Reporting Research Events to Oversight Committees and ORO
March 7, 2011

VANJHCS
Standard Operating Procedures

REPORTING RESEARCH EVENTS TO OVERSIGHT COMMITTEES AND THE OFFICE OF RESEARCH OVERSIGHT

PURPOSE/SCOPE
This  Standard Operating Procedure (SOP)  describes the types of events that must be promptly reported to the appropriate regulatory and oversight agencies, including the Office of Research Oversight (ORO), the appropriate institutional officials, the sponsor, the coordinating center, and outside authorities as well as how such reports are prepared and submitted.

POLICY
This SOP identifies:
· Research events that must be reported to appropriate oversight committees, 
· Research events that must be reported to ORO Regional Office, 
· Research events that must be reported to ORO Central Office, 
· The methods and timelines for reporting such events, and 
· The information to be included in the reports.

Additional reporting to the appropriate oversight committees, appropriate institutions officials, and agencies may be warranted for any of the following:
· Event/problem that involves or suggests risks to subjects or others is serious, is unanticipated, and is related or probably related to the research.
· Local (on-site) serious adverse event (SAE).
· Serious or continuing noncompliance. 
Suspension or termination of subcommittee approved research.
Research misconduct.
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[bookmark: _DEFINITIONS]DEFINITIONS
Administrative Hold: An administrative hold is a voluntary interruption of research enrollments and/or ongoing research activities by an appropriate facility official, research investigator, or sponsor.
Administrative hold does not apply to interruptions of research related to concerns regarding: 
· The safety, rights, or welfare of human research subjects, research investigators, research staff, or others; or
· The safety or welfare of laboratory animals.
The terms “suspension” and “termination” apply to research interruptions related to concerns about safety, rights, or welfare.
Adverse Event: An AE is any untoward physical or psychological occurrence in a human subject participating in research.  An AE can be any unfavorable or unintended event including abnormal laboratory finding, symptom or disease associated with the research or the use of a medical investigational test article (includes drug, biologic, or device).  An AE may or may not have a causal relationship with the research, or any risk associated with the research or the research intervention, or the assessment.  Adverse events involve participants only.
· Off-site AE:  AEs that occur to subjects who are enrolled at other sites.
· On-Site AE: AEs that occur to subjects enrolled at this site for which the VA investigator’s IRB of record is responsible, whether the event occurs while the subject is physically at the VA NJHCS or elsewhere.  (Ex. A subject enrolled at this site and hospitalized in facility in another state is an on-site SAE).
Animal: A laboratory animal is a live (non-human) vertebrate used or intended for use in research, research training, experimentation, or biological testing, or for a related purpose
Assurance: An Assurance of Compliance is a written commitment to a Federal department or agency to ensure compliance with applicable requirements.  For example, the participation of human subjects in VA research requires a Federalwide Assurance (FWA) for the Protection of Human Subjects; the participation of laboratory animals in VA research requires a Public Health Service (PHS) Animal Welfare Assurance.
Continuing Noncompliance: Continuing noncompliance is persistent or repeated failure, either in the past or extending into the present, to satisfy VA or other Federal requirements.
Event/Problem Reporting Form: The required form for investigators to submit to the IRB for reporting within 5 business days of being aware of protocol deviations, protocol violations, unanticipated problems & events, serious adverse events, adverse events, and non-compliance.
Human Subject: A human subject is a living individual about whom an investigator conducting research obtains:
· Data through intervention or interaction with the individual; and/or
· Identifiable private information.
Institutional Animal Care and Use Committee (IACUC): An IACUC is a committee formally designated by an institution to ensure compliance with animal research regulations and guidelines and maintenance of an Animal Care and Use Program (ACUP).
Institutional Review Board (IRB): The IRB is a committee formally designated by the organization to review, require modifications in, approve, disapprove, and conduct continuing oversight of human research.
Noncompliance: Failure to follow medical center policies and procedures, regulatory requirements, ethical treatment of subjects, VHA Handbook 1200.05 or the requirements or determinations of the IRB. 
Non-Serious and Non-Continuing Noncompliance is noncompliance that is neither serious noncompliance nor continuing noncompliance.
Related/Associated: An event that is likely to have a causal relationship with by the research procedures or test article.   
Research Compliance Officer (RCO): The RCO is an individual whose primary responsibility is oversight of research projects.  The RCO conducts periodic audits of research activities in accordance with VA requirements and reports directly to the Facility Director.
Research Impropriety: Research impropriety refers to noncompliance with the laws, regulations, or policies regarding human subject protections, laboratory animal welfare, research safety, research laboratory security, research information security, research misconduct, and other matters as the Under Secretary for Health may assign.  Research impropriety does not encompass improper procedures or conduct in areas outside of the jurisdiction of ORO, such as: waste, fraud, abuse, or fiscal mismanagement.
Research Oversight Committee is any committee or subcommittee designated by a VA research facility to ensure compliance with Federal, VA, or facility requirements for the conduct of research (e.g., the IRB, IACUC, or Research & Development [R&D] Committee).
Research Misconduct is fabrication, falsification, or plagiarism in proposing, performing or reviewing research, or in reporting research findings (per VHA Handbook 1058.2).
Serious adverse event (SAE): An SAE is an AE that results in death; a life threatening experience; hospitalization (for a person not already hospitalized); prolongation of hospitalization (for a patient already hospitalized); persistent or significant disability or incapacity; congenital anomaly and/or birth defects; or an important medical event that may not result in death, be life-threatening, or require hospitalization but when based upon appropriate medical judgment, may jeopardize the subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.  
· Examples of such medical events include allergic bronchospasm requiring intensive treatment in an emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient hospitalization, or the development of drug dependency or drug abuse.
· Examples also include allergic bronchospasm requiring intensive treatment in an emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient hospitalization, or the development of drug dependency or drug abuse. 
Serious Problem: A serious problem is a problem in human research that may reasonably be regarded as: 
(1) Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or 
(2) Substantively compromising the effectiveness of a facility’s human research protection or human research oversight programs.
Serious Noncompliance: Serious noncompliance is the failure to adhere to the laws, regulations, or policies governing VA research that: 
· Results in substantive harm or damage (or risk of substantive harm or damage) to the safety, rights, or welfare of human subjects, research staff, or others; or 
· Results in substantive harm or damage (or risk of substantive harm or damage) to the safety or welfare of laboratory animals; or
· Substantively compromises the integrity or effectiveness of research protections, either systematically or relative to a particular protocol or project.
Subcommittee for Research Safety (also known as Safety/Biohazard Committee): SRS is the subcommittee that reviews and approves all research activities involving biological, chemical, physical, and radiation hazards for compliance with all applicable regulations, policies, and guidelines.
Suspension of approval of research refers to the research oversight committee placing a temporary interruption or stop of some or all previously approved research activities for concern regarding the safety, rights, or welfare of human subjects, investigators, or others pending one or more corrective actions or events. 
· Following completion of the corrective action, the research oversight committee at a convened meeting may approve some or all of the suspended research activities.
Note: Expiration of research oversight committee approval does not in and of itself constitute Suspension or Termination.
Termination of IRB approval of research is a directive of the research oversight committee to permanently withdraw approval for some or all research activities.
Unanticipated SAE: An unanticipated SAE is one that is unforeseen in terms of nature, severity, frequency of occurrence, or time of its occurrence, as documented in the protocol or other materials approved by the R&D Committee or subcommittee (IRB, or other oversight committee).  Materials may include informed consent, clinical investigator’s brochure, product labeling, etc. 
Unanticipated problems involving risks to subjects or others (UPRs): (AAHRPP I.3.J) UPRs are any event or information that (1) was unforeseen or unexpected given the nature of the research procedures and the subject population and (2) indicates that the research procedures caused harm or discomfort to participants or others or indicates that participants or others are at increased risk of harm or discomfort than previously known or recognized.  Unanticipated problems involving risks to subjects or others are unanticipated events involving ANY aspect of a research project; may involve anyone, NOT participants only; can occur in clinical or non-clinical research.  

