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R&D/F66 – Monitoring Action List





Monitoring/Audit Action List 
This Form must be used to issue Action Lists following initiation, monitoring or close-out visits in accordance with R&D/S08 Monitoring 
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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/F66

	Version Number:
	7.0

	Author:
	Monica Haritakis 

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Deborah Phillips, Research Advisor

 

	
	Date:
	17th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	16th January 2023


	This Form 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
	Reviewers
	Details of significant changes

	1.0
	21st February 2011
	
	New Form created by removal of Action List Appendix from Monitoring Report Form; some minor changes

	2.0
	19th March 2012
	
	Change of Author and SOP Controller

	3.0
	15th April 2013
	
	Removal of references for the North and East Yorkshire R&D Alliance

	4.0
	23rd June 2014
	
	

	5.0
	17th August 2017
	
	Change of author

	5.0
	9th December 2019
	
	Change of author.  Change of link to R&D website. Issues/ comments and actions columns merged. Actions completed and comments columns replaced by actions taken by site column. Additional column for monitor to check actions take. Return statement moved to the end of the form. Minor changes made to front page.

	6.0
	13th February 2023
	Monica Haritakis
	Change to trust name.

	
	
	
	

	
	
	
	



     ACTION LIST
	Study Title (short):    



	IRAS Number:    
     
	EUDRACT Number :    
   

	Date of visit giving rise to this Action List :    

   

	Date of issue of this Action List :   
    

	Name / Site / Position in relation to the Trial, of the person to whom this Action List is addressed:  



	Name of person issuing Action List  and details for returning completed action list:  




	These actions have been identified as necessary following the recent initiation/ monitoring/close-out visit.   Please attend to all of them within the prescribed time.  When completed, return the form to the address on the front page.  The Visit Report will be signed off on behalf of the Sponsor when all appropriate actions have been taken.



	Issue number
	Findings and/ or Actions (where appropriate)
	Actions Taken by site

	Monitor confirm findings addressed

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


I understand that the information supplied may be submitted to a regulatory authority as evidence of adequate study monitoring according to UK law.  I acknowledge that I am liable for the consequences of providing falsified information and confirm that the information provided in this document is accurate and I take full responsibility for it. 
Signature__________________________ Date  _________________________________
Name ___________________________________________

Chief / Principal Investigator (delete as appropriate)
Please return completed action list to the Monitor (on the front page).
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