IRB Adverse Event and UAP Reporting Form

This form is to be used for reporting non-SAEs that are Unexpected and Related, all SAEs and UPAs involving study subjects only
For sponsored studies, a copy of the sponsor AE/SAE reporting form may be submitted to the IRB in lieu of this reporting form.


	For more information, please contact:

Institutional Review Board 

Phone: 09 547 254 

Email: irb@lau.edu.lb 
	
	FOR IRB USE ONLY

	
	
	Date Received by the IRB Office:
	Follow up required:


	1. GENERAL PROTOCOL/STUDY INFORMATION

	Principal Investigator:                         


	Person Completing Form (Include fax number to receive acknowledgment)

Name:                                                   Study Designation:                                            

	Protocol Study Title:      

	Study Site:      
	Drug, Device, Intervention:
     
	DSMB    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	2. DETAILS OF ADVERSE EVENT


	Date of Submission:

DD/MM/YYYY
	Onset Date (OD):

DD/MM/YYYY
	Resolution Date (RD):

DD/MM/YYYY
	Date Investigator became aware of the event:

DD/MM/YYYY
	Subject ID/ Initials:

Subject Age:


	 FORMCHECKBOX 
 Male                           FORMCHECKBOX 
 Female

	Is the Adverse Event unexpected ß?  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
	Is the AE a Serious Adverse Event?   FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes, if yes select which SAE category noted below**

	Type of SAE Report
	Name or Medical Term

of SAE
	Severity*


	SAE Category**ß

	Study  Action***
	Relationship to Study Intervention ß
If none, please check this box  FORMCHECKBOX 


	 FORMCHECKBOX 
 Initial

 FORMCHECKBOX 
 F/UP

 FORMCHECKBOX 
 Final
	     
	     
	     
	     

	Unlikely/

Unrelated
	Possibly

Related
	Probably

Related
	Definitely

Related

	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*severity
	**serious adverse event categories
	***study action categories

	1=Mild

2=Moderate

3=Severe
	1= Death

2= Life Threatening

3= Inpatient Hospitalization or prolongation of an existing hospitalization

4= Persistent or significant disability/incapacity

5= Is a congenital anomaly or a birth defect

6= Other (specify), including Important Medical Event, cancer, overdose etc that may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the outcomes listed above
	1=None

2=Dose Adjusted

3=Discontinue from study

4=Other (specify)

	ß Only the Principal Investigator can determine the relationship of the SAE to the Study Intervention


	2. DETAILS OF ADVERSE EVENT (continued)

	Does the AE require a change in Investigator Brochure, Protocol and/or Informed Consent form to eliminate or reduce the risk to subjects?

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes(If yes, attach modified documents for review by RERC
Will currently enrolled subjects be notified/informed of the event?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  (If yes, please explain below how subjects will be informed
     

	Subject’s Medical History and Concomitant Medication 

	When relevant, provide information about medical history and any concomitant medication.
     


	Summary of Adverse Event

	Briefly discuss the event and the resolution of the event, if applicable at this point.
     


	Principal Investigator’s Signature:                                                                                                             Date:      

	Note: Only the Principal Investigator must sign this form as the individual primarily responsible for the protecting the rights, welfare and safety of the subjects and for the conduct of the study


LAU IRB – IRB.6 Reporting Requirements

