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 What Is the Life Cycle of Typical Protocol? 

The life cycle of a typical protocol is initial approval, amendments, protocol 
deviations/violations, unanticipated problems, adverse events, serious adverse events, IND safety 
reports, continuing review and completion of the protocol and data analysis.  These events must 
be reported to the HAC by the PI as they occur.  Each part of the protocol life cycle is covered in 
this next section. 

Ongoing Activities: 
• Amendments 
• Unanticipated Problems 
• Adverse Events 
Serious Adverse Events 
• Continuing Review 
• Deviations/Violations 

Initial Submission of 
the Protocol: 

• Review Levels 
• Description of 

Research Proposal 
• Informed Consent 

Documents 
• Data and Safety 

Monitoring Plans 

 
Termination/ 

Closure: 
• Record storage 

 