[bookmark: _HUMAN_SUBJECTS_RESEARCH]HUMAN SUBJECTS RESEARCH REPORTING REQUIREMENTS
Investigators and research community:
Investigators and all members of the research community must report AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after becoming aware of any event(s)/problem(s) involving or suggesting risks to subjects or others to the Associate Chief of Staff for Research (ACOS R&D) and the IRB using the Event/Problem Reporting Form.  Such problems include but are not limited to the following.
1. Local or internal unanticipated Serious Adverse Events (SAEs)
2. Interruptions in subject enrollment or other research activities due to concerns about the safety, rights, or welfare of subjects, staff, or others
3. Any work-related injuries requiring more than minor medical intervention or leading to serious complications or death
4. Any VA National Pharmacy Benefits Management (PBM) Bulletin or Communication relevant to the research study
5. Any Data Safety Monitoring Board (DSMB) or Data Safety Monitoring Committee (DMC) report that describes a safety problem
6. Any sponsor analysis that describes a safety problem
7. Protocol violation/deviation (meaning a change or alteration in a procedure or procedures as outlined in the IRB approved protocol, health care system or IRB policies and standard operating procedures) 
8. Apparent serious or continuing noncompliance (including all findings related to human research by any VA office, any Federal department or agency (e.g., FDA), or any other entity (VHA Handbook 1200.05; the Common Rule at 36 CFR 16; Food and Drug Administration (FDA) regulations at 21 CFR 50 and 56).
9. Unanticipated adverse device effect (Any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects).
10. Suspension or terminations of subcommittee approval related to the concerns about safety, rights, or welfare of subjects, staff, or others, including suspensions of new enrollment or other activities.
Research Compliance Officer (RCO):
1. RCO is responsible for reporting to the Facility Director, the ACOS R&D, the R&D Committee, and the IRB as soon as possible but no later than 5 business days after becoming aware of a problem during a regulatory audit when the problem: 
a. Involves or suggests risks to subjects or others, is determined to be serious, is unanticipated, and is related or possibly related to the research.
b. Involves possible serious or continuing noncompliance.
IRB Review of reported event(s)/problem(s):
1. A qualified IRB reviewer is responsible for determining and documenting within 5 business days after the report is received by the Research Office whether: 
a. The event/problem that involves or suggests risks to subjects or others is serious, is unanticipated, and is related or possibly related to the research. 
b. The event/problem is serious or continuing noncompliance.
c. The event/problem involves terminating or suspending IRB approval.
d. The event/problem is possible research misconduct.
· A case of possible research misconduct is referred to the Research Integrity Officer (RIO).
e. Immediate action is necessary to protect participants from the potential of apparent immediate harm.
· Examples include but are not limited to suspension or termination of IRB approval and notification of subjects.
f. Review by the convened IRB is needed.
2. The IRB reviewer documents the determination.
3. If the problem/event is deemed not reportable to Regional ORO, Central ORO, or other entities; no further action is necessary, and local procedures are followed (per local SOP IRB Role and Function).
4. If the problem/event is categorized as serious, unanticipated, related (or possibly related) to research: 
a. The IRB Chair or designee or convened IRB may impose immediate actions to protect participants from the potential of apparent immediate harm.
b. The IRB may request modifying the protocol, modifying the informed consent form, re-consent to participate, additional training of the investigator, providing additional information to participants, or other recommendations intended to protect participants from potential harm. 
· If a modification to the informed consent form is warranted, the convened IRB must document in its records whether previously enrolled subjects are to be notified, including when the notification will take place and how the notification will be documented.
c. The IRB may request referral to the VA NJ HCS Risk Management section, Patient Safety Officer, Pharmacy and Therapeutics Committee or other entity in the institution.
d. The investigator will be notified about the determination and the step(s) to take in the timeframe appropriate for the matter.
e. The incident will be reported to the Facility Director within 5 business days of categorizing the incident.
f. The Chief of Staff, the R&D Committee Chair, and other entities as appropriate will be informed about the incident.
g. [bookmark: OLE_LINK1][bookmark: OLE_LINK3]The Facility Director must notify the appropriate parties no later than 5 business days after being informed of a research event(s)/problem(s) [as described below in the section “FACILITY DIRECTOR’S RESPONSIBILITIES”].
· OHRP must be notified no later than a month of IRB’s receipt of the report if the problem occurred at the VANJHCS and was deemed by the IRB to be an unanticipated problem involving risk to subjects or others, a serious or continuing noncompliance, or a suspension or termination of IRB approval.
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Investigators and research community:
Investigators and all members of the research community must report AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after becoming aware of the any event(s)/incident(s) involving or suggesting risks to subjects or others to the ACOS R&D and the IACUC.  Such problems include but are not limited to the following.
1. Unanticipated incidents that seriously affects the health or safety of laboratory animals, including theft or escape of animals
2. Unanticipated loss of life, including those due to physical plant deficiencies or engineering failures or mishaps
3. Any work-related injuries requiring more than minor medical intervention or leading to serious complications or death
4. Possible serious or continuing noncompliance with, or deviations from, VA or other Federal requirements related to animal research (e.g., VHA Handbook 1200.7, the Animal Welfare Act at 9 CFR 1, 2, and 3; the PHS Policy on Humane Care and Use of Laboratory Animals; the Guide for the Care and Use of Laboratory Animals)
· This includes possible external noncompliance findings related to animal research by any VA office, or other federal department or agency (e.g., United States Department of Agriculture), or any other entity.
5. Suspension or terminations of ongoing animal research activities related to concerns regarding safety or welfare of laboratory animals or the safety, rights, or welfare of research staff or others, or due to operational problems that necessitate a voluntary or involuntary interruption in the conduct of animal research
· This includes the unanticipated resignation of an individual essential to the program, a disease outbreak that threatens colony health, or addressing a physical plant issue to remain in compliance with VA or other Federal requirements.
ACOS R&D, IACUC Chair, or designee must report the event(s)/problem(s) to the Facility Director and R&D Committee AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after awareness.
IACUC review of reported event(s)/incident(s):
1. The IACUC is responsible for reviewing any report involving an apparent incident or event as described above in 5A.1.-5A.5. at the next convened meeting. 
2. The IACUC may convene an emergency session that is prior to the next schedule meeting if the incident or event that presents a significant risk to the safety or welfare of laboratory animals or the safety, rights, or welfare of research staff or others requires immediate attention.
3. The IACUC Chair or designee will consult with Regional ORO and the ORO Associate Director for Research Safety and Animal Welfare if the significance of the reported event or incident is not clear.
· Questions about reporting to the Office of Laboratory Animal Welfare or other Federal agencies must be referred directly to the relevant agency or to the ORO Associate Director for Research Safety and Animal Welfare who will confer with the ORD Chief Veterinary Medical Officer as appropriate.
4. During the IACUC convened meeting, the IACUC Chair or designee or the Board may impose immediate actions to protect laboratory animals or others. From the potential of apparent immediate harm.
