		IRB Form G
Farmingdale State College
Institutional Review Board

Reporting Form for Unanticipated Problems Involving Risks to Subjects or Others (UP) including Unanticipated Serious Adverse Events (USAE)
(Form Approved: February 2007)


For further guidance, see IRB Policy 7, Section D [Safety Reporting].

[bookmark: _GoBack]Date:	     

[bookmark: Text1]Principal Investigator:	     

IRB Protocol #:	     

[bookmark: Text2]Protocol Title:	     

I.	What are you reporting?

[bookmark: Check1]|_|	Unanticipated Serious Adverse Event (USAE).  [Complete Sections III and IV only]

[bookmark: Check2]|_|	Unanticipated Problem involving risks to subjects or others (UP) that is not a serious adverse event.  [Complete Sections II and IV only].

II.	UP Details

1.	Did the UP occur in a subject enrolled through Farmingdale State College?

[bookmark: Check3][bookmark: Check4][bookmark: Text3]	|_| No 		|_| Yes:  Subject ID # (if applicable):      

2.	Describe the UP in the text box below:
	a) Nature of the affected risk (e.g. physical, psychological, breach of confidentiality or privacy, legal implications);
	b) Was the UP a result of not following the IRB-approved protocol?
	c) Actions taken/outcome of the UP:

[bookmark: Text4]	     

III.	SAE Details

1. Did the SAE occur in a subject enrolled through Farmingdale State College?

|_| No 		|_| Yes:  Subject ID # (if applicable):      

[bookmark: Text5]2.	Date of occurrence of SAE:	     
[bookmark: Text6]	Date you received SAE report from outside source (if off-site event):	     

[bookmark: Check5][bookmark: Check6]3.	Did the adverse event result in death?	|_| Yes		|_| No

Was the adverse event life-threatening?	|_| Yes		|_| No

4.	Describe the Serious Adverse Event.  For Farmingdale State College subjects, include details on how the event was managed, including outcome:

[bookmark: Text7]	     

5.	a) Is there a reasonable possibility that the SAE was caused by the subject’s participation in the study?	|_| Yes		|_| No

	b) Is the event identified by nature or severity in the risks section of the most current IRB-approved consent form for this study?

[bookmark: Check7]	|_| No

[bookmark: Check8]	|_| Yes – List the EXACT words in the consent form describing the event:
 
[bookmark: Text8]     
	
NOTE: If you answered Yes to 5b (the event is already listed in the Consent Form), reporting this event is not required until the study undergoes continuing review.  This report will be filed in the IRB study file without acknowledgment or committee action.

6. Has this adverse event occurred before in:

[bookmark: Check9][bookmark: Check10]Subjects enrolled in this study through Farmingdale State College?  |_| Yes*	|_| No

[bookmark: Check11]Subjects enrolled in this study through other sites? |_| Yes*	|_| No  |_| N/A

*If YES, what is the incidence of occurrence?
[bookmark: Text9]     

7.	Has this event been reported to:

[bookmark: Check12][bookmark: Check13][bookmark: Check14]	the study sponsor?	|_| Yes	|_| No	|_| N/A

	the FDA?	|_| Yes	|_| No	|_| N/A

8.	Is the study still open to enrollment of new subjects?

	At Farmingdale State College?	|_| Yes		|_| No

At other sites?			|_| Yes		|_| No		|_| N/A

9. In the opinion of the PI, and given what is known about this event in ALL subjects enrolled in the study (at Farmingdale State College and other sites) has the risk/benefit ratio for the study changed as a result of this adverse event?

|_| Yes		|_| No


IV.	Attestation of Principal Investigator

Note:  The Principal Investigator must sign this form.

●	I am submitting this form with an amended consent form modified for risks related to this reported UP/SAE.  |_| Yes	|_| No	

●	I attest to the accuracy of the information provided in this form.


Principal Investigator Signature			Date


Submit the completed, signed form to the IRB Office.


