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	OPTIMISE II Trial Master File Index – Canada

	
	  Applicable?
	
	     Version

(if applicable)

	1.  Administrative List
	
	
	

	· Delegation / Authorised Signature Log
	YES
	
	Site managed

	· Study contact list 
	YES
	
	1.0

	· Version control log
	YES
	
	1.0

	
	
	
	

	2.  Study Protocol
	
	
	

	· Protocol (latest version)
	YES
	
	1.0

	· Protocol – Superseded versions 
	YES
	
	N/A

	· Protocol signature page (latest version)
	YES
	
	N/A

	· Addendum to the Protocol * 
	YES
	
	2.0

	· Amendment signature page(s)
	YES
	
	N/A

	
	
	
	

	3.  Informed Consent Form/Patient identification Logs
	
	
	

	· Blank informed consent form (ICF) approved by REB
	YES
	
	3.0

	· Superseded versions of ICF
	N/A
	
	N/A

	· Signed consent forms (To keep in a separate lock cabinet)
	N/A
	
	1.0

	· De-Identified Subject screening log (Electronic copy on a protected server)
	YES
	
	3.0

	· De-Identified Subject enrolment log (Electronic copy on a protected server)
	YES
	
	1.0

	· Master Log (Electronic copy on a protected server)
	N/A
	
	N/A

	
	
	
	

	4.  Ethics Committee Documents
	
	
	

	· REB submission
	YES
	
	N/A

	· REB approval(s) Initial and each amendment
	YES
	
	N/A

	· Institutional Approval Documentation (if applicable) 
	
	
	N/A

	· REB annual approval submission and approval letter
	YES
	
	N/A

	· Correspondence
	YES
	
	N/A

	
	
	
	

	5. Health Canada Regulatory Documents*
	
	
	

	· No Objection Letter
	YES
	
	N/A

	· Health Canada Qualified Investigator Undertaking (QI-QU)
	YES
	
	N/A

	· Health Canada Clinical Trial Site Information (CTSI)
	YES
	
	N/A

	
	
	
	

	6.  Investigational Product*
	
	
	

	· Dobutamine Monograph 
	YES
	
	N/A

	· Investigational product accountability 

(Site specific, Pharmacy may be responsible for this section )
	YES
	
	N/A

	Shipping records
	Site specific
	
	N/A

	Product accountability log
	Site specific
	
	N/A

	Product dispensing log
	Site specific
	
	N/A

	Product administration log
	Site specific
	
	N/A

	Product destruction log
	Site specific
	
	N/A

	Order forms
	Site specific
	
	N/A

	Others 
	Site specific
	
	N/A

	
	
	
	

	7. Curriculum Vitae
	
	
	

	· CVs of investigational team (signed, dated)
	YES
	
	Site managed

	· GCP/Research governance framework (2 yearly training)
	YES
	
	Site managed

	
	
	
	

	8. Finance
	
	
	

	· Financial agreement and record of payments (May be file somewhere else)
	YES

see agreement
	
	N/A

	
	
	
	

	9. Contracts/Research & Development Department
	
	
	

	· Site Agreements
	YES
	
	N/A

	· Correspondence
	YES
	
	N/A

	
	
	
	

	10. Study related material
	
	
	

	· Study specific SOPs
	YES
	
	N/A

	· Training log
	YES
	
	Site managed

	
	
	
	

	11. Serious Adverse Events (SAE) Documentation (where applicable)
	
	
	

	· Sample SAE Forms (latest version)
	YES

(please see CRF)
	
	1.0

	· Superseded SAE forms
	N/A
	
	N/A

	· SAE log
	N/A
	
	N/A

	· Documents/correspondence detailing when the SAEs were sent to sponsor and/or regulatory boards
	YES
	
	N/A

	· Expedited Safety Reports for adverse drug reactions (ADRs)* to be serious and unexpected to the Canadian Coordinating Centre and the corresponding Research Ethics Boards within 72 hours of learning the event.
	YES
	
	N/A

	· Completed SAE forms and correspondence
	YES
	
	N/A

	· Notifications to ethics committee the Canadian Coordinating site 
	N/A
	
	N/A

	
	
	
	

	12.  Patient Data
	
	
	

	· Blank case report form (CRF) (latest version)
	YES
	
	5.0

	· Superseded Case report forms
	N/A
	
	N/A

	· Procedures for completing CRF * (see Addendum to protocol regarding initials to participants)
	N/A
	
	N/A

	
	
	
	

	13.  Monitoring/Audit
	
	
	

	· Site initiation report/document
	YES
	
	N/A

	· Monitoring guidelines/plan
	YES
	
	1.0

	· Monitoring visit letters
	N/A
	
	N/A

	· Monitoring reports
	YES
	
	N/A

	· Audit report (if applicable)
	N/A
	
	N/A

	· Serious breaches and deviations log
	YES (see CRF)
	
	N/A

	
	
	
	

	14. Equipment (where applicable)
	
	
	

	· Calibration logs/PAT Testing
	YES
	
	Site managed

	· Statement regarding return of loaned equipment
	YES (see Agreement)
	
	N/A

	15.  Close out
	
	
	

	· Close out letter/report
	YES
	
	N/A

	· End of trial notification letter to REB
	YES
	
	N/A

	· Final clinical trial summary report 
	YES
	
	Site managed

	· Archiving plan (for electronic data and original paper data)
	N/A
	
	N/A

	· Contact details – Sponsor, Investigator & location of archives, date stored
	YES
	
	N/A

	· Final correspondence and signatures
	YES
	
	N/A

	
	
	
	

	16.  Relevant Communications
	
	
	

	· Letters, faxes, emails, etc.
	YES
	
	Site managed
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