Adventist HealthCare Institutional Review Board
Reportable Event Cumulative Table
Study #:       
                          Organizational Entity:        

Study Name:      
Principal Investigator (PI):      
                          
Does this study have a DSMB/DMC?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    
Form Completed by: 
The Adverse Event Cumulative Table must be updated to reflect all reportable adverse events. Please refer to the Adverse Event Reporting Form for reporting guidance. This form also must be used if the PI wishes to report to the IRB an adverse event that does not meet the AHC reporting requirements. This form is cumulative and must be submitted along with each submission of the Adverse Event Reporting Form and at continuing review. Please add the newest adverse event to the end of the table and refer to the Definitions below the Cumulative Table.  
	Definitions


	1. Subject Identifier: Reference number or subject code that links the event to a subject.

2. Follow-up Report:  Enter Yes or No. Is this a follow-up report to a previously submitted report?

3. Date of Event: Enter date of occurrence as MM/DD/YY.  

4. Date Reported to IRB: Enter date of submission to the IRB.

5. Local: Enter Yes or No. Did the adverse event occur in a subject enrolled at an AHC facility or other research site that is under the jurisdiction of an AHC IRB?
6. Expected/Anticipated: Enter Yes or No. Was the adverse event expected or anticipated (included in protocol or consent form)?
7.   Severity: Enter one of the following levels of severity:
 - Fatal
   - Serious
 - Moderate   - Less-than-moderate   
	8. 
Related: Enter one of the following determinations of relatedness:
- Definitely
   - Probably
- Possibly
- Not likely
   - Unrelated
- Unable to classify

9. 
Description: Briefly describe the adverse event.

10.
Number of Local Subjects Enrolled: Identify the number of individuals currently enrolled at this site.

11. 
AE Form Req’d: Enter Yes or No. Is the PI required to submit an AHC Adverse Event Reporting Form for this event?  (This will depend on factors including the severity, expectedness and relatedness of the event.  See Chapter 11 of the AHC IRB Handbook.)


Adverse Event Cumulative Table
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	Subject Identifier
	Follow-up Report?
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Summary of Study-wide Cumulative Serious Adverse Events
Please complete the below table:

	
	Total Events that are:

Fatal

Unexpected

Related/Possibly Related 


	Total Events that are:

 Serious

Unexpected Related/Possibly Related
	Total Events that are:

 Fatal/Serious

Expected Related/Possibly Related
	Total Events that 
are:

 Unreportable/
Submitted for Acknowledgement 

	Local Serious Adverse Events

	     
	     
	     
	     

	Non-Local Serious Adverse Events

	     
	     
	     
	     


By signing below, I certify that I have reviewed the following Adverse Event Cumulative Table and the information provided on this form (and any attachments) is true and accurate.

SIGNATURE 

_________________________________________________
_____
Signature of the Principal Investigator 



Date

Reportable Event Cumulative Table
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