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Changes in Requirements for Notifying the IRB of VA Reportable Events 

Revisions to VHA Handbook 1058.01 have changed the way VA Investigators report adverse events and protocol deviations to oversight committees and others:
· Institutional Review Board (IRB) for human research events,
· Institutional Animal Care & Use Committee (IACUC) for animal research events, 
· Subcommittee on Research Safety (SRS) for research laboratory events,
· Other entities such as R&D Service, Privacy Officer, Information Security Officer. 

This Hot Topic focuses specifically on Investigators’ responsibilities regarding reportable events.  

Once the Investigator reports the event to the IRB, IACUC, SRS, etc., the oversight committee in question will follow requirements for reporting the event to other entities (Office of Human Research Protections, VHA Office of Research Oversight [ORO], VHA Office of R&D [ORD]), for conducting review(s) of the event, and for making determinations on the event and corrective actions.  Details on oversight committee and VAMHCS responsibilities for reporting an event can be found in VHA Handbook 1058.01 or in the ORO guidances found at the end of this Hot Topic.


· One fundamental change is that Investigators now report events that are local, unanticipated, and related to the research.  Note that this is a departure from the prior rules that did not allow Investigators to make determinations on relatedness.  

· The timeframes for reporting fall into three categories:
· Events that must be reported immediately upon becoming aware of the incident, and that must then be followed by a written report within 5 days,
· Events that must be reported within 5 business days of becoming aware of the event, and
· Events that do not have a special reporting timeframe.
See below for details. 

· When notification to the R&D Service is required, contact Jessica Mendoza, Human & Animal research protections Officer (x6512, jessica.mendoza@va.gov) with a copy also sent to Dr. Thomas Hornyak, ACOS/R&D (thomas.hornyak@va.gov).  

· The following events must be reported immediately upon becoming aware of the event:
· Any local research death that is both unanticipated and related to the research.  
(Must be reported orally to the IRB and the R&D Service (x6512).  A written notification (via CICERO RNI) must then be submitted within 5 business days of becoming aware of the incident.)
· Any information security incidents related to VA research, including any inappropriate access, loss, or theft of PHI; noncompliant storage, transmission, removal, or destruction of PHI; or theft, loss, or noncompliant destruction of equipment containing PHI.  
(Must be reported via phone or email to the VAMHCS R&D Service, Information Security Officer (ISO) and Privacy Officer (PO).  A written notification (via CICERO RNI) must then be submitted within 5 business days of becoming aware of the incident.)
· Any human death that may be the result of working with, caring for, or other contact with research animals. 
(Must be reported orally to the IACUC and the R&D Service (x6512). A written notification must then be submitted within 5 business days of becoming aware of the incident.)
· Any human death that may be the result of work (or other activity) in a research laboratory or dedicated research area (e.g., research specimen storage area).  
(Must be reported orally to the Subcommittee on Research Safety (SRS), the R&D Service (x6512), and (if applicable) the IRB. A written notification must then be submitted within 5 business days of becoming aware of the incident.)
· All laboratory security incidents that pertain to research laboratories or other areas used exclusively for research, including any intrusion, physical security breach, break-in, or other security violation.  
[bookmark: _GoBack](Must be reported orally and via email to the VA Police Service (x7300) and the R&D Service (x6512).  

· The following events must be reported in writing to the IRB (via CICERO) and the  R&D Service (via email) within 5 business days of becoming aware of the event:
· any local SAE that is both unanticipated and related to the research
· any serious problem that is both unanticipated and related to the research
· any apparent serious or continuing noncompliance with IRB or other human research protection requirements
· any suspension or termination of VA research by, or at the direction of, any entity external to the facility
· HIPAA Privacy Rule deficiencies, including uses and disclosures of PHI for research without legal authority (e.g., without a valid authorization or waiver of authorization); such deficiencies must also be reported to the VAMHCS PO.
The IRB has revised its “Reportable New Information” Bulletin (11/30/15) to reflect the change in VA requirements for reportable events.  

· The following events must be reported in writing to the IACUC and the R&D Service (via email) within 5 business days of becoming aware of the event:
· Any apparent unanticipated death(s) of animals used for research including, deaths due to physical plant deficiencies, engineering failures, worker errors, test article toxicity, anesthetic or surgical complications, and other mishaps.
· any theft of research animals or of the escape or unexplained disappearance of research animals that could potentially pose a danger or risk to workers, the public, or the environment
· Any serious accident, injury, illness, or exposure of a human (other than resulting in death) that may be the result of working with, caring for, or other contact with research animals.
· Any incident that is reportable under relevant VHA Handbooks or applicable Federal requirements related to laboratory animal welfare or research safety.

· The following events must be reported in writing to the SRS and the R&D Service (via email) within 5 business days of becoming aware of the event:
· Any serious accident, injury, illness, or exposure (other than those that result in death) that may be the result of work (or other activity) in a research laboratory or dedicated research area (e.g., research specimen storage area).
· Any incident related to research safety that is reportable under relevant VHA Handbooks or applicable Federal requirements, including Occupational Safety and Health Administration (OSHA) requirements.
· Any serious accident, injury, illness, or exposure of a human (other than resulting in death) that may be the result of working with, caring for, or other contact with research animals.
· Any incident that is reportable under relevant VHA Handbooks or applicable Federal requirements related to laboratory animal welfare or research safety.
· Any physical security concerns that pertain to research laboratories or other areas used exclusively for research, including:
· Any intrusion, physical security breach, break-in, or other security violation that occurs in dedicated research areas.
· Any finding by any entity other than ORO of noncompliance with research laboratory security requirements. 
· Any unplanned suspension or termination of research by the ACOS/R&D or another facility official due to concerns about research laboratory security.
· Any other deficiency that substantively compromises the effectiveness of the facility’s research laboratory security program.

· Other AEs, SAEs, Noncompliance, and Problems: Oversight committees must be notified of, and review, other AEs, SAEs, noncompliance and unanticipated problems involving risks to subjects or others (not covered above) in accordance with oversight committee SOPs. 
 
· Other guidance documents have been provided by VHA ORO: 
· Summary of Major Changes in Research Compliance Reporting Requirements
Under VHA Handbook 1058.01 Issued June 15, 2015
· Summary Of Requirements For Reporting Research Incidents Under VHA Handbook 1058.01 (chart)
· Reporting Local Deaths, Local Serious Adverse Events (SAEs), and Serious Problems in VA Research (flow diagram)
· Examples and a Brief Guide for Reporting Apparently Serious Research Information Security Problems that May Be Reportable to ORO under VHA Handbook 1058.01
· Examples and a Brief Guide for Reporting Apparently Serious or Apparently Continuing Noncompliance in Human Research that May Be Reportable to ORO under VHA Handbook 1058.01



For questions concerning this or other Research Service Bulletins or Hot Topics, contact:
Jessica Mendoza, 
Human & Animal Research Protections Officer
Room 3D-158
410-605-7000 x6512
jessica.mendoza@va.gov
