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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.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
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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
	4th May 2010
	

	2.0
	19th March 2012
	Change of SOP Controller

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

	4.0
	12th August 2014
	Some Prioritisation Criteria have been removed and Prioritisation categories have been altered. 

	5.0
	21st September 2015
	Change of author. General update- minor changes.

	6.0
	18th September 2017
	Change of author. General update- minor changes.

	
	
	

	
	
	

	
	
	


Audit Assessment Tool for Auditing Hosted Studies by R&D Unit 

	Study Title:   
	

	R&D reference:   
	

	Investigator:   
	

	Sponsor 


	   

	Prioritisation Category for Study (result of process below – circle applicable category)
	    C1                          C2                             C3        


	Assessment Criteria
	Yes
	No
	Comments

	1. Study Type: Is the study a CTIMP? (if yes, study should be prioritised as category C3)
	
	
	

	2. Scale of Research: Has the study got a big recruitment target?
	
	
	

	3. Patient Population: Does the research involve children or other vulnerable groups? (if yes, study should be prioritised as at least category C2)
	
	
	

	4. Patient Identifiable Data/Information: Are there concerns over the adequacy of data storage to be sent outside hospital setting and data confidentiality?
	
	
	

	5. Intervention: Is this an interventional study (involves procedures, tests, treatments administered for purposes of the research) as opposed to observational?
	
	
	

	6. Investigator/ Research Team: Is the team inexperienced or under-resourced (e.g. sole investigator / multiple studies on-going) or previous history of serious breach / non-compliance with applicable standards / SOPs?
	
	
	

	7. Consent: Is the Informed Consent process complex? Who is responsible for assessing & confirming eligibility criteria and receiving informed consent form the study patients? 
	
	
	

	8. Randomised and / or blinded trial? 


	
	
	

	9. Monitoring Arrangements:  Are monitoring arrangements unclear and/or are there no arrangements for on-site monitoring for the study?
	
	
	

	       Other comments:




Risk Rating Categories:
	Audit Category 1 (C1)*
NO/Minimal RISK


	Audit Category 2 (C2)**
MEDIUM RISK
	Audit Category 3 (C3)**
HIGH RISK

	Meets 0-1 of criteria nos 2 - 9
	Meets 2-3 of criteria nos 2 - 9
	Meets criteria 1 or 

Meets 4-7 of criteria nos 2 - 9

	All hosted studies will be added to the audit schedule. The prioritisation category assigned to the study will determine the likelihood of the study being audited. Discretion can also be used to up- or down-grade the category assigned (See R&D/S71).)
* Studies will be added to the schedule, but will not normally be audited unless this is triggered or for cause.  
**Studies will be added to the schedule and may be scheduled for audit once, although additional auditing maybe undertaken if triggered or for cause.  


	Completed by (Name):


	Signature: 

	Date:   


	Comments:     
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