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Emergency Unblinding Record
Purpose: Documents an emergency or accidental unblinding of a participant's treatment assignment, the reason and who was told.
Instructions
The investigator completes this record at the time of unblinding or as soon as the emergency is controlled (SOP-05 5.10.2). For accidental unblinding, the PI records what was disclosed, to whom, how and when (SOP-05 5.11.2).
If this record shows the treatment assignment, keep it in the restricted file and put a blinded note of the date and reason in the participant's source (SOP-05 5.10.4).
Notify the sponsor within the protocol's time and file proof with this record (SOP-05 5.10.3). Accidental unblinding: notify within [DEFAULT: 1 business day] of discovery, or the protocol or sponsor time if shorter, and record a deviation on F-308-01 (SOP-05 5.11.2).

	Protocol number
	
	Participant ID
	

	Randomization number
	
	
	



Unblinding
	Type (emergency / accidental)
	
	Date and time of unblinding or discovery
	

	Investigator who unblinded or recorded the disclosure
	
	Method (IRT, envelope, sponsor call, other)
	

	IRT confirmation number or back-up record
	
	
	



Reason
Clinical reason and why knowledge of the treatment assignment was needed for the participant's care (accidental: what was disclosed and how):




Checks
	Item
	Yes
	No
	N/A
	Comment

	Sponsor or medical monitor contacted before unblinding (if Yes, name below)
	
	
	
	

	Assignment told only to those who needed it for the participant's care
	
	
	
	

	Blinded study staff kept blinded (if No, reason recorded below)
	
	
	
	

	Sponsor notified after unblinding within the required time
	
	
	
	

	Participant continues study treatment (decision recorded in source)
	
	
	
	

	Deviation recorded on F-308-01 (accidental, or outside protocol rules)
	
	
	
	



Persons told
	Person told the assignment
	Role
	Reason they needed to know
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Follow-up
	Related AE or SAE (term; F-500-01 or F-501-01 reference)
	
	Accidental: may the person told continue blinded assessments (PI and sponsor decision)
	

	Sponsor contact before unblinding (name)
	
	Sponsor notification date and method
	



	Role
	Printed Name
	Signature
	Date

	Investigator
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