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Objectives for the talk: 
 
Prerequisites for Therapeutic Studies in Humans 
 

1. To briefly review the drug development process to ensure everyone is 
familiar with the terms 

2. To review the preclinical components that are required to be included in an 
IND submission 

∗ Pharmacology:  mechanism of action, PD 
∗ Pharmacokinetics 
∗ Efficacy studies 
∗ Safety pharmacology 

∗ Animal toxicology 
∗ Determination of the safe starting dose for phase I 

 


