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APPENDIX 1: INITIATION CHECKLIST

	ACTIVITY
	COMPLETED
YES/NO

	Ensure the meeting is scheduled and all relevant staff are able to attend (Investigator, study coordinator, sponsor, pharmacist, other relevant people such as laboratory staff). It is usual to confirm the initiation by letter
	

	Review Investigational Product overview and background
	

	Review with investigator and relevant staff their understanding of the protocol, study procedures, investigational product, randomization procedures, unblinding procedures and timelines
	

	Review that site resources are adequate to conduct the trial
	

	Review with investigator and relevant staff Safety Reporting procedures and principles of Good Clinical Practice (ICH-GCP), including informed consent procedures, investigator responsibilities, record keeping and ethics reporting.
	

	Review contents of Site Master File to ensure that:
· the current approved copy of the protocol, Informed consent form & Investigational Brochure are present and align with the ethics committee approval documentation
· the ethics approval documentation is present and signed
· a copy of the CTN/CTX form is present and complete
· all necessary agreements are present and signed ( Clinical trial Agreement, Indemnities, insurance)
· all site staff CVs are present and signed
· Laboratory normal ranges and relevant accreditation are present
	

	Complete staff delegations log
	

	Review investigational product shipment records
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