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R&D/F80 – Confirmation of Capcaity & Capability Checklist (PIC Sites)



Confirmation of Capacity & Capability Checklist – PIC Sites
This Form is to be used when considering an application for PIC Site approval 
The application review process is described in 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.  

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: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F80

	Version Number:
	5.0

	Author:
	Richard Furnival

	Implementation date of current version:
	5th November 2020


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D

	
	Signature:
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	Date:
	8th October 2020

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	[image: image2.emf]

	
	Date:
	8th October 2020


	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
	30th January 2012
	

	2.0
	23rd March 2015
	Removal of references to the North and East Yorkshire R&D Unit

	3.0
	24th August 2017
	Complete redesign in line with Confirmation of Capacity & Capability process. Change of Author.

	4.0
	6th March 2019
	Updated formatting to match new C&C Checklist. Change of link to R&D website

	4.1
	5th November 2020
	Updated as per recent HRA process changes. Added additional checks related to accruals and Care Groups

	
	
	

	
	
	

	
	
	

	
	
	


Confirmation of Capacity & Capability Checklist – PIC Sites
(D); Date       (L); List            (V&D); Version and Date              (No.); Number
	Name and role of person completing the checklist
	

	Specialty and Care Group
	

	Acronym & Full Title
	

	R&D Reference No.
	

	NIHR Portfolio ID
	

	NIHR portfolio accruals attached to activity
	Yes  /  No     

	Recruiting Site(s) Receiving Referrals
	  

	Level of PIC Activity
	Posters & Advertising: Yes  /  No     

	
	Patient Information Sheet Distribution: Yes  /  No     

	
	Consenting Patients: Yes  /  No    

	
	Follow Ups: Yes  /  No     

	Who will be conducting the PIC Activity?
	PI/ Consultants/ Doctors: Yes  /  No

	
	Clinical Nurses/ Midwives/ AHPs: Yes  /  No

	
	Research Nurses/ Midwives/ AHPs/ R&D Staff: Yes  /  No

	PIC Activity End Date
	  

	
	

	Principal Investigator
	

	Assigned Research Nurse for set up (if applicable)
	


	Other Supporting Staff
	

	
	

	Sponsor
	

	CRO
	

	Set up Contact/s
	

	
	

	Key Dates


	Site Invited (D)
	

	Set up commenced (D)
	

	Agreed start date
	

	Confirmation of CaC Email (D)
	

	Contract returned to Sponsor (if different from the above)(D)
	

	Unit administrator and finance manager informed of study costs (D)

	

	OID returned to Sponsor (if different from the above)(D)
	

	Team Readiness (D)
	

	Sponsor Green Light/Activation (D)
	

	PIC Activity Commenced (D)
	

	X-Drive complete (D)
	

	All EDGE fields complete (D)
	

	EDGE attributes complete (D)
	

	
	

	HRA Initial Assessment Letter (D)
	

	HRA Approval Letter (D)
HRA Site Approval (if applicable) (D)
	

	
	

	Essential Documents

	IRAS Form (No.)
	

	MHRA Approval (D)
	

	Ethics Approval (D)
	

	Any Amendments (No. & D)
	

	Current Protocol (V&D)
	

	PIL and Consent Form(s) (V&D)
	

	Contract/Agreement Used
	Yes  /  No     Last signature (D);
Model Agreement?   Yes  /  No

	Organisation Information Document 
	Yes  /  No 


Used as agreement Yes  /  No 

V&D;

	Schedule of Events / 
Schedule of Events Cost Attribution Tool 
	Requested RN (if applicable)(D);                     

	
	Received RN (if applicable)(D);    

	
	RDF/Delegate Review (D);    

	Excess Treatment Costs (ETCs)

	Yes   /   No

	
	ETC Payment agreed with;   

	
	Cost of ETC;               

	
	ETC spreadsheet complete;   

	NIHR Costing Template 
	Requested RN (D);            

	
	Received RN (D);    

	
	RDF/Delegate Review (D);    

	
	Head of R&D (D);    

	Any Other Relevant Documents
	    


	Essential Documents

	HRA Initial Assessment Letter (D)
	

	HRA Approval Letter (D)
HRA Site Approval (if applicable) (D)
	

	
	

	IRAS Form (No.)
	

	MHRA Approval (D)
	

	Ethics Approval (D)
	

	Any Amendments (No. & D)
	

	Current Protocol (V&D)
	

	PIL and Consent Form(s) (V&D)
	

	Contract/Agreement Used
	Yes  /  No     Last signature (D);
Model Agreement?   Yes  /  No

	Organisation Information Document 
	Yes  /  No 


Used as agreement Yes  /  No 

V&D;

	Schedule of Events / 
Schedule of Events Cost Attribution Tool 
	Requested RN (if applicable)(D);                    

	
	Received RN (if applicable)(D);    

	
	RDF/Delegate Review (D);    

	Excess Treatment Costs (ETCs)

	Yes   /   No

	
	ETC Payment agreed with;   

	
	Cost of ETC;                 

	
	ETC spreadsheet complete;   

	NIHR Costing Template 
	Requested RN (D);            

	
	Received RN (D);    

	
	RDF/Delegate Review (D);    

	
	Head of R&D (D);    

	Any Other Relevant Documents
	    


	CV & GCPs
	  


	R&D Ref;     
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	Date
	Notes
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