	Responsible Oversight Committee1 Review and Reporting Procedures

for Research Involving Human Subjects Covered under VHA Handbook 1058.01

	Type of Report
	Committee Review and Reporting Procedures
	Documentation
	Time Frame

	Local* Research Deaths that are both unanticipated and related
*reporting individual’s facility (local site)

	1. Contact study team submitting the oral notice and confirm the accuracy of the notification and whether the incident is both unanticipated and related to the research study.  If the notification was made in error, document this in the study file and update the tracking system/database accordingly.

2. If contact with the study team cannot be made in time or the study team responds that the notification was submitted correctly, alert ORO, the Facility ACOS/R&D and the Facility Director by telephone or email within 2 business days of receipt of the oral notification that an unanticipated related research death has occurred.

3. Ensure that either a qualified Committee member or the Committee Chair reviews the report within 5 business days of receipt of the written notification and determines and documents whether any immediate action is required to eliminate apparent immediate hazards to subjects.  Preliminary determinations may also be made as to whether the death was unanticipated and related to the research.
4. Schedule review of the reported incident for the next convened meeting of the Committee.  The convened Committee must review and document the following:  

· The death was unanticipated and related to the research; or

· There is insufficient information to determine whether the death was unanticipated and related to the research; or

· The death was not unanticipated and/or the death was not related to the research

· Whether a change in the informed consent form or protocol is required.  

· If a modification of the informed consent form or protocol is required, the convened committee must determine and document whether or not investigators must notify or solicit renewed/revised consent from previously enrolled subjects; and if so, when such notification or consent must take place and how it must be documented.
5. All research-related deaths reviewed by the convened Committee must be reported per the below:
Reporting Procedures

1. Prepare memoranda addressed to the following individuals documenting the convened Committee’s determinations in paragraph 4 above for review and signature by the Committee Chair: (1) the ACOS/R&D; (2) the Facility Director; and (3) the PI.

2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.
4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 days after notifying the Facility Director.
	1. Telephone or Email

2. Telephone or Email
3. XXX Form
4. E.g. Committee Meeting Minutes
1. Reporting Memoranda Templates
	1. Immediately
2. Within 2 business days of receipt of oral notification

3. Within 5 business days of receipt of written notification
4. Next convened meeting

3. Within 5 business days of convened Committee meeting
4. 5 business days post- Facility Director notification.



1 Committees involved in the oversight of research involving human subjects include the IRB, the R&D Committee, and other subcommittees that have been designated the primary responsibility of continuing oversight of research involving human subjects.
	Type of Report
	Review Procedures
	Documentation
	Time Frame

	Local*

Serious Adverse Events that are both unanticipated and related 

and
Serious Problems that are both unanticipated and related
*reporting individual’s facility (local site)

	1. Ensure that either a qualified Committee member or the Committee Chair reviews the report within 5 business days of receipt of the written notification and determines and documents whether any immediate action is required to eliminate apparent immediate hazards to subjects.

2. Schedule review of the reported incident and determination of the Committee Chair or qualified reviewer for the next convened meeting.  The convened Committee must determine and document the following:  

· The incident is serious and unanticipated and related to the research; or

· There is insufficient information to determine whether the incident is serious and unanticipated and related to the research; or

· The incident was not serious and/or the incident was not unanticipated and/or the incident was not related to the research;
· Whether a change in the protocol or informed consent form is required.  

· If modification of the informed consent form or protocol is required, the convened Committee must determine and document whether or not investigators must notify or solicit renewed/revised consent from previously enrolled subjects; and if so, when such notification or consent must take place and how it must be documented.
3. Reporting to the VA Facility Director; ACOS/R&D; and ORO is required if the convened Committee determines that:
· Actions were taken to eliminate apparent immediate hazards to subjects; or

· The incident was serious and unanticipated and related to the research or there was insufficient information to make the determination; or

· Protocol or informed consent modifications were warranted

4. If none of the aforementioned determinations in paragraph 3 are made, generate a letter to the PI (as applicable) indicating the Committee’s determination to close the loop.

