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Site # _______

Participant ID:__________________    




    
Event Term: __________________________   
Event Onset date: ____/____/_____             

                                      As entered by site in AE e-CRF                                                                                 As entered in AE  e-CRF (in EDC)    















If an event is possibly cardiovascular in nature please use the following checklist to ensure the packet sent to the Coordinating Center is complete.
	Attached
	Alternative*
	
	Not Done
	Unobtainable

	
	
	Admitting Hospital History & Physical
	
	

	
	
	Hospital Discharge Summary
	
	

	
	
	Chest x-ray report (if applicable)
	
	

	
	
	Copies of diagnostic reports (e.g. cardiac catheterization, echocardiogram, CT, MRI, SPECT, etc)
	
	

	
	
	Medications Administration Record (if applicable)
	
	

	
	
	Local Laboratory Reports with normal range (including cardiac enzymes [Troponin, CK, CKMB], BNP)
	
	

	
	
	Electrocardiogram tracing
	
	

	
	
	Pertinent Progress Notes/Consults
	
	

	
	
	Death Certificate
	
	

	
	
	Autopsy Reports
	
	

	
	
	Narrative from Investigator (if applicable)**
	
	

	
	
	Other:


	
	


*If a document is unavailable, the information may be found within an alternative document (e.g., if an ECG is unobtainable, but the MD ECG interpretation is found in a progress note, then the progress note would be the alternative document).
**If participant is admitted to an outside hospital and it is impossible to get source documents, OR if subject dies outside the hospital, please provide Narrative from the Investigator.
INCLUDE THIS CHECKLIST WHEN SUBMITTING SAE SOURCE DOCUMENTS TO THE CC FOR ANY SAE THAT MAY BE CONSIDERED CARDIOVASCULAR.
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