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Explain Informed Consent                

 
 
Document Medical History                

 
 
Perform Physical Examinations                

 
 
Perform Vital Signs                

 
 
Perform Phlebotomy                

 
 
Administer Study Questionnaires                

 
 
Review Labs for Toxicities per Protocol Criteria                

 
 
Review Labs to Determine Clinical Significance                

 
 
Review Procedures to Determine Clinical 
Significance 

               
 

 
Review AEs and Determine Causality                

 
 
Complete CRFs and Make Corrections                

 
 
Dispense Investigational Drug                

 
 
Maintain Drug Accountability Records                

 
 
Communicate with IRB                
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