Reporting Procedures

1. Prepare memoranda addressed to the following individuals documenting the convened Committee’s determinations in paragraph 2 above for review and signature by the Committee Chair: (1) the ACOS/R&D; (2) the Facility Director; and (3) the PI.

2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 business days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.

4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 days after notifying the Facility Director.


	1. XX Form 

2. E.g. Committee Meeting Minutes

1. Reporting Memoranda Templates
	1. Within 5 business days of receipt of written notification
2. Next convened meeting

1. Within 5 business days of convened meeting

4. 5 business days post- Facility Director notification.

	Other Adverse Events, Serious Adverse Events, and Problems
	The oversight Committee must be notified and review such incidents in accordance with local Standard Operating Procedures (SOPs). 
[Insert Local Procedures]
	
	


	Type of Report
	Review Procedures
	Documentation
	Time Frame

	Apparent Serious or Continuing Noncompliance 


	1. Route the report to the Committee reviewer assigned to the study for review.  If the reviewer determines that the issue affects patient safety, the Committee Chair should be notified for additional review.   

2. Schedule review of the reported incident for the earliest practicable meeting of the convened Committee, not to exceed 30 business days after the notification.  The convened Committee must determine and document whether serious or continuing noncompliance occurred.  

a. In order to make a determination of serious noncompliance, the convened Committee must find that the issue represents failure to adhere to requirements for conducting human research that may reasonably be regarded as either 1)  presenting a genuine risk of substantive harm to the safety, rights, or welfare of human subjects, research personnel, or others, including their rights to privacy and confidentiality of identifiable private information or  2) substantively compromising a facility’s human research protection program.

b. In order to make a determination of continuing noncompliance, the convened Committee must find that the issue involves persistent failure to adhere to the legal and policy requirements governing human research.

c. If a determination of Serious and/or Continuing noncompliance is made, the Committee must document whether remedial actions are needed to ensure present and/or future compliance.

3. If the Committee determines that serious or continuing noncompliance occurred, reporting to the VA Facility Director, the ACOS/R&D; ORO; and the RCO (if the incident was identified by an RCO audit) is required per the below reporting procedures.

4. If none of the aforementioned determinations in paragraph 3 are made, generate a letter to the PI; and RCO (if report was identified by an RCO during an audit) and forward to them indicating the Committee’s determination to close the loop.
Reporting Procedures

1. Prepare memoranda addressed to the following individuals documenting the convened Committee’s determination for review and signature by the Committee Chair: (1) the ACOS/R&D; (2) the Facility Director; and (3) the PI.

2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 business days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.

4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 business days after notifying the Facility Director.
Examples of possibly reportable serious noncompliance in human research can be found at:

http://www.va.gov/ORO/Docs/Guidance/1058_01_Examples_Serious_Problems_and_NonComp_06_15_2015.pdf
Note:  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), are to be reported in accordance with reporting requirements included in this section.  Such deficiencies should also be reported to the facility Privacy Officer (PO).


	1. XX Form 

2. E.g. Committee Meeting Minutes

1. Reporting Memoranda Templates

	1. As soon as possible

2. Within 30 Business days of receipt of report

1. Within 5 business days of convened Committee meeting

3. 5 business days post- Facility Director notification.


	Other Apparent Non-compliance
	The oversight Committee must be notified of, and review such incidents in accordance with local SOPs.  
[Insert Local Procedures]

	
	


	Type of Report
	Review Process
	Documentation
	Time Frame


	Termination or Suspension of Research by VA Facility
	1.  Follow local SOPs for reviewing suspensions and terminations of research by a VA Facility.  
[Insert Local Procedures]
Reporting Procedures

1. All suspensions or terminations of research must be reported to the VA Facility Director, the ACOS/R&D; and the RCO within 5 business days of suspending or terminating any VA human research study.  
2. Prepare memoranda addressed to the following individuals documenting the determination for review and signature by Committee Chair: (1) PI; (2) the Facility Director; (3) the ACOS/R&D; and (4) the RCO.

3. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

4. Forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.

5. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 business days after notifying the Facility Director.

