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This form is be used to report all serious adverse events and problems or events that are unanticipated or unexpected to the IRB within 5 business days after being made aware of the occurrence.  

I.  Project and Reporting Individual General Information: 
	Title of Project:       

	[bookmark: Text1]PI:      

	VA Facility Station Number:      
(If you are unsure, check here.)
[bookmark: Text126]VA Facility Name:       
	

Telephone:       


	VA Facility Address: 

Line 1:      
[bookmark: Text36]Line 2:      
[bookmark: Text37]Line 3:      
[bookmark: Text125]Line 4:      
	
Email:       

	
	
Fax:       




 II.  Type of Report and Location           
	
1.  Check all that apply to describe the reported adverse event or problem (see pages 6-7 for guidance):
 
[bookmark: Check322]|_|   Serious Adverse Event: Unexpected
|_|   Serious Adverse Event: Expected
|_|   Unanticipated Adverse Device Effect (UADE)
|_|   Unanticipated or Unexpected Problem or Adverse Event 
        |_| serious    
        |_| not serious 
[bookmark: Check325]|_|   Change in Protocol (Protocol Deviation or Violation) made to eliminate apparent immediate hazard to
       the research participant without prior IRB review and approval.
[bookmark: Text127]|_|   Other (Specify):       

2.  Where did the Adverse Event or Problem occur?

[bookmark: Check330]|_|   Local VA participating site submitting report
[bookmark: Check331][bookmark: Text128]|_|   Other VA participating site (Specify):       
[bookmark: Check332][bookmark: Text129]|_|   External to VA participating site (Specify):       
[bookmark: Check333]|_|   Other (Specify):       
1. 
2. 
3. 3. Has a Data Safety and Monitoring Board (DSMB) or Data Monitoring Committee (DMC) reviewed the
4.     adverse event, incident, experience, or outcome (Choose one): 
[bookmark: Check73]|_|   N/A; Project does not have a DSMB or DMC.
[bookmark: Check17]|_|   No, a review has not yet been conducted by the DSMB or DMC. 		
[bookmark: Check18]|_|   Yes, a review has been conducted by the DSMB or DMC.
        |_|  Please check this box if the DSMB or DMC report is attached

4.  Does the project involve a device or drug?

[bookmark: Check336]|_|   Yes
       Drug/Device Name(s):      
                                                
                                                
[bookmark: Check337]|_|   No



III.  Description 
	
1. What is the date the reported adverse event or problem occurred?   |_| Check if not applicable  

[bookmark: Text134]         
     
2.  Provide a description of the reported adverse event or problem.      |_| Copy of report attached

          
      
     Please check one of the following:

     |_| Resolved   or    |_| Ongoing

3.  Were any changes initiated without IRB approval to eliminate any apparent immediate hazard to a participant?

[bookmark: Check349][bookmark: Check350]     |_|  No            |_|  Yes.  If yes, describe the change and indicate in Section IV if an amendment to  
                                           the approved study is also being submitted.

[bookmark: Text135]     

4.  Pertinent participant history (include age and gender).       |_| Check if not applicable  
      
          
       
5.  Treatment/Outcome of the reported event or problem.

           

     Was the participant withdrawn from the project?

     |_|  Yes on _________(Date) 

     |_|  No

     |_|  Not applicable

4.  Relationship of reported adverse event or problem to research participation:
     
     |_|  Probably Not Related        |_|  Possibly Related        |_|  Related




 IV.  Actions Taken
	
1.  Do you recommend changes in the project (e.g., protocol, informed consent form)?

[bookmark: Check343]        |_|   Yes   If yes, please attach a Request to Amend an Approved 
                       Project with the modified documents
    
[bookmark: Check344]        |_|   No

       2.  Has the sponsor been notified of the adverse event or problem submitted in this report?

[bookmark: Check345]        |_|   Yes     
      
[bookmark: Check346]        |_|   No   
             
[bookmark: Check347]        |_|   Not Applicable


3.   If the individual making this report is not the Principal Investigator/Study Chair, has the Principal 
      Investigator/Study Chair received a copy of this report?

        |_|  Yes on date      

        |_|   No                

        |_|   Not Applicable

The PI/SC must receive a copy of this report unless it is not applicable or contraindicated by study design as described in the IRB-approved protocol (e.g., PI/SC is blinded). 




V.  Signature of Reporting Individual
	
I certify that this report is accurate and complete to the best of my knowledge.


________________________________          Date_________________
Princial Investigator Signature                      











FOR IRB OFFICE USE ONLY. GO TO SUBMISSION INSTRUCTIONS ON PAGE 5.
	Date Received by IRB Office:                      __________________(Month/Day/Year)

Date Sent to IRB Chair or Reviewer:           __________________(Month/Day/Year)

Please complete the following determinations:

[bookmark: Check351][bookmark: Check352]|_|  I do not have a conflict of interest  or    |_|   I do have a conflict of interest (Immediately notify the 
                                                                           IRB Administrator)

Based upon my review, this reported event or problem is:

1.  |_|  Not Serious                          or     |_|  Serious
2.  |_|  Anticipated                           or     |_|  Unanticipated
3.  |_|  Probably Not Related           or     |_|  Possibly Related    or      |_|  Related 

Is the Reported Adverse Event or Problem Serious, Unanticipated, and Possibly Related or Related to the Research?

|_|  No
|_|  Yes    An IRB Co-Chair must report this to the Facility Director no later than 5 business    
                days after determination.  

