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Serious Breach Reporting and CAPA Form
Use this form to report a potential Serious Breach to the NHS Tayside/University of Dundee Sponsor Office. TASCpotentialbreach@dundee.ac.uk 
Do not delay reporting while waiting for all information to become available.
Section 1 – Reporter Details	
Date Reported:
Name:	
Job Title:	
Organisation reporter works for:	
Email:	
Telephone:
Section 2 – Trial Details
Study Title: 
CTA Number (if known): 
IRAS Number (if known): 
Principal Investigator: 
Participating Site: 
Participant ID(s) (if applicable): 
Section 3 – Description of the Event
Describe what happened:
Date Event Occurred: 
Date Event Identified: 
Person Identifying Event:
Section 4 – Immediate Actions Taken
Describe any immediate actions taken to protect participants or the trial.



Section 5 – Why do you think this may be a Serious Breach?
☐ 	May affect participant safety
☐           May affect participant rights
☐          May affect the scientific value of the trial 
☐	Repeated issue
☐	Multiple participants affected
☐    	Multiple sites affected
☐   	Unsure – requesting Sponsor assessment

Section 6 – Participants Affected
Number of participants affected: 
Is anyone currently at risk?
Has any participant been harmed?                  
Is urgent Sponsor action required?
Section 7 – Supporting Documents
☐ Deviation/Breach Log
☐ Monitoring Report
☐ CAPA
☐ Email correspondence
☐ Other (specify)
Section 8 – Reporter Declaration
I confirm that the information provided is accurate to the best of my knowledge. I understand that the Sponsor will assess whether this event meets the definition of a Serious Breach.
Name: 
Signature: 
Date: 


Sponsor Office Assessment (Sponsor Use Only)
Sponsor Reference Number: 
Date Received: 
Initial Assessment By: 
Classification (Deviation / Non-serious Breach / Potential Serious Breach / Serious Breach): 
Serious Breach Review Group Required? 
MHRA Notification Required?
REC Notification Required?
CAPA Required
Follow-up Actions: 

Date Closed: 

Closed By: 
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