a. The IACUC may request modifying the protocol, additional training of the investigator, or other recommendations intended to protect laboratory animals or others from potential harm.
b. The investigator will be notified about the determination and the step(s) to take in the timeframe appropriate for the matter.
5. If the IACUC deems that the incident or event (as described above in 5A.1.-5A.5) is reportable, the IACUC Chair or designee must report the determination directly (without intermediaries) to the Facility Director within 5 business days of IACUC’s determination.
a. The report to the Director must be written, with simultaneous copies to the ACOS R&D, the R&D Committee, and other relevant research oversight committee(s).
b. The IACUC must reach a determination that a reportable event did (or did not) occur within 30-45 days after receiving a relevant report.
c. Remedial actions involving a specific study or research staff must be completed within 9-120 days following IACUC’s determination.
(1) Remedial actions involving programmatic noncompliance must be completed within 120-180 days following IACUC’s determination unless remediation requires substantial renovation, fiscal expenditure, legal negotiation, etc.
(2) If it is known at the outset that completion of remedial actions will extend beyond these periods (for example where significant infrastructure improvements or major equipment purchases are needed) the ORO RO must be consulted regarding development of an acceptable plan to minimize negative impact on animal welfare or critical research activities.
d. The Facility Director must notify the appropriate parties no later than 5 business days after being informed about the reportable event/incident [as described below in the section “FACILITY DIRECTOR’S RESPONSIBILITIES”].
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Investigators and research community:
Investigators and all members of the research community must report AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after becoming aware of the any event(s)/incident(s) involving or suggesting risks to subjects or others to the ACOS R&D and the SRS.  Such event(s)/incident(s) include but are not limited to the following.
1. Any work-related injuries requiring more than minor medical intervention or leading to serious complications or death
2. Any work-related exposure of VA research personnel to hazardous materials at greater than routine levels or that requires more than minor medical intervention or leads to serious complications or death
3. Any incident reportable under applicable Federal standards, including but not limited to VHA Handbooks on research safety, NIH OBA guidelines, Occupational Safety and Health Administration requirements, CDC requirements, Department of Transportation requirements, New Jersey Department of Environmental Protection, United States Environmental Protection Agency, and Nuclear Regulatory Commission (NRC) requirements.  Members of the VA research community are required to ensure that the incident has been reported in writing to the SRS.  Examples include, but are not limited to the following. 
a. Any finding of noncompliance with research safety requirements by any VA office (other than ORO) or any other Federal or state entity. Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings.
b. Initiation of VA research requiring safety review without written notification from the ACOS for Research that the project may begin
c. Conduct of research requiring safety review without required approval by the SRS or other relevant research review committees
d. Continuation of research beyond the expiration date established by the SRS without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees.
e. Failure to implement changes required by the SRS as a condition of approval
f. Unauthorized deviation from an SRS-approved protocol
· NOTE: The SRS must be consulted in advance of implementing changes to determine if a protocol modification requires prior SRS approval.
g. Failure to comply with continuing review requirements of the SRS or other relevant research review committees
h. Conduct of official SRS business by an improperly constituted committee or with less than a quorum of voting members present.
i. Failure to correct identified programmatic or facility deficiencies within the periods specified below:
(1) Except in extraordinary circumstances, remedial actions related to specific research projects must be completed within 90-120 days of the research review committee’s determination of noncompliance (or of such a determination by ORO). 
(2) Except where remediation requires substantial renovation, fiscal expenditure, hiring, legal negotiations, or other extenuating circumstances, remedial actions related to programmatic noncompliance must be completed within 120-180 days of the noncompliance determination. 
(3) Where completion of remedial actions extends beyond the periods described in the preceding subparagraphs, the facility must provide ORO with a written justification for the delay and an acceptable timeline for completion.
4. Conduct of research by unauthorized personnel or personnel who lack appropriate training
5. Any noncompliance or other deficiency that substantively compromises the effectiveness of a facility’s research safety programs
6. Any suspension or termination of research (e.g., by the SRS or other research review committee, or by the ACOS for Research or other facility official) related to concerns about research safety
7. Laboratory Decommissions. The PI or Laboratory Director must obtain authorization (i.e., permission) from the SRS and the ACOS R&D prior to reassigning, vacating, converting to non-laboratory use, or otherwise decommissioning existing laboratory space that requires identification and disposal of hazardous materials, infectious agents, or equipment between uses.
0. The request for authorization to decommission laboratory space must be made in writing at least 1 month prior to implementation. Upon receiving such a request, the ACOS for Research must notify the facility Safety Office to coordinate inventory and removal of hazardous materials, infectious agents, or equipment. 
0. Within 5 business days of discovering, receiving a credible report of, or otherwise becoming aware of any decommissioning implemented without the required authorization, the ACOS for Research must report the incident directly (without intermediaries) to the facility Director and the facility Safety Office.
0. SRS review of reported event(s)/incident(s): 
1. The SRS is responsible for reviewing any report involving an apparent incident or event as described above in 6A.1.-6A.7. and unauthorized decommissioning of a laboratory at the next convened meeting. 
2. The SRS may convene an emergency session that is prior to the next schedule meeting if the incident or event that presents a significant risk to the safety of research staff or others or a significant risk to environment safety requires immediate attention.
3. The SRS Chair or Alternate Chair will consult with Regional ORO and the ORO Associate Director for Research Safety and Animal Welfare if the significance of the reported event or incident is not clear. 
4. If the SRS deems that the incident or event (as described above in 6A.1.-6A.7.) is reportable or an unauthorized decommissioning of a laboratory occurred, the SRS Chair must report the determination directly (without intermediaries) to the Facility Director within 5 business days after SRS’s determination.
a. The report to the Director must be written, with simultaneous copies to the ACOS R&D, the R&D Committee, and other relevant research oversight committee(s).
b. The SRS must reach a determination that a reportable event did (or did not) occur within 10-25 days after receiving a relevant report.
c. Remedial actions involving a specific study or research staff must be completed within 10-25 days following SRS’s determination.
· Remedial actions involving programmatic noncompliance must be completed within 20-30 days following SRS’s determination unless remediation requires substantial renovation, fiscal expenditure, legal negotiation, etc.
d. An initial report of an SRS’s determination is required regardless of whether the determination is preliminary and still under review or final disposition of the matter has been resolved at the time of the report.
e. The Facility Director must notify the appropriate parties of SRS’s determination no later than 5 business days after receiving such notification [as described below in the section “FACILITY DIRECTOR’S RESPONSIBILITIES”].

