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THE ROYAL VICTORIAN EYE AND EAR HOSPITAL
HUMAN RESEARCH ETHICS COMMITTEE

Adverse Event Reporting Form

This form must be submitted to the Human Research Ethics Committee for:

· Adverse Event (AE) – Any untoward medical occurrence in a patient or clinical trial participant administered a medicinal product and that does not necessarily have a causal relationship with this treatment.
· Adverse Reaction (AR) – Any untoward and unintended response to an investigational medicinal product related to any dose administered.
· Serious Adverse Event (SAE) – Any adverse event that results in death, is life-threatening, requires hospitalisation or prolongation of existing hospitalisation, results in persistent or significant disability or incapacity, or is a congenital anomaly or birth defect.
· Serious Adverse Reaction (SAR) – Any adverse reaction that results in death, is life-threatening, requires hospitalisation or prolongation of existing hospitalisation, results in persistent or significant disability or incapacity, or is a congenital anomaly or birth defect.
· Adverse Device Effect (ADE) – Adverse event related to the use of an investigational medical device.
· Serious Adverse Device Effect (SADE) - An adverse device effect that has resulted in any of the consequences characteristic of a serious adverse event.
	Project No
	
	Principal Investigator
	

	Project Title
	

	Date of Original Approval
	

	No. of Patients in Trial
	Eye and Ear
	
	Total
	


	Type of Research

	 FORMCHECKBOX 

Clinical Research
	 FORMCHECKBOX 

Clinical Trial

Name of Sponsor:    


	Type of Adverse Event

	 FORMCHECKBOX 

Adverse Event
	 FORMCHECKBOX 

Serious Adverse Event

	 FORMCHECKBOX 

Adverse Reaction
	 FORMCHECKBOX 

Serious Adverse Reaction

	 FORMCHECKBOX 

Adverse Device Effect
	 FORMCHECKBOX 

Serious Adverse Device Effect


Please answer the following (copy additional lines if required):  

	Event

ID and Start Date of Event
	Description of Event
	Relationship to study drug or protocol
	Is this event **
	Severity


	Resolution
	RVEEH Patient

	
	
	 FORMCHECKBOX 

Unrelated

 FORMCHECKBOX 

Possibly Related

 FORMCHECKBOX 

Probably Related

 FORMCHECKBOX 

Definitely Related
	 FORMCHECKBOX 

Expected

 FORMCHECKBOX 

Unexpected
	 FORMCHECKBOX 

Mild

 FORMCHECKBOX 

Moderate

 FORMCHECKBOX 

Severe


	
	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No


** Expected - the event is listed in the PICF and/or in the Investigator Brochure
Indicate how the adverse event relates to the project.

Summarise any ethical issues raised by the occurrence of this adverse event.

Are there any implications for the project protocol or Participant Information and Consent Forms?

Has the commercial sponsor been notified in accordance with the terms of indemnity? Please attach sponsor’s analysis.
Recommended action:

Reported to “Riskman” (or other risk management system)
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Change to protocol/monitoring
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Change to Patient Information Sheet
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Previously enrolled participants to be notified
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Study to be stopped
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

No action 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Any comments by the Investigator

I confirm that this project is being conducted as originally approved by the Human Research Ethics Committee (and subject to any changes subsequently approved).  

Signature of Principal Investigator:   
Date:   
-------------------------------------------------------------------------------------------------------------------
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 FORMCHECKBOX 

Unrelated Adverse Event (
for noting by HREC Chair
	HREC Chair approval signature:
Date:

	 FORMCHECKBOX 

Related Adverse Event (
for noting at next HREC meeting

Adverse Event noted at HREC Meeting held: ____/____/________

Name:
Signed:
Date:
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