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	Project Manager:
	
	Date of Update:
	

	Study Title:
	
	Acronym:
	

	R&D Number:
	
	Add other ref as needed:
	

	Chief Investigator:
	
	Sponsor:
	

	

	Study Stage (tick one):

	[image: image1.jpg]

	Pre-approval
	
	             Post-approval
	
	                           Close Out       
	
	

	

	

	Workstream (tick): (all fields to be completed Pre and Post approval stage)

	

	R&D
	
	Pharmacy
	
	Pharmacovigilance
	
	

	

	

	Finance
	
	Data Centre
	
	Monitoring
	
	

	

	

	Recruitment
	
	Participating Sites
	
	Other
	
	

	

	

	 Key Milestones:

	Recruitment start date
(as per funding award letter)
	
	Study End Date
(as per funding award letter)
	
	FPFV

(Date for first site)
	

	Recruitment target 
(overall)
	
	Recruitment (to date)
	
	Recruitment target (monthly)
	

	Funder comments
(Please state funder milestones here)
	



	Pre-approval Milestones – anticipated dates delete this section for post-approval status updates 

	
	Anticipated 

date
	Actual date
	Status

(Please colour)
	Comments

	Ethics submission date:
	
	
	
	

	MHRA submission date:
	
	
	
	

	Sponsor RGL:
	
	
	
	

	NRS PCC/ HRA:
	
	
	
	

	Others: add as needed
	
	
	
	


	Study documentation completion dates  delete this section for post-approval status updates

	
	Anticipated completion date
	Status

(Please colour)
	Comments

	Protocol:
	
	
	

	Patient Information Sheets/ ICF:
	
	
	

	Patient Alert card:
	
	
	

	Questionnaires:
	
	
	Confirm if licences are needed and when these are in place

	Other: (Please state)
	
	
	


	Key Stakeholder / Deliverable
	Status

(please colour)
	Comments 

(if amber or red, describe remedial action)

	R&I Coordinator
	Risk Assessment
	
	

	
	Contracts (state)
	
	

	
	Site Agreements (state)
	
	

	
	Other (state)
	
	

	Pharmacy
	IMP arrangements
	
	

	
	Other (state)
	
	

	Pharmacovigilance
	PV Plan
	
	

	
	Other (state)
	
	

	Finance
	NHS / UoG arrangements
	
	

	
	Site payment arrangements
	
	

	
	Other (state)
	
	

	Data Centre
	eCRF build/validation
	
	

	
	Data management plan
	
	

	
	SAP
	
	

	
	Other (state)
	
	

	Monitoring
	Monitoring plan
	
	

	
	Other (state)
	
	

	Other (add as needed)
	
	
	


	Participating sites
	Green 

For Go
	FPFV
	Status

(Please colour)
	Comments

(if AMBER or RED, describe remedial action(s))

	List sites here 
	
	
	
	

	
	
	
	
	


	
	Deliverable within time/budget/scope/recruitment. No action required.

	
	Possible impact on time/budget/scope/recruitment. Action may be required.

	
	Definite impact on time/budget/scope/recruitment. Action required.
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Form 56.002B, version 2.0



Page 1 of 2
Form template version 1.0