1. [bookmark: _RESEARCH_LABORATORY_SECURITY]RESEARCH LABORATORY SECURITY REPORTING REQUIREMENTS
1. Investigators and research community:
Investigators and all members of the research community must report in writing to the ACOS R&D AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after becoming aware of any situation described below in subparagraphs 7.A.1.-7.A.6. 
1. Any injury or harm to a person or laboratory animal related to a break-in, security breach, or other security problems involving a research facility
2. Any break-in or security breach involving a VA BSL-3 research laboratory
3. Any break-in or security breach involving a VA research facility that results in any of the following.
a. Loss of any quantity of a select agent or toxin
b. Loss of any quantity or a highly hazardous agent (see VHA Handbook 1200.06)
c. Substantial damage to the facility
d. Substantial loss of equipment or resources
4. Any findings of noncompliance related to research laboratory security by any VA office (other than ORO) or other federal department or state entity (e.g., Department of Homeland Security).  Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings
5. Any other deficiency that substantively compromises the effectiveness of the facility’s research laboratory security program
6. Any suspension or termination of research (e.g., by the ACOS R&D or other facility official) related to concerns about research laboratory security
1. The ACOS R&D is responsible for reporting AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after discovering, receiving a credible report of, or otherwise becoming aware of any situation described above in subparagraphs 7.A.1.-7.A.6.  (without intermediaries) to the Facility Director.
· The report to the Director must be written, with simultaneous copies to the R&D Committee, any other relevant research oversight committee(s), and the VA Police Service.
1. The Facility Director must notify the appropriate parties no later than 5 business days after being informed of the incident(s) [as described below in the section “FACILITY DIRECTOR’S RESPONSIBILITIES”].

