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MANCOSA HUMAN RESEARCH ETHICS COMMITTEE (M-HREC)

TO: MANCOSA Human Research Ethics Committee (M-HREC)

REPORT OF SERIOUS ADVERSE EVENT (SAE) DURING STUDY

Please complete the tables below:

	M-HREC REFERENCE NUMBER:

	

	STUDY TITLE:

	

	NAME OF PRINCIPAL INVESTIGATOR:

	

	DATE OF ADVERSE EVENT:

	

	STUDY SITE:

	

	PARTICIPANT AGE:              

	

	PARTICIPANT GENDER:         

	

	PARTICIPANT NUMBER: 

	

	REACTION/EVENT (SAE): 

	

	DURATION OF EVENT (SAE): 

	

	PROVIDE A BRIEF SUMMARY/DESCRIPTION OF SAE AND OUTCOME:


	










	SERIOUSNESS CRITERIA (TICK APPROPRIATE NUMBER)


	i. Death	
	

	ii. Life threatening
	

	iii. Hospitalisation/prolongation of hospitalisation	
	

	iv. Persistent/significant disability
	

	v. Congenital birth defect	
	

	vi. Other
	


				


LIST OF ADDITIONAL FULL CASE DOCUMENTATION RETURNED WITH THIS SUMMARY:

Will event result in protocol amendment / change in information to participants: Y / N?

If yes, submit amendment to M-HREC Administration mhrecadmin@mancosa.co.za 






_________________________________________			    
SIGNATURE (PRINCIPAL INVESTIGATOR)				



___________________________
DATE

*All reports must be submitted as soon as possible or within 7 days of occurrence. 

Please email this completed form (SAE) to mhrecadmin@mancosa.co.za
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