Documentation for Use of Placebo 
 FORMCHECKBOX 
  Placebo is being used where there is no standard therapy currently available      
 FORMCHECKBOX 
  Placebo is being used where there are other therapy options, but which none of the available options is considered to be a good or effective standard of care therapy       
 FORMCHECKBOX 
  Placebo is being used instead of a standard of care, and there is a good and effective standard of care      
 FORMCHECKBOX 
 Placebo is being used as an addition to standard therapy as an add-on treatment, so that all participants will receive some active treatment.       
 FORMCHECKBOX 
  Placebo is being used in a study where there is effective treatment, but where the associated toxicities are so high that patients routinely refuse the effective treatment.      
 FORMCHECKBOX 
  Placebo risk is limited to minor, temporary discomfort.      
 FORMCHECKBOX 
  Placebo risk in place of standard therapy can be associated with irreversible harm.      
 FORMCHECKBOX 
  Placebo arm is an appropriate study design to answer the research question.       
 FORMCHECKBOX 
  There are adequate measures in place to minimize the risk of placebo, such as frequent monitoring, frequent visits, and rescue medications.       
 FORMCHECKBOX 
  Placebo use is in a study with a disease characterized by exacerbations and remissions 

 FORMCHECKBOX 
  Most reasonable people would agree to be randomized to the placebo arm of the study based.      
Placebo Questions

 FORMCHECKBOX 
 Is the placebo used in place of or in addition to standard therapy?      
 FORMCHECKBOX 
 Is standard therapy considered to be effective?      
 FORMCHECKBOX 
 Is the toxicity if standard therapy such that patients routinely refuse treatment?      
 FORMCHECKBOX 
 Could the use of a placebo in place of standard therapy cause irreversible health problems or severe suffering?      
 FORMCHECKBOX 
 Is it possible to estimate the placebo response rate in this study with a responsible degree of accuracy?      
 FORMCHECKBOX 
 Evaluate the credibility of altruism using the reasonable-person standard: Could this trial benefit future patients to the point that a reasonable-person with an average degree of altruism and risk-aversive ness would cones not to being randomized in this trial?      