1. [bookmark: _RESEARCH_INFORMATION_REPORTING]RESEARCH INFORMATION PROTECTION REPORTING REQUIREMENTS
2. Immediate reporting:
1. Within 1 hour of becoming aware of any situation described below in subparagraphs 8.A.1.a.-8.A.1.b., investigators and all members of the research community must ensure that the situation has been reported to the ACOS R&D, the Facility ISO, and the Facility Privacy Officer.  Such problems include but are not limited to the following.
0. Any unauthorized, research-related access, use, disclosure, transmission, removal, theft, or loss of VA sensitive information, including but not limited to the following:
A. Protected health information
B. Individually-identifiable private information (as defined in 38 CFR 16.102(f)(2))
C. Confidential information
D. Privacy Act-protected information
0. Any research-related incidents reportable to the Office of Information and Technology Network and Security Operations Center that impacts, inhibits, or compromises network security
2. The ACOS R&D must immediately notify the Facility Director, the R&D Committee, and any relevant research oversight committee(s) upon discovering, receiving, or otherwise becoming aware of a credible report of a research information protection incident described in above in subparagraph 8.A.1.-8.A.2. and must ensure that the facility ISO and facility PO have also been notified.
3. Any oral report or notification of an incident described above in subparagraph 8.A.1.a.-8.A.1.b. must be followed as quickly as possible by a written report.
2. Regular Reporting: 
1. Independent of the reporting requirements described in subparagraph 8.A.1., members of the VA research community are required to ensure that any situation described in subparagraphs 8.A.1.a.-8.A.1.b. has been reported in writing to the ACOS R&D, the facility ISO, and the facility PO within 5 business days of becoming aware of the situation.  Such events include but are not limited to the following.
a. Any findings of noncompliance related to research information security or privacy by any VA office (other than ORO) or any other Federal or state entity. 
4. Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings.
b. Any other deficiency that substantively compromises the effectiveness of the facility’s research information protection program
c. Any suspension or termination of research (e.g., by the ACOS R&D or other facility official) related to concerns about research information protection
2. The ACOS R&D is responsible for reporting AS SOON AS POSSIBLE but no later than 5 BUSINESS DAYS after discovering, receiving a credible report of, or otherwise becoming aware of any situation described above in subparagraphs 8.A.1.a.-8.A.1.b. (without intermediaries) to the Facility Director.
5. The report to the Facility Director must be written, with simultaneous copies to the R&D Committee, any other relevant research oversight committee(s).
3. The Facility Director must notify the appropriate parties no later than 5 business days after being informed of the incident(s) [as described below in the section “FACILITY DIRECTOR’S RESPONSIBILITIES”] and must ensure that the Facility ISO and Facility PO have also been notified.

