Portland VAMC Institutional Review Board


Human Research Event Report Reviewer Checklist

If more than one Research Event on the report is to be reviewed, use a separate checklist for each.

	Principal Investigator:
	     

	Project Number (ID#):
	     
	Date of Initial HRER Review:  
	     

	Initial Primary Reviewer:
	     

	 Event # of this report:      
	Participant # (if applicable):      
	Related Event #s (if applicable):     
	Date of Event:      


Definitions:
Serious Adverse Event (SAE):  AE that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly or birth defect.

Serious Problem: (a) Problem that results in substantive harm or damage (or risk of either) to the safety, rights, or welfare of research subjects, research staff, or others; or (b) when medical, surgical, behavioral, social, or other intervention is needed to prevent SAE or substantive harm or damage.

Continuing (non-compliance): non-compliance that continues after the original non-compliance has been identified (by the Research Team).

Section I: Initial Review  (Reviewers of the event for a convened meeting, skip to section II)
Event Classification - check ALL that apply based on reviewer’s judgment (rather than what the Principal Investigator has determined on Human Research Event Report form):
A.  FORMCHECKBOX 

SAE (local)
B.  FORMCHECKBOX 

Problem Involving Risk 

C.  FORMCHECKBOX 

Apparent Serious
 or Continuing Non-Compliance
D.  FORMCHECKBOX 

Protocol Deviation
E.  FORMCHECKBOX 

None of the above. Explain (e.g., not serious, doesn’t involve risk, not reportable except at continuing review, etc.):      
Report Timeliness:

If this is the review of an SAE, problem involving risk, or apparent serious or continuing non-compliance, the PI must submit it within 5 days of awareness. If it was longer than 5 days, consider whether (additional) apparent serious or continuing non-compliance also occurred due to lack of prompt reporting:

F.  FORMCHECKBOX 
 Submitted within 5 business days of awareness

G.  FORMCHECKBOX 
 Not submitted in timeframe, but lack of prompt reporting is not apparent serious or continuing non-compliance

H.  FORMCHECKBOX 
 Apparent serious or continuing non-compliance, due to the delay in submitting.

· If you selected A or B above, continue to questions 1-4 below. 
· If you selected C or H above, skip to the signature block on page 3 below and sign this checklist. IRB staff will schedule this for the next convened IRB meeting.
· If you selected D and the event is not also classified in one of the categories covered in A-C, skip to question 5 below.
· If you selected E and the event is not also classified in one of the categories covered in A-C, skip to the signature block on page 3 below and sign this checklist. A summary of this report will be submitted to the next convened IRB meeting, unless the report was submitted in error.

1. If you selected A or B above, is this event/problem unanticipated based on the nature, severity or frequency, such that it reflects a risk that is new or greater than previously known (as documented in the protocol, consent document, or other materials approved by the IRB)?

Yes  FORMCHECKBOX 
 - Proceed to question 2 below.
 No  FORMCHECKBOX 
 - Stop here and sign on page 3 below. A summary of this report will be presented to the next convened IRB meeting.
2. If YES to item 1, is this event/problem related or possibly related to the research? 
Yes  FORMCHECKBOX 

- Proceed to question 3 below.
 No  FORMCHECKBOX 
 - Stop here and on page 3 sign below. A summary of this report will be presented to the next convened IRB meeting.
3. Is the event/problem serious, in that it involves substantive harm or genuine risk of substantive harm to the safety rights, or welfare of research subjects, staff or others OR does the event/problem substantively compromise the effectiveness of the HRPP? 

Yes  FORMCHECKBOX 
 - If items 1, 2 and 3 are YES, the Research Office (RO) will notify the Office of Research Oversight within 48 hours of this determination by an IRB member, and facilitate reporting to the Facility Director within 5 days. A report to Office for Human Research Protections will also be generated. The event must be reviewed at the next convened IRB meeting.

No  FORMCHECKBOX 
 - Stop here and sign on page 3 below. A summary of this report will be presented to the next convened IRB meeting.
4. If YES to items 1, 2, and 3, this event will be reviewed at the next convened IRB meeting. Until that time, please determine if the event is urgent, indicating an immediate risk to subjects or others?  
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If YES to 4, unless a convened IRB can meet today, check whether any of the following is necessary:

 FORMCHECKBOX 

Inform PI immediately to suspend study (RO will facilitate protection of currently

enrolled subjects through Chief of Staff)

 FORMCHECKBOX 

Inform PI to contact all enrolled subjects ASAP

 FORMCHECKBOX 

Other action – please describe:      
5. If this is a report of a protocol deviation, what level of deviation do you, as the reviewer, feel is it? 

 FORMCHECKBOX 
 N/A – not a deviation (skip to signature block)

 FORMCHECKBOX 
 Minor – did not need to be reported (skip to signature block)

 FORMCHECKBOX 
 Moderate (go to 5.1)

 FORMCHECKBOX 
 Major (go to 5.2)


5.1 For moderate protocol deviations, is any corrective action needed? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

*Note: Corrective action may be reviewed outside of committee under expedited procedures, if appropriate. The IRB will be notified of this moderate deviation, regardless of the need for corrective action, via the summary report provided in the IRB meeting packet.



