VAPORHCS Institutional Review Board


Reportable Events – Initial Reviewer Checklist

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

Principal Investigator:       

Study Number (ID#):
 
Initial Primary Reviewer:      

Date of Initial Review of Report:  

Reviewer attestation: By entering my name above, I am confirming that I completed this review and did not have a conflict of interest with this study.
Event #:           Date of Event:       FORMTEXT 

     
     Pt # (if applicable):       Related event #(s) (if applicable):      

I.  Event Classification: check ALL that apply, based on your  judgment and relevant guidance (for guidance, see “Definitions” and “Guidance Documents” near the bottom of this checklist):
A.  FORMCHECKBOX 
  Death or SAE – local, unanticipated and related
B.  FORMCHECKBOX 
  Serious Problem – unanticipated and related 
C.  FORMCHECKBOX 
  Apparent Serious and/or Continuing Noncompliance  NOTE: ORO expects that events listed under their “Examples of Apparently Serious or Apparently Continuing Noncompliance” (see below) be reported and processed as such.
D.  FORMCHECKBOX 
  Protocol Deviation
E.  FORMCHECKBOX 
  Suspension or Termination of VA Research by an External Entity 
F.  FORMCHECKBOX 
  Research Information Security Incident (RISI)
G.  FORMCHECKBOX 
  None of the above -  explain (e.g., AE that is not serious, etc.):        Stop here if only G is selected
II.  Report Timeliness

1.  For reports of a local death (A) or a RISI (F), was the event reported immediately by the discovering individual, as per VA requirements?
     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

2.  For all reportable events (A-F), was the event reported in writing to the IRB within 5 days of a study team member’s awareness?     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

3.  If No to either 1 or 2, does the late reporting constitute apparent serious and/or continuing noncompliance?     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

III.  Deaths, SAEs and Serious Problems (only complete if A and/or B above is selected)
1. If this event is a local death (A), do you agree that it is unanticipated and related?
 Yes  FORMCHECKBOX 
  Please notify the RAO or an IRB Analyst as soon as possible, as the IRB must alert ORO, the Director and the ACOS/R&D within 2 business days after receiving notification of the death.  
 No    FORMCHECKBOX 
 - explain:  FORMTEXT 

        Then, stop here.
2.  If A or B above is selected, are any actions warranted to eliminate apparent immediate hazards to subjects or others?

Yes  FORMCHECKBOX 
 - describe warranted action(s):      
No    FORMCHECKBOX 
 
For either Yes or No, the event and determination above will be scheduled for the next convened IRB meeting.
IV.  Apparent Serious and/or Continuing Noncompliance (only complete if C above is selected)
1.  If C above is selected, the IRB Co-Chair (or designated Acting Chair) may take interim action as needed to eliminate apparent immediate hazards to subjects.  If the reviewer is not an IRB Co-Chair (or designated Acting Chair), please promptly contact the Research Assurance Officer or an IRB Analyst in order to coordinate obtaining this determination.  Please indicate whether such actions will be taken. 
Yes  FORMCHECKBOX 

 - describe action(s) that will be taken:      

No    FORMCHECKBOX 

For either Yes or No, the event and determination above will be scheduled for the next convened IRB meeting.
V.  Protocol Deviations (only complete if D above is selected)
1. If D above is selected, what level of deviation do you (the reviewer) feel is it? 

 FORMCHECKBOX 
 Minor (did not need to be reported until continuing review)
 FORMCHECKBOX 
 Moderate (please proceed to next question)
 FORMCHECKBOX 
 Major (please skip to question 3)
2. For moderate protocol deviations, is any corrective action needed? 
Yes  FORMCHECKBOX 
 - describe corrective action(s) needed: 
 FORMTEXT 

     

No   
Note: Corrective action for moderate protocol deviations may be reviewed outside of committee under expedited procedures, if appropriate. The IRB will be notified of this moderate protocol deviation, regardless of the need for corrective action, via the summary report provided at the next convened IRB meeting.