1. [bookmark: _REQUIREMENTS_RELATED_TO]REQUIREMENTS RELATED TO RESEARCH MISCONDUCT
A. The procedures for handling misconduct allegations are found in VA NJ HCS R&D Committee Policy RI-12-0704 (015) Attachment C, Misconduct in Scientific Research and in VHA Handbook 1058.2.
B. The Facility Research Integrity Officer (RIO) and the Facility Director have specific reporting responsibilities described in the R&D Committee policy, Appendix C Misconduct in Scientific Research, and VHA Handbook 1058.2 consistent with Table 3 in this SOP. 

1. [bookmark: _F_ACILITY_DIRECTOR’S]FACILITY DIRECTOR’S RESPONSIBLITIES
4. The Facility Director is responsible for ensuring that standard operating procedures (SOPs) are developed, written, and published to ensure the reporting requirements of VHA Handbook 1058.01 are met.
· The SOPs must provide detailed procedures on how to ensure compliance in accordance with the requirements of VHA Handbook 1058.01 related to human subjects research, animal research, research safety, research laboratory safety, and research information protection.
4. The Facility Director is responsible for ensuring all relevant requirements related to reporting research events both within the VA and to external agencies and accrediting organizations are being satisfied.

C. The Facility Director is responsible for reporting serious or continuing noncompliance identified by the RCO during an informed consent or regulatory audit to the VISN3 Network Director and the VHA CRADO, or designed when appropriate.
D. Facility Director is responsible for assuring that notifications to ORO and other applicable entities are made within 5 business days or other specified timeframes regarding reportable events as described in this SOP. 
1. The required research event(s)/incident(s) that are reported are as follows.
1. Those summarized in Table 1 are reported to ORO Regional Office with a copy to the VISN3 Network Director.
1. Those summarized in Table 2 are reported to ORO Central Office with a copy to the ORO Regional Office and the VISN3 Network Director.
· This includes but is not limited to a report of any change to the facility’s FWA or other approved Assurance, the facility’s designated IRB, the MOU related to IRB designation or human protection arrangements or there is a problem achieving “full accreditation status”.
1. Those relating to misconduct (see Table 3) are reported to ORO Central Office with a copy to the VISN3 Director.
1. The facility Director must report any unauthorized laboratory decommissioning to the appropriate ORO RO within 5 business days after being notified.
2. The notification of the event must be written and signed. 
3. The report is required whether or not the disposition of the event has resolved at the time of the initial report. 
4. Follow-up reports detailing any additional findings and appropriate remedial actions must be provided to the appropriate ORO office at intervals and in a manner specified by that office.

6. [bookmark: _REPORT_PREPARATION_AND]REPORT PREPARATION AND SUBMISSION
A. Report Preparation:
1. The Subcommittee Coordinator, Research Compliance Officer (RCO), or designee will prepare a report on Department of Veterans Affairs letterhead that contains the following information: (AAHRPP I.3.I) 
3. Date of the report 
3. Address
3. Greeting
3. Reason for letter and date of convened subcommittee meeting (if applicable)
3. FWA number 
3. Nature of the event (Unanticipated problem involving risks to participants or others, serious or continuing non-compliance, suspension or termination of approval of research) 
3. Name of the institution conducting the research 
3. Title of the research project and/or grant proposal in which the problem occurred 
3. Name of the principal investigator on the protocol
3. Number of the research project assigned by the IRB and the number of any applicable federal award(s) (grant, contract, or cooperative agreement)
3. Detailed description of the problem including the findings of the organization and the reasons for the IRB’s decision
3. Summary of the research
m. Actions the institution is taking or plans to take to address the problem (e.g., revise the study documents, suspend subject enrollment, terminate the research, inform enrolled subjects, increase monitoring, etc.)
n. Plans, if any, to send a follow-up or final report;
o. Name of the external sponsor(s) of the project(s)
p. Funding source(s) for the project
q. Name of any agencies or organizations external to the VA that were notified, or are to be notified, of the event
r. Who to contact for further information
s. Facility Director’s name and title with a space for signature
t. Cc to indicate who will receive copies of the report
2. The subcommittee chair or designee and the Director reviews the report and modifies the report as needed (AAHRPP I.3.I)
3. The Director approves and signs the report and returns it to the subcommittee coordinator, RCO, or designee. 
B. Report Submission:
1. The subcommittee coordinator, RCO, or designee sends the report and copies to the appropriate entity (per Table 1-3 below and VHA Handbook 1058.01)
2. The subcommittee coordinator, RCO, or designee also provides copies of the report to the appropriate entity (per Table 1-3 below and VHA Handbook 1058.01) and the following as appropriate: (AAHRPP I.3.I; I.3.J, II.4.D) 
a. Subcommittee(s) (in the next convened agenda as an information item)
b. FDA, if the study is subject to FDA regulations. 
(1) If the study is conducted or funded by any Federal Agency other than DHHS that is subject to “The Common Rule”, the report is sent to the agency if required by the agency.
(2) Reporting to a regulatory agency is not required if the event occurred at a site that was not subject to the direct oversight of the organization, and the agency has been notified of the event by the investigator, sponsor, another organization, or other mechanisms.
c. Chief of Staff
d. Principal investigator
e. Sponsor, if the study is sponsored.
f. Office of R&D if the study is VA funded.
g. Contract research organization, if the study is overseen by a contract research organization
h. Service Chief or supervisor of the principal investigator
i. Privacy Officer, if the event involved unauthorized use, loss, or disclosure of individually-identifiable patient information from that covered entity (AAHRPP II.4.D)
j. ISO if the event involved violations of information security requirements of that organization (AAHRPP II.4.D)
k. Office of Risk Management, Patient Safety Officer, Pharmacy and Therapeutics Committee or other entity in the institution (if applicable)
l. ACOS R&D can provide copies to others as deemed appropriate by the Director (example: Medical School)
3. ACOS R&D will ensure that all steps of this policy will be completed within the timeframe specified in this SOP.
7. If there is a possibility that a final determination as to disposition of the issue may not meet the timeframe specified in this SOP, Regional ORO, Central ORO, and/or other entities will be provided a preliminary report and follow-up reports as needed until the issue is resolved. (AAHRPP I.3.I; I.3.J, II.4.D)
C. Secure Transmission to ORO:
8. Reports to ORO are likely to include VA sensitive information as defined in VA Directive 6500. Electronic transmissions of such reports must be encrypted, and hard copies of such reports must be sent by secure carrier in accordance with VA requirements in VA Directive and Handbook 6500 and VA Directive 6609.
D. Follow-Up Reports to ORO:
1. If there is a possibility that a final determination as to disposition of the issue may not meet the timeframe specified in this SOP, Regional ORO, Central ORO, and/or other entities will be provided a preliminary report and follow-up reports as needed until the issue is resolved. (AAHRPP I.3.I; I.3.J, II.4.D)
2. After the initial report, additional investigation and review are frequently needed to obtain a complete understanding of the facts associated with the case. Interim and final reports must be provided as directed by ORO to incorporate the full scope of relevant determinations and remedial actions, including programmatic actions as warranted.
E. Remedial Actions:
1. The relevant research review committee is responsible for determining the appropriate remedial action(s) in response to identified noncompliance and for verifying that the remediation is implemented as required.
2. Except in extraordinary circumstances, remedial actions related to specific research projects must be completed within 90-120 days of the research review committee’s determination of noncompliance (or of such a determination by ORO).
3. Except where remediation requires substantial renovation, fiscal expenditure, hiring, legal negotiations, or other extenuating circumstances, remedial actions related to programmatic noncompliance must be completed within 120-180 days of the noncompliance determination.
4. Where completion of remedial actions extends beyond the periods described in the preceding subparagraphs, the facility must provide ORO with a written justification for the delay and an acceptable timeline for completion

