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BSRHS IRB Prompt Reporting Form
BSRHS IRB requires reporting of Unanticipated Problems (UP) within five business (5) days. UP is defined as follows:  

1) NOT anticipated or foreseen as described in the research protocol or consent form; AND
2) Involves risk or harm to a research participant or others; AND  

3) Probably or definitely is related to or caused by the research.
Any death that occurs during the course of research/HUD use overseen by BSRHS IRB must be reported to BSRHS IRB within 48 hours. If the death occurs over a weekend, it must be reported on the following Monday. Every effort should be made to report all UPs as soon as they become known.

	Today’s Date:        
	Date of Occurrence:        
	Date PI Notified of Occurrence:            

	This report is (check only one):                  FORMCHECKBOX 
  an Initial Report     or            FORMCHECKBOX 
  a Follow-Up Report

	Principal Investigator: 
	          

	Emergency Contact:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	Coordinator/Other Contact:  
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	Title of Study:
	     


	Unanticipated Problem (UP) is an umbrella term, including:
· Unexpected adverse events and other unanticipated events such as breaches in confidentiality. 
· Events, circumstances, or new information that increases the risk of harm even if no actual injury occurs.
· Expected risks or side effects described in the protocol and informed consent form that occur with greater frequency or severity than anticipated.


	1. Type of Unanticipated Problem (one or more may apply):
 FORMCHECKBOX 
 Adverse Event(s) – unexpected harm or increased risk of harm related or probably related to research activities  
(1) Setting:        FORMCHECKBOX 
  Internal (occurred locally)  OR     FORMCHECKBOX 
  External (occurred at a site beyond BSRHS IRB jurisdiction)
(2) Protocol Deviation/Violation adversely affected the rights/safety of subjects or the integrity of data/confidentiality:

 FORMCHECKBOX 
 Inadvertent deviation from the protocol (submit Protocol Deviation/Violation form with this report) OR
 FORMCHECKBOX 
 Deliberate action that did not follow the protocol(submit Protocol Deviation/Violation form with this report)

 FORMCHECKBOX 
 Unexpected increase in frequency or severity of an otherwise expected event

Other Reportable Information:
 FORMCHECKBOX 
 New information indicates an increase in risk (information from literature, the sponsor, or DSMB).

 FORMCHECKBOX 
 Sponsor or federal agency suspended the research due to harm or increased risk of harm to subjects
 FORMCHECKBOX 
 Change in labeling or withdrawal from market (drugs, devices, or biologics) 
 FORMCHECKBOX 
 Breach of confidentiality (lost or missing data that may increase risk to participants).
 FORMCHECKBOX 
 Complaint by participant or LAR (indicates unexpected risk or cannot be resolved by the research team)


	INVESTIGATOR ASSESSMENT

I.   Summary: Briefly describe the unanticipated problem. Indicate the current status and anticipated outcome.  Assess the harm or increased risk of harm caused by the unanticipated problem. (use a separate page if needed).
         


	II.   ACTIONS: Describe immediate and/or planned action to address this unanticipated problem.  
       

a:   Will this unanticipated problem result in amendments (changes) to the protocol or informed consent form?    
 FORMCHECKBOX 
 No (go to section III)                 FORMCHECKBOX 
 Yes                      FORMCHECKBOX 
 Yes, Revision Form is attached 

b:    If YES, do you plan interim actions prior to IRB approval of amendments?      FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes, Revision Form is attached
Describe the interim plan to ensure participant safety and/or inform participants in a timely manner:  

     


	III. TIMELY REPORTING: Was this report submitted within five (5) business days?            FORMCHECKBOX 
 YES         FORMCHECKBOX 
 NO  If NOT, 
      explain why the report was submitted late AND (2) steps that will be taken to ensure prompt reporting in the future:
      
IV. Follow-Up RePORTING:  Do you plan to submit a follow-up report? 

 FORMCHECKBOX 
 YES:  A follow-up report is anticipated.

 FORMCHECKBOX 
 NO:  A follow-up report is not anticipated.
Note: Regardless of the plan for follow-up, additional reports should be submitted as needed or as required by the IRB.

VI. PI SIGNATURE:  I have reviewed and attest that information in this report is correct; I understand my responsibilities to provide follow-up information as it becomes available.  

Print Name of Principal Investigator:

     
Signature of Principal Investigator:
                                                                                       Date:       
I have reviewed and assessed events that may be Unanticipated Problems. * Explain if PI is unable to review the UP report.      
* Print Name of Coordinator/PI designee:
     
Signature of designee:
Date:       


	

	FOR BSRHS IRB USE ONLY

	

	Submitted within five (5) days or justifiable explanation? 
	                                                       FORMCHECKBOX 
  Yes              FORMCHECKBOX 
  No

	      Note: Even if this report does not describe a UP, the report may still require IRB review to assess non-compliance.

	UP type and summary involves risk  
If unsure, indicate YES                               FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  NO
	If NO, explain disposition of this Prompt Report:

	Protocol Deviation                                    FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  NO

Protocol Violation                                     FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  NO 
	Referred for Full IRB review:     FORMCHECKBOX 
 YES               FORMCHECKBOX 
 NO  

	Are immediate and/or interim actions appropriate to diminish risk?                                                  FORMCHECKBOX 
 Yes                FORMCHECKBOX 
 NO 

When FDA/OHRP reporting is required, have appropriate steps been taken?                                   FORMCHECKBOX 
 Yes                FORMCHECKBOX 
 NO 

	        If NO, describe action to be taken by the IRB:


	IRB Chair/Reviewer name:                                                                                              Date:      
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