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FRM029 Clinical Trial Code Break Request Form (SOP069 Code Breaking in Clinical Trials)                                                   

  FRM029: Clinical Trial Code Break Request
	STEP 1: The person taking the initial code break request call to complete the table below

 NB.  If items marked with a * are not completed the code should not be broken.

        † Either of these items is required.
	Initial

	*† Clinical trial title and/or reference number
	
	

	*† Or investigational Drug name (s) (may be a code if drug not licensed)  
	
	

	Sponsor company
	
	

	Principal Investigator at site
	
	

	*   Name of Requesting person, hospital, department, title 
	Name:

Hospital:

Department:

Title:
	

	*   Requesting person’s contact number/bleep/email (if the timing and situation allow, it is best practice to conduct a call-back via the hospital or GP switchboard before proceeding to provide code break information)
	Please collect more than one means of contact in case of disconnection. Email address must be an NHS email account (e.g., nhs.net or nhs.uk).
Contact Number/s: 

Email:
	

	*   Relationship to the patient                      (eg. acute medical care consultant)
	
	

	*   Rationale for code break (is the identity of the trial drug relevant to the patient’s current management?)

	If no clinical rationale for code break, then it should not be performed.
	

	Has the code break been authorised by the Sponsor or Principal investigator? If No, please state reason (e.g, out of hours emergency code break)
	Every effort should be made to get authorisation from the Principal Investigator and/or the Sponsor prior to code break but authorisation is not essential per GCP in an emergency situation.

	

	* Must the code be broken immediately?
	If it is not an emergency situation, please get authorisation from the Principal Investigator and/or the Sponsor prior to code break
	

	*  Patient name
	
	

	* Patient date of birth
	
	

	†Patient hospital number / †NHS Number
	Hospital Number:

NHS Number:
	

	Patient’s clinical trial subject number or randomisation number if available
	
	

	Current container or treatment number if available
	
	

	Date container dispensed (if known)
	
	


Name of person completing form: _______________________ 
Role: _______________________​​​​​​__________  
Date: __________________ Time: _________________
STEP 2: 
	Code Break Action

	Name and role of staff member dealing with code break request (if different to page 1)
	

	What is the method for code break access?
	

	Date and time code break accessed
	Date: ____/____/________     
Time: ____:____

	Treatment allocation
	


	Post Unblinding Actions 

	Sponsor informed                                         (Name of person contacted)
	
	Date:
	By

	Investigator informed
	
	Date:
	By:

	If completed by someone outside of the Pharmacy Clinical Trials team, please inform the Pharmacy Clinical Trials team on the next working day (papworth.pharmacy.clinicaltrials@nhs.net; csilla.kosztolanyi@nhs.net; b.rabiei@nhs.net)

	Pharmacy Clinical Trials Team informed (if applicable)
	
	Date:
	By:


Once completed file original form in the Pharmacy File
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