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Use this form in association with SOP R&D/S67
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F120

	Version Number:
	2.0
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	Richard Furnival

	Implementation date of current version:
	5th November 2020


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D 
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	Date:
	8th October 2020

	
	Name/Position:
	Sarah Sheath, SOP Controller
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	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	24th August 2017
	

	2.0
	5th November 2020
	Updated document references in line with HRA changes. Change to link for R&D website

	
	
	

	
	
	 

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Participant Identification Centre (PIC) Site File
Template Contents List

	SECTION
	TITLE

	

	1.
	Contact Information

	1.1
	Contact details of all research study personnel at this site

	1.2
	Contact details of all external research study personnel (e.g. Sponsor representative, Trials Unit...) 

	

	2.
	Participant Logs 

	2.1
	Participant referral log (chronological list of all participants referred to recruiting site) 

	2.2
	Copies of completed Consent to Contact Forms (if applicable)

	

	3.
	Study Protocol

	3.1
	Current approved protocol (signed by CI/PI)

	3.2
	Other supporting Protocol and Eligibility Criteria documentation  

	

	4.
	Recruitment Documentation

	4.1
	Current approved Participant Information Sheet (local headed paper)

	4.2
	Current approved Consent to Contact form (if applicable)

	4.3
	Other current supporting recruitment documentation (such as posters, advertisement leaflets)

	

	5.
	Site Personnel

	5.1
	Up to date Delegation of Authority and Signature Log 

	5.2
	Up to date, signed and dated Research CVs and GCP certificates (If requested by Sponsor)

	

	6.
	Confirmation of Capacity and Capability/ Site Agreements 

	6.1
	R&D Confirmation of Capacity and Capability email 

	6.2
	HRA/REC Approval Letter 

	6.3
	MHRA & other Regulatory Approvals (if applicable)

	6.4
	Completed Organisation Information Document and/or Clinical Trials Agreement

	

	7.
	Amendments

	7.1
	Amendment log (R&D/F118)

	7.2
	A separate bundle of documents for each amendment, filed in chronological order, comprising of:

· HRA categorisation email 
· notification of HRA approval 
· notification of REC approval (if applicable)

· notification of MHRA approval (if applicable)

· R&D Confirmation of Continuing Capacity and Capability
· relevant correspondence and file notes

· Completed amendment checklist (R&D/F18 if applicable) 

	

	8.
	Other

	8.1
	File Note Log and file notes not filed under sections above (miscellaneous)

	8.2
	General correspondence (e.g. emails and newsletters) not filed under sections above

	

	9.
	Superseded documents 

	9.1
	removed from sections above, marked ‘superseded by version ….. / date’ and filed in date order
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