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	Third-Party Safety Reporting Form


	IR File #:
	
	Protocol #:
	
	Date Submitted to IRO:
	

	Principal Investigator:
	


	General Information:
· Select Checkbox #1 to submit third-party safety reports that meet all three (3) expedited reporting requirements: 1) unexpected and 2) related or possibly related (i.e., “more likely than not caused by the research procedures”) and 3) serious or suggest an increase in risk.

· Select Checkbox #2 to report third-party safety reports that do not meet the expedited reporting requirement but the Sponsor requires the submission of these reports.  Fill in the date of the report(s).

· If you received multiple safety reports and some meet the expedited reporting requirement for Unanticipated Problems while others do not, complete two separate Third-Party Safety Reporting Forms, one for events that meet reporting requirements and one for events that do not.
· If you or the sponsor determines that the consent/protocol or other documents need be modified as a result of the Third-party safety report, submit a Research Modification Form.


Submission Instructions:  You must select either Checkbox #1 or #2.  You cannot select both.

1.
 FORMCHECKBOX 

The third-party safety report(s) meets the expedited reporting requirements for an Unanticipated Problem involving risks to subjects or others.
Please check all the checkboxes below for completeness, and attach required documents.

 FORMCHECKBOX 

Complete the Table (#3) below;

 FORMCHECKBOX 

Respond to question #4 and #5;

 FORMCHECKBOX 

Attach the most currently approved consent form(s); [image: image3.png]



 FORMCHECKBOX 

Attach the third-party safety report(s); [image: image4.png]



 FORMCHECKBOX 

Attach this completed form and above documents to the Expedited Reporting Form for Unanticipated Problems or Noncompliance (0203). [image: image5.png]



2.
 FORMCHECKBOX 

The third-party safety report(s) does not meet the IRB’s expedited reporting requirement for Unanticipated Problems involving risks to subjects or others; but, the Sponsor or Protocol requires the submission of the report(s) to the IRB.  Complete the following:

· The form is submitted by:  
· Complete the Table (#3) below;
· You are not required to submit any support documents (e.g., consent document(s), Expedited Reporting Form for Unanticipated Problems or Noncompliance).  

Note:  By checking box 2 you are indicating that based on the PI’s assessment of the third‑party safety report(s), submission of the report to the IRB via the expedited reporting process is not required, but the report is being submitted anyway due to sponsor or protocol requirements.  The IRO will not maintain a copy of the report in the IRB file.  A date stamped copy of this form will be returned to you for your records.

	IR File#:
	
	Protocol Number:
	


3.
Summarize the event(s) in the table below: 

	Date you received the report from the sponsor or third party
	Report ID #
	Event Description
	Outcome and Comment
	PI’s opinion of the event
Please check the applicable box(es)
	Is event described in the consent?
	Status of Report (Initial, Follow-up or Final)

	
	
	
	
	 FORMCHECKBOX 

Unexpected

 FORMCHECKBOX 

Related or possibly related*
 FORMCHECKBOX 

Serious or suggest an increase in risk
	 FORMCHECKBOX 

No 

 FORMCHECKBOX 

Yes ( Page # 
	 FORMCHECKBOX 

Initial

 FORMCHECKBOX 

Follow-up

 FORMCHECKBOX 

Final

	
	
	
	
	 FORMCHECKBOX 

Unexpected

 FORMCHECKBOX 

Related or possibly related*
 FORMCHECKBOX 

Serious or suggest an increase in risk
	 FORMCHECKBOX 

No 

 FORMCHECKBOX 

Yes ( Page # 
	 FORMCHECKBOX 

Initial

 FORMCHECKBOX 

Follow-up

 FORMCHECKBOX 

Final

	
	
	
	
	 FORMCHECKBOX 

Unexpected

 FORMCHECKBOX 

Related or possibly related*
 FORMCHECKBOX 

Serious or suggest an increase in risk
	 FORMCHECKBOX 

No 

 FORMCHECKBOX 

Yes ( Page # 
	 FORMCHECKBOX 

Initial

 FORMCHECKBOX 

Follow-up

 FORMCHECKBOX 

Final


*An event is “related or possibly related to the research procedures” if, in the opinion of the Principal Investigator, it was more likely than not caused by the research procedures.”
4.
Is this a follow-up report to a previously submitted Third-Party Safety Report?

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Approximate date(s) previous report submitted to the IRB: 
5.
Will the consent form be updated as a result of this report? 
	 FORMCHECKBOX 

No, explain why not (e.g., risk is already described in the consent) (
	


 FORMCHECKBOX 

Yes( Please complete a Research Modification Form (062) and submit with this form. Include one (1) track change and one (1) clean version of each modified document. 

	
	This box is for IRO only
	Received Date:
	
	

	
	
	

	
	AE ID#
	
	
	Date Returned and Initials
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