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	Study Design/Type
	

	Study Participants
	

	Planned Sample size
	

	Planned Study Period
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	Research Aim(s)
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	Archiving period  
	

	SAMPLES (If applicable)
	

	DATA 
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	 Full text

	CI
	Chief Investigator

	CRF
	Case Report Form

	GCP
	Good Clinical Practice

	GP
	General Practitioner

	HRA
	Health Research Authority

	ICF
	Informed Consent Form

	ISF
	Investigator Site File (This forms part of the TMF)

	NHS
	National Health Service

	PI
	Principal Investigator

	PPI
	Patient and Public Involvement

	PIS/PIL
	Participant Information Sheet/Leaflet

	RCT
	Randomised Control Trial

	REC
	Research Ethics Committee

	R&D
	Research and Development

	SMG
	Study Management Group

	SSC
	Study Steering Committee

	SOP
	Standard Operating Procedure

	TMF
	Trial Master File

	TMG
	Trial Management Group

	TSC
	Trial Steering Committee

	UHBW
	University Hospitals Bristol and Weston NHS Foundation Trust
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This study will be conducted in accordance with: 
· The principles of Good Clinical Practice, as set out in the International Conference for Harmonisation of Good Clinical Practice (ICH GCP) guidelines 
· The UK Policy Framework for Health and Social Care Research.
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Where applicable a random sample of x% (at least 10%) of CRFs will be checked, by the study Research Team, against entries within the database and with the source data for quality purposes. The percentage checked will be increased if a significant error rate is found. In addition, the first set of recruitment data collected from a new site will be scrutinized.
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The study will be monitored in accordance with UHBW’s Monitoring SOP. All study related documents will be made available on request for monitoring and audit by UHBW, the relevant Research Ethics Committee and for any other regulatory authorities.
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