If YES, describe action needed:      

5.2 For major protocol deviations, what information, if any, should be obtained from the PI prior to review of the event by the next convened committee meeting?      
6. If this is a report of a protocol deviation, does the deviation also meet the criteria for serious or continuing non-compliance? 

 FORMCHECKBOX 
 N/A – not a deviation (skip to signature block)

 FORMCHECKBOX 
 Yes (IRB staff will schedule this for the next convened IRB meeting)
 FORMCHECKBOX 
 No
Additional Comments (if applicable):      
My signature below certifies that I do not have either a financial or non-financial conflict of interest in reviewing this protocol.

__     _______________________________________ 
_     ______________

Signature 






Date

For Office Use Only:
If:   FORMCHECKBOX 
 Local SAE or  problem that is serious, unanticipated, and related  
 FORMCHECKBOX 
 Reported to ORO via e-mail or phone within 48 hour of reviewer determination: _____ (date)

 FORMCHECKBOX 
 Reported to Medical Center Director within 5 days: _____ (date sent to MCD)

 FORMCHECKBOX 
 Reported to OHRP: _____ (date)
 FORMCHECKBOX 
 Scheduled for convened IRB meeting on: _____ (date)
 FORMCHECKBOX 
 If FDA-regulated study, reported to FDA: _____ (date)  FORMCHECKBOX 
 N/A – not FDA regulated
 FORMCHECKBOX 
 Apparent Serious or Continuing Non-Compliance

 FORMCHECKBOX 
 Scheduled by IRB analyst for next convened IRB meeting on: _____ (date)
 FORMCHECKBOX 
 No further review required – The event is:
 FORMCHECKBOX 
 outside SAE that is NOT a related UPR 

 FORMCHECKBOX 
 AE or problem that is NOT serious, unanticipated, and related

 FORMCHECKBOX 
 non-compliance that is NOT apparent serious or continuing

 FORMCHECKBOX 
 protocol deviation that is minor and is not apparent serious or continuing non-compliance
 FORMCHECKBOX 
 protocol deviation that is moderate (any needed corrective action may be reviewed outside of committee, if appropriate) and is not apparent serious or continuing non-compliance

Section II: Review at Convened Meeting

	Convened Primary Reviewer:      
	Date of Convened Review:      


1. Do you concur with the event classification (A, B, and/or C) in Section I above?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If the event is classified as A or B in Section I, answer questions 2-4

2. Do you concur that the event/problem was unanticipated?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

3. Do you concur that the event/problem is related to the research?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

4. Do you concur that the event/problem is serious?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

5. If this is a review of a protocol deviation, does it also indicate non-compliance? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
 (not a deviation)
6. If this is a review of non-compliance, is it serious and/or continuing?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
 (not non-compliance)
(To determine whether it is continuing, review the entire log of human research events for this study to assess for persistent non-compliance - e.g., if events have been repeatedly reported later than the 5-day limit, protocol procedures repeatedly missed, etc.)    
7. Was the event reported within 5 business days of awareness? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

(compare the “date first aware of event” column with the “received” date listed on the IRB agenda)
Determination

1. Please indicate your recommendation regarding the research based on this review:

 FORMCHECKBOX 

Research may continue without modifications.

 FORMCHECKBOX 

Research may continue with modifications (check all that apply):
	 FORMCHECKBOX 

	  Modification of protocol
	 FORMCHECKBOX 

	Modification of continuing review schedule

	 FORMCHECKBOX 

	Modification of info disclosed during consent
	 FORMCHECKBOX 

	Monitoring of the research

	 FORMCHECKBOX 

	Requiring current participants to re-consent
	 FORMCHECKBOX 

	Notification of current participants because new information might affect willingness to continue in research

	 FORMCHECKBOX 

	Monitoring of the consent process
	 FORMCHECKBOX 

	Providing of additional info to past participants


Specify any modifications needed:       
 FORMCHECKBOX 
  Further action/consideration is needed. Please explain:     
 FORMCHECKBOX 

Research should be suspended.             FORMCHECKBOX 

Research should be terminated.  

My signature below certifies that I do not have either a financial or non-financial conflict of interest in reviewing this protocol.  

IRB Reviewer Signature______________________________________   Date:____________

For additional guidance, please review the ORO decision charts linked here for Reporting of Noncompliance or Reporting Serious Adverse Events and Problems Involving Risk. 
� Examples of apparent serious non-compliance include the following:


Initiation of research interactions/interventionswith one or more subjects prior to obtaining informed consent; lack of required signed consent document or HIPAA authorization for one or more subjects; use of a consent form, for one or more subjects, where the content was not approved by the IRB; failure to report one or more unanticipated SAEs or unanticipated serious problems involving risk; participation by one or more members of the research team in the conduct of an active protocol without the required credentialing, privileging or scope of practice, or engaging in activities outside their scope of practice; continuation of interactions or interventions beyond the specified IRB approval period; implementation of substantive protocol changes without IRB approval (except where necessary to prevent immediate hazard to a subject).
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