3. For major protocol deviations, should any information be obtained from the PI prior to review of the event at the next convened IRB meeting? 
Yes  FORMCHECKBOX 
 - indicate information to be provided:      

No    FORMCHECKBOX 

VI.  Suspension or Termination of VA Research by an External Entity  or Research Information Security Incident (only complete if E and/or F above is selected)
If only E and/or F above are selected, no additional determinations are needed at this time.  The event will be scheduled for the next convened IRB meeting.
Additional Comments (if applicable):      
Definitions

Adverse event (AE): any untoward physical or psychological occurrence in a human subject participating in research. An AE can be an unfavorable or unintended event, including an abnormal laboratory finding, symptom or disease associated with the research or the use of a medical investigational test article.
Continuing Noncompliance: a persistent failure to adhere to the legal and policy requirements governing human research; this involves knowingly, willfully or intentionally doing something that has been determined to be noncompliant.

Local Deaths, S/AEs and Problems: occurring in participants, personnel and/or other individuals involved in VAPORHCS research activities.

Related S/AE, Death or Problem: one that may reasonably be regarded as caused by or probably caused by the research (i.e. the event would probably not have occurred without involvement in/of the study).

Serious Adverse Event (SAE): an AE that results in: death; a life-threatening experience; inpatient hospitalization or prolongation of hospitalization (for a patient already hospitalized); persistent or significant disability or incapacity; congenital anomaly; birth defects; or medical, surgical, behavioral, social or other intervention being required to prevent one of the preceding outcomes.

Serious Noncompliance: failure to adhere to federal regulations and/or other requirements for conducting human research that: 1) involves substantive harm, or presents a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others, including their rights to privacy and confidentiality of identifiable private information; or 2) substantively compromises a facility’s HRPP.

Serious Problem: a problem in human subjects research or research information security that may reasonably be regarded as: 1) presenting a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research personnel, or others, including their rights to privacy and confidentiality of identifiable private information; or 2) substantively compromising a facility’s HRPP or research information security programs.

Unanticipated/Unexpected: event or problem in human subjects research that is new or greater in nature, severity, or frequency than previously known, given the procedures described in protocol documents and the characteristics of the study population.
Guidance Documents
IRB Policies and Procedures (see “Reportable Events in Research” section)
Decision Chart for Reporting SAEs and Problems Involving Risk in Research (includes examples)
Examples of Apparently Serious or Apparently Continuing Noncompliance in VA Human Research 
Examples of Apparently Serious Problems in VA Research Information Security 
Summary of Requirements for Reporting Research Incidents
VHA Handbook 1058.01 – Research Compliance Reporting Requirements
For Office Use Only:

 FORMCHECKBOX 
 Local Death that is unanticipated and related  
 FORMCHECKBOX 
 ORO, the Director and the ACOS/R&D must be alerted within 2 business days after receiving notification of the death  
 FORMCHECKBOX 
 Scheduled for next convened IRB meeting on:  FORMTEXT 

       
 FORMCHECKBOX 
 Serious Problem or Local SAE that is unanticipated and related  
 FORMCHECKBOX 
 Scheduled for next convened IRB meeting on:  FORMTEXT 

       
 FORMCHECKBOX 
 Apparent Serious or Continuing Non-Compliance

 FORMCHECKBOX 
 Scheduled for next convened IRB meeting on:  FORMTEXT 

       (Note: must not exceed 30 business days of initial event notification)
 FORMCHECKBOX 
 Major Protocol Deviation

 FORMCHECKBOX 
 Sent to two reviewers (usually both Co-Chairs)

 FORMCHECKBOX 
 If at least one reviewer determined it to be major, scheduled for next convened IRB meeting on: 
 FORMCHECKBOX 
 If both determined it to be major, PI invited to attend meeting
 FORMCHECKBOX 
 Suspension or Termination by an External Entity 
 FORMCHECKBOX 
 Scheduled for next convened IRB meeting on:  FORMTEXT 

       (Note: must not exceed 30 business days of initial event notification)
 FORMCHECKBOX 
 Research Information Security Incident
 FORMCHECKBOX 
 Scheduled for next convened IRB meeting on:  FORMTEXT 

      (Note: must not exceed 30 business days of initial event notification)
 FORMCHECKBOX 
 No further review is required, because the event is:
 FORMCHECKBOX 
 a non-local SAE or death that is NOT otherwise reportable 
 FORMCHECKBOX 
 an AE or problem that is NOT serious and unanticipated and related

 FORMCHECKBOX 
 noncompliance that is NOT apparent serious or continuing

 FORMCHECKBOX 
 a protocol deviation that is minor and is NOT apparent serious or continuing noncompliance
 FORMCHECKBOX 
 a protocol deviation that is moderate and is NOT apparent serious or continuing noncompliance

 FORMCHECKBOX 
 other:  
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