
Investigator Responsibilities

Protocol 
Compliance

Informed 
Consent

Safety 
Reporting

Communication 
with 

IRB/IEC

Good 
Documentation

IP 
Accountability

GCP 
Compliance

Adequate 
Resources

A clinical investigator is responsible for ensuring that an investigation is conducted according 
to the signed investigator statement, the investigational plan, and applicable regulations; for 

protecting the rights, safety, and welfare of subjects under the investigator's care; and for the 
control of drugs under investigation. The Clinical Investigator must also meet requirements 
set forth by the FDA, EMA or other regulatory body. The qualifications must be outlined in a 

current resume and readily available for auditors. 


