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R&D/F12 – Confirmation of Capacity and Capability Checklist



Confirmation of Capacity and Capability Checklist

The review process is described in R&D/S14
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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: www.research.yorkhospitals.nhs.uk/sops-and-guidance- and/or Q-Pulse
	Form Reference:
	R&D/F12

	Version Number:
	8.0

	Author:
	Lisa Carr-Knott

	Implementation date of current version:
	30th June 2020


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

	
	Signature:
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	Date:
	20th May 2020

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	20th May 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
	24th August 2009
	

	2.0
	22nd November 2010
	Minor changes.  Simplification to some checklist items.  Simplification of insurance appendix.

	3.0
	16th January 2012
	Merging of previous SOPs into one: CTIMP & Non-CTIMP.  Change of SOP Controller

	4.0
	3rd June 2014
	Change of author.  Removal of references to North and East Yorkshire Alliance. Revised form combining CLRN first touch sheet. 

	5.0
	11th August 2016
	Form updated to reflect the HRA approval process

	6.0
	21st August 2017
	Complete review and re design

	7.0
	30th November 2018
	Complete review and re design

	8.0
	30th June 2020
	Change of link to R&D website. Minor changes to accommodate change of process in line with HRA guidance.

	
	
	


Confirmation of Capacity and Capability Checklist
(D); Date          (T)  Tick         (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
	

	Site
	

	Project Type
	

	Recruitment End Date
	

	Study End Date
	

	Target
	

	
	

	Assigned RN
	


	Principle Investigator
	

	Sub Investigators
	

	Support Departments Involved
	

	
	

	Sponsor
	

	CRO
	

	Set up Contact/s
	

	
	

	Key Dates

	Site Invited (D)
	

	Site Selected (D)
	Initial notification (D);
Required final document received (D);

	Set up commenced (D)
	

	EDGE
	Org. involvement requested (D);  

Date confirmed (D);           

	Agreed start date (if applicable)
	

	Confirmation of CaC Email (D)
	

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

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

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

	Team Readiness (D)
	

	Sponsor Activation (D)
	

	Open to recruitment (D)
	

	X-Drive complete (D)
	

	All EDGE fields complete (D)
	

	Edge attributes complete (D)
	

	1st patient recruited (D)
	


	Laboratory Research
	Date

	Stage 1 Requested

Stage 1 Received
	

	
	

	Stage 2 Requested

Stage 3 Requested

Stage 2 Received
Stage 3 Received
	

	
	

	
	

	
	

	Stage 4 Requested

Stage 4 Received 
	

	
	


	Pharmacy Clinical Trials
	Date

	Stage 1 Requested

Stage 1 Received
	

	
	

	Stage 2 Requested

Stage 2 Received
	

	
	

	Stage 3 Requested

Stage 3 Received
	

	
	

	Stage 4 Requested

Stage 4 Received
	

	
	


	Other………………………
	Date

	Feasibility Requested

Feasibility Received
	From;  
	(D);  

	
	

	Authorisation Requested

Authorisation Received
	

	
	

	Other………………………
	Date

	Feasibility Requested

Feasibility Received
	From;  
	(D);  

	
	

	Authorisation Requested

Authorisation Received
	

	
	


	Essential Documents

	HRA Initial Assessment Letter (D)
	

	HRA Approval Letter (D)
HRA Site Approval (D)
	

	
	

	IRAS Form (No.)
Read (D)
	

	
	

	MHRA Approval (D)
	

	Ethics Approval/s (D)
	

	Any Amendments (No. & D)
	

	Current Protocol (V&D)
Read (D)
	

	
	

	PIL and Consent Form (V&D)
	

	Laboratory Manual (V&D)
	

	Pharmacy Manual (V&D)
	

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

	Any other agreements (e.g. TTA)
	 

	Organisational Information Document (OID)/ Statement of Activities (SoA)
	;


Used as agreement Yes  /  No 

V&D;

	Schedule of Events Cost Attribution Tool (SoECAT)/ Schedule of Events (SoE)
	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 Industry Costings Template (ICT)
	Requested RN (if applicable)(D);                  

	
	Received RN (if applicable)(D);  


	
	RDF/Delegate Review (D);  

	
	Head of R&D (D);

	CVs (all valid)(T)
GCPs required

Filed in x-drive (T)
	Yes   /   No   

	Any other relevant documents
	 


	Actions

	Intensity Tool (IT)
	Template created (D);                         

Completed with team (D);                         

Care group it crib updated (D);                         

	Care Group Manager Authorisation
	Requested (D);                         

	
	Received (D);

	IRMER
	Sent to Leeds for review (D);

	
	Returned to site (D);

	
	Sent to PI for signature (D);

	
	Returned to RDF/Delegate (D);

	
	Sent to MPE at Site for signature (D);

	
	Returned to RDF/delegate fully executed (D);

	ARSAC Required
	Yes   /   No
Assessment covered by Trust ARSAC License? Yes  /  No

Amendment required? Yes  /  No
Date of amendment (D);

	SIV booked by team and date in outlook (D)
	

	Training Required
	Electronic Data Capture (EDC)  Yes   /   No         

Complete (enough members of staff to enable opening of the study) (D);      

	
	Other online training (e.g. protocol overview, lab systems…etc)  Yes   /   No   

Complete (enough members of staff to enable opening of the study) (D);      

	
	Routine Clinical Members Involved; Yes   /   No                   

Complete (D);

	
	Other;

	EDC & Randomisation System (IVRS/IWRS) Access received (enough members of staff to enable opening of the study) (D)
	


	Date
	Notes

	
	

	
	

	
	

	
	

	
	

	
	


	Letter of Access required
	Yes   /   No     Issued (D);             

	Investigator site file provided (ISF)
	Yes   /   No    
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