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1. Clinical trial protocol contents: an overview
Investigator’s brochure contents

Informed consent: items of information to be provided
Expedited safety reporting

Monitoring clinical trial sites: key activities
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Essential documents for the conduct of a clinical trial

Quality Assurance and Safety, WHO



7. Audit/inspection: the ENGAGE outline

8. Clinical trial process: list of key standard operating
procedures

9. Ethics committees: operational guidelines (WHO)
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