4. [bookmark: _REFERENCES]REFERENCES
VHA Handbook 1058.01 Requirements for Reporting Research Events to Facility Oversight Committees and the Office of Research Oversight
VHA Handbook 1200.05 Requirements for the Protection of Human Subjects in Research
VHA Handbook 1200.7 Use of Animals in Research
VHA Handbook 1058.2 Research Misconduct
VHA Handbook 1200.08 Safety of Personnel Engaged in Research
VHA Handbook 1200.01 Research and Development Committee
VA New Jersey Health Care System Research Standard Operating Procedures

TABLE 1: 
SUMMARY OF REQUIREMENTS FOR REPORTING RESEARCH EVENTS TO REGIONAL ORO with a copy to the VISN3 Network Director

	Human
	Animal
	Safety
	Laboratory Security
	Information Protection

	1.  Problems involving risks to subjects or others that are unanticipated and serious and related, or possibly related, to the research, including work-related injuries; interruptions in research activities due to concerns about the safety, rights, or welfare of subjects, staff, or others; and data Monitoring Committee reports or sponsor analysis describing a safety problem.
2. Local adverse events that are unanticipated and serious and related, or possibly related,  to the research. 

3. Serious or continuing noncompliance as determined by the Institutional Review Board (IRB) or identified by a Research Compliance Officer (RCO) audit, including findings of external entities.
4. Suspensions or terminations of IRB approval related to concerns about the safety, rights, or welfare of subjects, staff, or others, including suspensions by the IRB of new enrollments or other research activities.
	1. Any unanticipated incident that seriously affects the health or safety of laboratory animals.
2. Any unanticipated loss of animal life, including loss due to physical plant or engineering problems.
3. Work-related injury to personnel, or research-related injury to any person, requiring more than minor medical intervention or leading to serious complications or death.
4. Any serious or continuing noncompliance with, or deviations from,   VA or other Federal requirements.
5. Suspensions or terminations of ongoing animal research activities related to concerns regarding the safety or welfare of animals or the safety, rights, or welfare of staff or others.
6. Findings of noncompliance by external entities.
	1. Work-related injury to personnel, or research-related injury to any person, requiring more than minor medical intervention or leading to serious complications or death.
2. Work-related exposure of research personnel to hazardous materials at greater than routine levels or requiring more than minor medical intervention or leading to serious complications or death.
3. Any serious or continuing noncompliance with VA or other Federal requirements.
4. Suspensions or terminations of ongoing research activities related to concerns regarding the safety, rights, or welfare of research staff or others.
5. Findings of noncompliance by external entities.

	1. Any injury or harm to a human being or laboratory animal related to a break-in, security breach, or other problem involving a VA research facility.
2. Any serious or continuing noncompliance with VA or other Federal requirements.
3. Any break-in or security breach involving a VA  Biosafety Level 3 (BSL-3) research laboratory.
4. Any break-in or security breach involving a VA research facility that results in: 
   a.  Loss of any quantity of select agent or toxin.
   b.  Substantial damage to the facility.
   c.  Loss of equipment or resources.
5. Findings of noncompliance by external entities.

	1. Any serious or continuing noncompliance with VA or other Federal requirements.
2. Any unauthorized, research-related access, use, disclosure, transmission, removal, theft, or loss of protected health information, individually identifiable private information, confidential information, Privacy Act protected information, or other VA sensitive information.
3. Any research-related incidents reportable to the Office of Information and Technology (OI&T) Network and Security Operations Center (NSOC).
4. Findings of noncompliance by external entities.





