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Essential Documents for a Clinical Trial

Overview, Regulatory Support and References:

The documentation required for a clinical trial is dictated by Regulatory
Agencies (e.g. USA FDA, Canadian TPD) and by the ICH GCP Guidelines.
Documents may need to be revised during the course of a research study,
but all documents should be maintained in the Essential Documents Binder.
The Essential Documents Binder should be stored at the conducting
College/Center.



