
ICH, ICH E6 article 4 (Investigator qualification and agreement, 
Adequate Resource, Medical care of Trial Subjects, 

Communication with IEC, Compliance with Protocol, Investi-
gational Product, Randomization Procedures and Unblinding, 

Inform Consent of Trial Subjects, Records and Reports, ALCOA, 
Safety Reporting, Premature Termination or Suspension of Trial, 

Final Report)
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