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TRIAL DOCUMENTS TRAINING LOG
	SOPHIST: SOtagliflozin in Patients with Heart failure Symptoms and Type 1 Diabetes


	NAME:

	
	IRAS ID:
	1007807

	
	
	ISRCTN:
	ISRCTN79322795

	ROLE:
	
	Sponsor:
	University of Dundee/NHS Tayside

	
	
	Chief Investigator:
	Dr Ify Mordi

	SITE:

	
	Principal Investigator:
	


	
DOCUMENT
	
	
VERSION
	DATE 
READ
	
INITIAL
	
	
VERSION
	DATE 
READ
	
INITIAL
	
	
VERSION
	DATE 
READ
	
INITIAL
	
	
VERSION
	DATE READ
	
INITIAL

	SOPHIST Protocol
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Laboratory Manual
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Pharmacy Manual
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Castor User Guide
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST TRuST User Guide
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	TASC SOP11 – Identifying, Recording and Reporting AEs for CTIMPs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	TASC SOP59 – Reporting Breaches in Clinical Research
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 1-Introduction
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 2-Identifying Participants & Eligibility Criteria
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 3-Randomisation
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 4-Emergency Unblinding
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 5-Visits
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 6-Assessments including Working Practice Guidelines
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 7-Concomitant medications
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 8-Source Data
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 9-Laboratory Samples
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 10-IMP Management and Accountability
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 11-Data Collection Data Entry
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 12-Risk and Adverse Events Overview
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 13-Breach reporting
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	SOPHIST Training Presentation 14-Discontinuation, Withdrawal, Completion
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


To be completed by each member of the trial team. Read the documents relevant to role. Enter the version number of documents read, date of reading and initial to confirm that you have read, understand and agree to carry out the SOPHIST trial according to these documents. File in ISF section 7.5 / PSF section 6.3 
TASC SOPs can be found on the following web pages: 
SOP11 Identifying, Recording and Reporting Adverse Events for CTIMPs https://www.dundee.ac.uk/tasc/policies-sops-templates/pv-imp
SOP59 Reporting Breaches in Clinical Research https://www.dundee.ac.uk/tasc/policies-sops-templates/study-progress
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	TYPE OF TRAINING
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e.g. signature, certificate, self-directed
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