IRB will typically address the following issues.  

Please complete and submit this form with your research project proposal. Please attach any additional information that you believe is relevant to the IRB’s consideration of your trial. Literature references are encouraged and attaching copies of the most relevant publications is very helpful.

1. What is the standard therapy for the condition being studied?


     
2. How strong is the evidence that standard therapy for the condition is effective?


     
3. How strong is the evidence that standard therapy for the condition is well tolerated and safe? 


     
4.   a.  In previous studies, does the condition being studied show substantial response to placebo? 
           


b. How consistently does accepted therapy for this condition demonstrate superiority to placebo?

           
5. What are the potential consequences in terms of morbidity and mortality of ineffective or no therapy for the participation time of this study, in the condition under study? 


     
6. a.   Are there safeguards such as exclusion of the highest risk patients, close monitoring for treatment failure or adverse outcomes, early stopping rules, a Data and Safety Monitoring Board, or rescue therapy that may be used to limit the risk of morbidity and mortality?


     
b. If so, please address how the submitted protocol uses such strategies to minimize the risk to patients. 



     
7.   a.   How is the experimental therapy anticipated to be a significant advance over current accepted therapy with regard to efficacy, toxicity, or ease of use? 


     

b.   Is this a new or novel type of therapy, a new therapy similar to already approved therapies, or is this a different formulation or minor modification of an already approved therapy?
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