TABLE 2:
SUMMARY OF REQUIREMENTS FOR REPORTING RESEARCH EVENTS TO ORO CENTRAL OFFICE with a copy to the ORO Regional Office and VISN3 Network Director 
	Human
	Animal
	Safety
	Laboratory Security
	Information Protection

	1. Any change in the facility’s Federalwide Assurance (FWA) or other ORO-approved Assurance,
2. Any change in the facility’s designated IRB(s).
3. Any change in an memorandum of Understanding (MOU) related to the designation of IRBs or other human research protection arrangements.

4. Failure of the VA facility to achieve “full accreditation” status from the VA human research accreditation organization, any change in the facility’s accreditation status, or any change in the accreditation status of an affiliate involved in the facility’s human research protection program.
	1. Any change in the facility’s Public Health Service (PHS) Animal Welfare Assurance as filed with the Office of Laboratory Animal Welfare (OLAW).
2. Any change in the status of the PHS Animal Welfare Assurance of an affiliate or other entity on which the facility relies.
3.  Any change in an MOU related to laboratory animal welfare or animal care and use arrangements
4. Failure of the VA facility to achieve “full accreditation” status from the VA animal research accreditation organization, any change in the facility’s accreditation status, or any change in the accreditation status of an affiliate involved in the facility’s animal care and use program.
	1.  Any change in an MOU related to research safety arrangements.
	1.  Any change in an MOU related to research laboratory security arrangements.
	1.  Any change in an MOU or System Interconnection Agreement related to research information security arrangements.




TABLE 3:
SUMMARY OF REQUIREMENTS FOR REPORTING RESEARCH MISCONDUCT TO ORO CENTRAL OFFICE
	Research Misconduct

	
1.  Notify ORO Central Office as soon as possible (preferably by telephone or email) about any allegation of research misconduct.  Subsequent written notification must be provided as specified by ORO Central Office.

2.  Notification needs to include whether or not the allegation involves any of the following:
   a.  Harm or threat of harm to research subjects.
   b.  Harm or threat of harm to those involved in an inquiry or investigation. 
   c.  Serious violations of animal welfare requirements.
   d.  Research safety or security compromises.
   e.  Risks to public health or safety.
   f.  Loss or destruction of VA funds or property.
   g.  Possible violations of civil or criminal law.

2.3.  Notify ORO Central Office of the following related to any research misconduct proceeding:
   a.  Opening of a research misconduct inquiry.
   b.  Requests for changes or departures from VHA Handbook 1058.2 (ORO approval required).
   c.  Extensions of the inquiry review period (ORO approval required).
   d.  Closure of a research misconduct inquiry without further investigation (include Inquiry Report and the concurrence of Facility Director).
   e.  Opening of a research misconduct investigation.
   f.  Extensions of the investigation review period (ORO approval required).
   g.  Closure of a research misconduct investigation (include Investigation Report and recommendations of Facility Director).
   h.  Decision of the Veterans Integrated Service Network (VISN) Director.




TABLE 4: To guide the identification of problems or unexpected events that is reportable to the Facility Director and to ORO, below is the “YES/NO” decision chart from VHA Handbook 1058.01.

 (
A
 “LOCAL” 
ADVERSE EVENT (AE)
 
occurs 
(i.e., an AE occurs at a site for which the VA investigator’s IRB of Record is responsible).
) (
A 
PROBLEM 
occurs that may affect
individuals
 associated with VA research.
)


 (
  
)
 
 (
 
 Is the
 
AE “SERIOUS” 
as defined by FDA,
 
i.e
.,
 
Did the AE result in (or need medical or surgical intervention to prevent) death, a life-threatening experience, inpatient hospitalization,  prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly or birth defect, or jeopardy to any subject’s rights, safety, or welfare?
)



 (
   NO
)
 (
   YES
) (
Does the 
PROBLEM 
involve or suggest
 RISKS
*
 to VA research 
SUBJECTS
?
)

 (
   NO
) (
   YES
)
 (
   NO
) (
   YES
) (
   NO
) (
   NO
) (
   YES
) (
   YES
) (
 
 
IRB CHAIR MUST REPORT TO FACILITY DIRECTOR WITHIN 5 DAYS.
FACILITY MUST REPORT TO ORO REGIONAL OFFICE (RO) WITHIN
 
5 DAYS.
 
) (
DO NOT
REPORT TO ORO 
) (
Was the 
PROBLEM 
or
 AE RELATED 
or
 POSSIBLY RELATED 
to the research?
) (
Was the
 
PROBLEM
 
or 
AE ANTICIPATED 
as to
 
NATURE, SEVERITY, OR FREQUENCY 
as stated in the protocol, consent document, investigators’ brochure, or other IRB-approved materials?
) (
Was the
 
PROBLEM 
or 
AE 
actually 
SERIOUS?
) (
   YES
) (
   NO
) (
Facility has flexibility in setting requirements for reporting to the IRB.
) (
  
VHA REQUIRES 
that the
 
PROBLEM 
or 
AE 
be
 
 
REPORTED
 to the
 IRB
 
within
 5 DAYS.
A 
QUALIFIED IRB MEMBER 
has
 5 DAYS
 
to
 
CATEGORIZE
 it
.
*
*
) (
Does the 
PROBLEM 
involve or suggest
 RISKS
*
 
to 
ANYONE ELSE 
in VA research
 
(e.g., family members, researchers, others)?
)
Page 4 of 22
image1.png





