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Form No. 7: Serious Adverse Events Reporting Form

Please note that it is also the Principal Investigator’s duty to summarize and interpret all documents that need to be evaluated by the IRB such as amendments and the reporting of Serious Adverse Events.  Relevance and causality need to be placed in prospective even if the SAE occurred elsewhere.



SAEs include:
Any untoward medical occurrence that at any dose:

· results in death,

· is life-threatening,

· requires inpatient hospitalization or prolongation of existing hospitalization,

· results in persistent or significant disability/incapacity, or 

· is a congenital anomaly/birth defect (see the ICH Guideline for  Clinical Safety Data Management: Definitions and Standards for Expedited Reporting).

Date:

Dear Chair, FHS IRB,
ADVERSE EVENT REPORTING

	Application No.
	

	Study Title
	


NATURE OF ADVERSE EVENT:  (please clearly indicate relationship to intervention e.g. drug related or not)
	Event
	Relationship to study drug
	General information
	Suggested Action to be 

taken by the Ethics Committee

	???
	Likely / Unlikely
	Patient #:

Report Date:

Initial / Follow Up or

Final Report?
	Yes / No

If yes, what suggested action needs to be taken? 


SIGNATURE OF RESEARCHER

CONTACT ADDRESS:  










PHONE/ CELL:               




 

E-MAIL:                          
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