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R&D/F18 – Amendment Checklist

Amendment Checklist
(Research Teams)
Use this form in association with R&D/S07 or R&D/S74  
PLEASE NOTE THAT THIS DOCUMENT IS A TEMPLATE AND CAN BE AMENDED AS REQUIRED FOR SPECIFIC TRIALS
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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 website: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F18

	Version Number:
	11.0

	Author:
	Angela Jackson

	Implementation date of current version:
	15th August 2022


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

	
	Signature:
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	Date:
	13th July 2022

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	[image: image2.emf]

	
	Date:
	13th July 2022


	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
	28th September 2009
	

	2.0
	14th November 2011
	Minor changes.  Removal of the requirement for acknowledgement of minor amendments by regulatory authorities. 

	3.0
	13th May 2013
	Removal of references to the North and East Yorkshire R&D Unit.  Change of author.

	4.0
	7th April 2014
	

	5.0
	26th September 2016
	Two yearly review. No changes necessary.

	6.0
	27th April 2017
	Changed to reflect the new HRA Approvals process. 

	7.0
	15th August 2017
	Re-issued in line with S07

	8.0
	7th March 2018
	Addition of reference to complete F118

	9.0
	24th October 2018
	Structural changes – to mirror the chronological process of implementing an amendment and make the implementation date more focused

	10.0
	15th August 2022
	Change of Trust name.  Change of link to R&D website. Structural changes – to mirror the new Research Governance process for commencing amendment review. Minor changes to reflect new Amendment tool.

	
	
	


	Study Title
	

	Amendment Identifier
	

	R&D Reference
	  

	End date of 35 day Objection Period 
(If R&D do not hear anything within the 35 objection period approval will be assumed)
	  

	Implementation Date 
(As agreed with the applicable support departments)
	  

	Brief details of amendment 
type / nature of changes (e.g. Protocol v 4 / Consent v 2 / CRF change….)
	

	Tasks:
	Study-Specific Details:
	Date done
	Initials

	Date amendment received 
	Add date here
	
	

	If research team receives amendment notification check if Research Governance have received amendment. (email:research.governance@york.nhs.uk)
	
	
	

	Research Governance have reviewed and commenced amendment process – CTASupport@york.nhs.uk emailed.
	
	
	

	Amendment assigned to specific CTA within 1 working day?
	
	
	

	Review amendment and inform R&D Unit if the study PI & Research Nurses are happy to proceed (email:research.governance@york.nhs.uk)
	
	
	

	Inform R&D unit if support services are happy to proceed with amendment, if applicable (email:research.governance@york.nhs.uk)
	
	
	

	R&D confirmation of Continuing Capacity & Capability received and filed
(NOT implemented until date agreed with support departments – as below)
	
	
	

	Pharmacy contacted (state if N/A) & implementation date agreed (acknowledgement filed)
	
	
	

	Lab contacted (state if N/A) & implementation date agreed (acknowledgement filed) 
	
	
	

	Radiology contacted (state if N/A) & implementation date agreed (acknowledgement filed)
	
	
	

	Other dept. informed (state if N/A) & acknowledgement filed
	
	
	

	Copy of Amendment tool (including date) received, reviewed and filed 
	
	
	

	Copy of email of HRA Approval (including date) received and filed 

OR
Copy of email stating ‘No HRA Assessment Needed’ filed 
	  
	  
	  

	 Copy of REC Favourable Opinion (including date) received and filed (substantial)

OR
State why it is not filed (e.g.  non-substantial/ minor or no REC opinion required) 
	
	
	

	Copy of MHRA approval (including date) received and filed (substantial - CTIMP) 

OR
State why it is not filed ( e.g. minor/ non-substantial or non-CTIMP/ MHRA authorisation not required)
	
	
	

	
	
	
	

	
	
	
	

	New versions of headed documents localised & printed (and saved electronically if applicable)
	
	
	

	All old versions removed, marked as replaced & filed in superseded section of ISF (and electronically if applicable)
	
	
	

	All new documents filed in ISF (and electronically if applicable)
	
	
	

	All multiple copies of superseded versions destroyed 
	
	
	

	Clinical area info updated (1)

(NB implementation date) 
	
	
	

	Clinical area info updated (2)

(NB implementation date)
	
	
	

	Version control checked on all new documents
	
	
	

	Study amendment log updated
	
	
	

	Other study-specific task (1)
	
	
	

	Other study-specific task (2)
	
	
	

	Completion of R&D/F118
	
	
	

	
	
	
	

	
	
	
	

	Reason for any local implementation delay, and date Sponsor was updated on these delays
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