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Sponsor Obligation 

Introduction 
Investigator Selection 
Investigational Product 
Financial Disclosure 
The Second Step 

Protocol Development 
Introduction 
Types of Clinical Research 
Studies 
Protocol Concept (Optional) 
Contents of a Clinical Research 
Protocol 

Data Management 
Introduction 
Regulatory Requirements 
Case Report Forms 
Designing Case Report Forms 
Tips for Designing CRFs and 
EDRs 

 
Adverse Event Reporting 

Introduction 
Definitions 
Responsibility for Reporting 
Safety Reports 
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(RAC/OBA & IBC) 
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Introduction 
Investigator Qualifications 
Statement of Investigator Form 
(Form FDA 1572) 
Adequate Resources 
Informed Consent 
Adverse Event Reporting 
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Study Compliance 
Records and Reports

Ensuring Quality 
CRF/EDR Monitoring and Review 
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