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· All notifications should be forwarded to NPHresearchgovernance@healthscope.com.au
· Please attach any document that requires governance review.
· Include the NPH Research Governance Reference in the Email Subject 

The purpose of this notification is to report a safety event that occurred to a patient recruited to the below clinical trial at Newcastle Private Hospital. 
	1. Project Details

	NPH Research Governance Reference:
(as per initial NPH Governance approval)
	

	Study Title:
	

	Study Acronym:
	

	Study Sponsor:
	

	NPH Principal Investigator:
	Name:
	

	NPH Study Coordinator (administrative contact):
	Name:
	



	2.  Safety Event Details

	Date of event:
	


	Description of event:
	


	Seriousness Criteria:
	|_| Death

	
	|_| Life Threatening

	
	|_| Hospitalisation

	
	|_| Important Medical Event

	
	|_| Adverse Event of Special Interest

	Relatedness:
(Principal Investigator’s opinion re cause of the SAE) 
	|_| None

	
	|_| Disease under study

	
	|_| Concomitant medication taken

	
	|_| Study procedure

	
	|_| Study Treatment

	
	|_| Other (specify)

	Is this safety event a SUSAR?
	|_| Yes

	
	|_| No

	Description of Outcome:
	


	Date of Resolution:
	


	Are there any implications of the event on the ongoing conduct of the trial? 
	



The trial sponsor has reviewed this local Safety Event and has classed it as a Suspected Unexpected Serious Adverse Reaction (SUSAR).  As a result, the following SUSAR reports have been generated by the trial sponsor and submitted to the Therapeutic Goods Administration (TGA):
· Insert CIOMS number
In accordance with the NHMRC Safety Monitoring and Reporting Guidance for Therapeutic Goods Trials (November 2016), these reports are being submitted for research governance purposes.

The research project will continue to be conducted with all responsible care according to the Healthscope Clinical Trials and Research Policy 2.11, GCP regulations and ethical standards.  The Healthscope National and site Clinical Risk Manager will be notified immediately of any concerns regarding the conduct or findings of the research project that may affect the hospitals decision to continue with its participation in the research project.

	3. Signature of Principal Investigator

	I certify that the information in this form is truthful, accurate and complete to the best of my knowledge.

The project is being conducted in keeping with the conditions of approval of the reviewing HREC and in accordance with the protocol. 

The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC, 2007) and Safety monitoring and reporting in clinical trials involving therapeutic goods (NHMRC, 2016), or as amended. 

Name of the Principal Investigator / delegate*:   ______________________________________

                                             
Signature:    ______________________________________


Date:      __________________________________________
(NB:  A delegate may sign this form in place of the PI, as long as the PI is copied into the submission email)



	4. Newcastle Private Hospital Research Governance Office Acknowledgment

	The above has been received and acknowledged and the appropriate NPH personnel have been notified. 

Name:          ______________________________________
               
                            
Signature:    ______________________________________


Position:       ______________________________________


Date:            _______________________________________
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