                Date reported to VA Facility Director:  _________________by _______________________

Indicate whether Review by the Convened IRB is required:
 
|_|  Review by the convened IRB is required.   Immediate action must be taken to prevent 
      hazards to subjects.  Indicate in Additional Actions what immediate actions need to be taken. 

|_|  Review by the convened IRB is required, but immediate action is not required to prevent an 
      immediate hazard to subjects.

|_|  Review by the convened IRB is not required.

Additional Actions or Recommendations:

|_|    Request additional information 

|_|    Noncompliance may be involved

|_|    Suspend IRB approval of the research   An IRB Co-Chair must report this to the Facility
        Director no later than 5 business days after determination.  
        
        Date reported to VA Facility Director:  _________________by ________________________

|_|    Notify current participating subjects immediately

|_|    No further action is needed

|_|    Other (e.g. modification of the protocol, informed consent disclosures, continuing review schedule; 
        providing additional information to past participants; requiring current participants to re-consent to 
        participation, monitoring of the research and/or consent process; referral to other organizational 
        entities)

[bookmark: Text136]             
    
        ________________________________________                  Date_______________________
        Signature of IRB Chair or IRB Reviewer



 
	
What are Serious Adverse Events?

                  Serious adverse events are adverse events in research that result in:

· Death

· A life-threatening experience

· Hospitalization (for a research participant not already hospitalized)

· Prolongation of Hospitalization (for a research participant already hospitalized)

· Persistent or significant disability or incapacity

· Congenital anomaly or birth defect, or 

· The need for medical, surgical, behavioral, social, or other intervention to present any of the above

What are Unanticipated or Unexpected Problems or Adverse Events in Research?

      An unanticipated or unexpected problem or adverse event in research is one that is unforeseen in terms of nature, severity, or frequency of occurrence as documented in the protocol or other materials approved by the IRB.  This can include, but is not limited to the informed consent document, clinical investigator’s brochure, and product labeling.  The IRB is responsible for the review of problems or events that are unanticipated or unexpected problems and is responsible for making determinations whether the reported problem or event is an Unanticipated Problem Involving Risks to Participants or Others.  Examples include:

· Adverse events, including problems or events in research, which in the opinion of the reporting individual are (a) not expected in terms of nature, severity, or frequency as documented in the research protocol or other materials provided to the IRB, (b) related or possibly related to participation in the research, and (c) places the participants or others at a greater risk of harm (including physical, psychological, economic, social or legal) or discomfort than was previously known or recognized

· In FDA regulated research, all adverse events that are (a) serious, (b) unexpected, and (c) related or possibly related to the treatment or intervention

· In FDA regulated research, any unanticipated adverse device effect (UADE) occurring during the research project

· Any change to the project taken without prior IRB review and approval to eliminate apparent immediate hazard to the research participant

· Interruptions of participant enrollment or other research activities due to concerns about the safety, rights, or welfare of human research participants, research staff, or others.

· Information that indicates a change to the risks or potential benefits of the research project. For example:
· An interim analysis or safety monitoring report indicates that frequency or magnitude of harms or benefits may be different than initially presented to the IRB;
· A paper is published from another research project that shows the risk or potential benefits of the research project may be different than initially presented to the IRB;
· Safety information from the study sponsor or manufacturing company that indicates a change in the risk to human subjects that may be different than initially presented to the IRB.

What are Unanticipated or Unexpected Problems or Events in Research? (cont.)

· Information that indicates a change to the risks or potential benefits of the research project. For example:
· An interim analysis or safety monitoring report indicates that frequency or magnitude of harms or benefits may be different than initially presented to the IRB;
· A paper is published from another research project that shows the risk or potential benefits of the research project may be different than initially presented to the IRB;
· An external adverse event representing an unanticipated problem involving risks to subjects or others, such as safety information from the study sponsor or manufacturing company that indicates a change in the risk to human subjects that may be different than initially presented to the IRB.

· An incident, experience, or outcome that indicates participants or others might be at increased risk of harm. For example:
· An accidental or unintentional change to the IRB-approved research project that placed one or more participants at increased risk, or has the potential to occur again.
· A complaint from a participant that indicates unexpected risks or that cannot be resolved by the research team.
· Incarceration of a participant during the participant’s participation in the research project.
· A change in FDA labeling or withdrawing from marketing of a drug, device, or biologic used in a research project that indicates a change in the risk to human subjects different from that presented to the IRB.
· A breach of a participant’s confidentiality or privacy that involves potential risk to the participant or others.
· An event that requires prompt reporting according to the protocol or sponsor.
· Sponsor-initiated suspension
· Unauthorized use, loss, or disclosure of individually identifiable patient information
· Any work-related injury to personnel involved in human research, or any research-related injury to any other person, requiring more than minor medical intervention or that leads to serious complications or death.
· Any VA National Pharmacy Benefits Management (PBM) Bulletins or Communications (sometimes referred to as PBM Safety Alerts) relevant to one or more of the VA Facility’s research projects.
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