
LCI-AMR STUDY – SERIOUS ADVERSE EVENT (SAE) REPORT FORM
For the purposes of this form, a serious adverse event (SAE) is any untoward medical occurrence that:

· Results in death

· Is life-threatening

· Requires inpatient hospitalisation

· Results in persistent or significant disability or incapacity

· Results in congenital anomaly or birth defect
· Requires intervention to prevent one of the outcomes above
	PROTOCOL #: 
	PROTOCOL TITLE: Linked color imaging versus white light: a randomised tandem colonoscopy study of adenoma miss rates

	PRINCIPAL INVESTIGATORS:


	A/Prof. David Hewett
Dr Ammar Kheir

Dr Emily Lim

Dr Nicholas Tutticci

	DATE OF SERIOUS ADVERSE EVENT:
	____/____/_____

	LOCATION OF SAE: 
	

	WAS THIS AN UNEXPECTED ADVERSE EVENT?    
	Yes [   ]     No [   ]

	BRIEF DESCRIPTION OF SUBJECT(S) (Do NOT include identifiers.)
	SEX:  M / F      
AGE: ___________

Diagnosis: 

	DESCRIPTION OF THE NATURE OF THE SAE:


	CATEGORY (outcome) OF THE SAE:

( death                     

( disability/incapacity

( life-threatening              

( congenital anomaly/birth defect

( hospitalisation

( required intervention to prevent permanent    impairment

( other: _________________

	RELATIONSHIP OF SAE TO RESEARCH:

( 1 = unrelated (clearly not related to the research)

( 2 = unlikely (doubtfully related to the research)

( 3 = possible (may be related to the research)

( 4 = probable (likely related to the research)

( 5 = definite (clearly related to the research)

	HAVE SIMILAR ADVERSE EVENTS OCCURRED ON THIS PROTOCOL?
	Yes (      No (
If “Yes”, how many? _____ 

Please describe:



	What steps do you plan to take as a result of the adverse event reported above? 
	( no action required

( amend consent document

( amend protocol

( inform current subjects

( terminate or suspend protocol

( other: __________________________


	INVESTIGATOR’S SIGNATURE:
	DATE:  


Version 1, 14 September 2016

