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Code Break/Unblinding Record Form
This form is to be used in conjunction with SOP Pharm/S54 – Managing Code Break Procedures (Unblinding) 
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&I 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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&I 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&I Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	Pharm/F53

	Version Number:
	5.0

	Author:
	Poppy Cottrell-Howe

	Implementation date of current version:
	1st July 2025


	Approved by:
	Name/Position:
	Kate Nixon, Deputy Chief Pharmacist
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	Date:
	23rd June 2025

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	30th June 2025


	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
	1st February 2011
	
	

	2.0
	12th September 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance.  Change of SOP Controller. Addition of prompt for the hospital site to allow the form to be used at Scarborough Hospital also.

	3.0
	20th August 2015
	
	

	4.0
	31st July 2017
	
	

	5.0
	1st July 2025
	Poppy Cottrell-Howe
	Change to Trust name, added prompt questions for PI, reformatting.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Code Break / Unblinding

RECORD FORM
	Trial Name
	
	Hospital site
	

	Eudract Number/IRAS number
	

	Principal Investigator
	

	Sponsor
	

	Details of person requesting emergency unblinding

	Name:
Job role:

Contact number:

	Date and time of request
	


	Patient name or Initials
	
	Patient Location
	

	Patient Trial ID / Number
	

	Reason for code break/unblinding request
	

	What actions were taken for this request?
Ensure you are following the details in the emergency unblinding procedure specific to this study 
	Was the PI contacted or contact details passed on?

What trial related information did you relay to the requestor?

What was the outcome?
Any other details?



	Any follow actions needed
	

	Person completing the form
	Name and signature
	Position
	Date and time

	
	
	
	


Inform a member of pharmacy clinical trials at the earliest opportunity
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