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Study set up checklist for Primary Care Research Sites





	Study short title/acronym
	

	IRAS number
	

	Site type
	Recruiting site / Participant Identification Centre / Promoting Site / Other

	CTIMP
	Yes / No


	Sponsor

	

	Funder

	

	Protocol version and date
	

	Practice recruitment target
	

	SIV Date
	


	Timelines

	Recruitment start date

	

	Recruitment end date
	


	Staff Resource
	Name
	Who to contact

	Admin
	
	

	ANP/Practice Nurse

	
	

	GP/PI/Co-Investigator

	
	

	Agile Research Team support
	
	art.crnyorkshumber@nihr.ac.uk

	Any external research staff
	
	


	Governance Review

	Local Information Pack (LIP) received

	Yes / No
	Date:
	

	Health Research Authority (HRA) approval
	Yes / No
	Date:
	

	SHSC RDU contacted
	Yes / No
	Date:
	RDU@shsc.nhs.uk

	SHSC Letter of Study Assurance
	Yes / No
	

	Research passports required
	Yes / No
	

	Letters of Access Assurance required/Practice LoA
	Yes / No
	


	Finance and funding
	
	

	Agreement(s) reviewed


SoECAT/OID/mNCA/PC-mCTA
	Yes / No
	

	Agreement(s) agreed and signed

OID/mNCA/PC-mCTA
	Yes / No
	Date
	

	Invoicing arrangements reviewed

	Yes / No
	


	Documentation

	Invite Letter/Text/Email
	Yes / No
	

	Participant Information Sheet
	Yes / No
	

	Informed Consent Form
	Yes / No
	

	Contact details on letter/PIS/reply slip
	Study Team / PI / other

	

	Investigator Site File
	Electronic / paper / hybrid
	

	Who will maintain ISF
	PI / Nurse / other
	

	Who will complete the CRFs
	PI / Nurse / other
	

	Who will perform data entry
	PI / Nurse / other
	

	Who will respond to data queries
	PI / Nurse / other
	

	Who will arrange archiving
	PI / Nurse / other
	


	Participants / Visits


	How will participants be identified

	Database search / opportunistic / poster
	

	How will participants be approached
	Mail out / face to face
	

	Who will obtain informed consent
	PI / Nurse / other
	

	Who will perform study visits
	PI / Nurse / other
	

	Who will deal with SAE reports
	PI / Nurse / other
	

	Who will facilitate monitoring visits
	PI / Nurse / other
	


	Facilities / equipment


	Where will ISF be stored
	Location:
	

	Where will IMP/devices be stored
	Location:
	

	Drug Fridge
	Daily Temp Log: Yes / No
	

	Freezer
	Daily Temp Log: Yes / No
	

	Sponsor supplied equipment
	Yes / No / NA
	

	If yes, list -


	Training
	
	

	GCP training

	PI / Nurse / other
	

	Informed consent training
	PI / Nurse / other
	

	Study specific training
	PI / Nurse / other
	


	Services
	
	

	External services requested?
	Yes / No
	

	If yes, list -


	Action points


	Number
	Action
	To be completed by
	Date to be completed by

	1
	
	
	

	2
	
	
	

	3
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