	1. Reporting Memoranda Templates
	1. 5 business days post-determination

5. 5 business days post- Facility Director notification



	Type of Report
	Review Process
	Documentation
	Time Frame

	Termination or Suspension of Research by an entity external to the Facility
	1. Schedule any suspension or termination of VA research by, or at the direction of any entity external to the facility for review by the convened Committee at the earliest practicable opportunity, not to exceed 30 business days.

2. The convened Committee must determine and document whether the suspension/termination: (a) Resulted from a local adverse event(s), local noncompliance, or other local issue(s); or (b)  Requires local action (in addition to the suspension/termination) to ensure the safety, rights, or welfare of local human research subjects, personnel, or others or the effectiveness of the local HRPP.

3. If the convened Committee makes either of the two aforementioned determinations, reporting procedures must be initiated.
Reporting Procedures

1. Prepare memoranda addressed to the following individuals documenting the Committee’s determinations in paragraph 2 above for review and signature by Committee Chair: (1) PI,; (2) the Facility Director; (3) the ACOS/R&D; and (4) the RCO.
2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 business days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.

4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 business days after Facility Director notification.


	2. E.g. Committee Meeting Minutes

1. Reporting Memoranda Templates
	2. Within 30 Business days of receipt of report

3.  5 business days post-convened Committee meeting
4. 5 business days post- Facility Director notification


	Information Security Incidents that are Related to Research
	1. Notifications of 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 reviewed by each relevant research review committee at its earliest practicable convened meeting, not to exceed 30 business days from the date of notification.

2. The Convened Committee must determine whether or not the incident constitutes a serious problem and in conjunction with the ISO and/or PO as applicable, whether and what remedial actions are warranted by the facility or the relevant investigator(s).
3. If the committee determines that the incident constitutes a serious problem, reporting procedures must be initiated per the below.
4. If the committee makes additional determinations under its authority, any reporting requirements pertaining to such determinations must also be satisfied (e.g. the committee determines that the incident also involves serious noncompliance with human research protection requirements).

Reporting Procedures
1. Prepare memoranda addressed to the following individuals documenting the Committee’s determinations in paragraph 2 above for review and signature by Committee Chair: (1) PI; (2) the Facility Director; and (3) the ACOS/R&D.

2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 business days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.
4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 business days after Facility Director notification.

	2. E.g. Committee Meeting Minutes

1. Reporting Memoranda Templates
	1. Within 30 Business days of receipt of report

1. 5 business days post-convened Committee meeting
4. 5 business days post- Facility Director notification



	Apparent Systemic Deficiencies
	1. The R&D Committee is required to review reports of any apparent systemic deficiency that has a reasonable likelihood of substantially compromising the facility’s research protection program, including persistent failure by any subcommittee of the R&D Committee to adhere to the requirements governing VA research.  

2. Schedule review of the notification for the earliest practicable meeting of the convened Committee, not to exceed 30 business days post-notification.  The convened Committee must determine whether the notification involves an actual systemic deficiency that could substantially compromise the VA facility’s research protection programs, and if so, what remedial actions, if any, are warranted to ensure effective research protections.

a. In order to make a determination of systemic deficiency, the convened Committee must find that the notification involves a fundamental, underlying problem that jeopardizes the effectiveness of the facility’s research protection system(s).

3. Reporting to the VA Facility Director; ACOS/R&D; and ORO is required if the committee determines that the notification involves an actual systemic deficiency that could substantially compromise the VA facility’s research protections programs.
Reporting Procedures

1. Prepare memoranda addressed to the following individuals documenting the convened Committee’s determinations in paragraph 2 above and resultant remedial actions for review and signature by the Committee Chair: (1) the ACOS/R&D and (2) the Facility Director.
2. Generate an additional letter to ORO Central Office on behalf of the Facility Director.

3. No later than 5 business days after the convened Committee meeting, forward a copy of all signed memoranda and the unsigned letter addressed to ORO on behalf of the Facility Director to the applicable parties for distribution or signature.

4. Once letter addressed to ORO has been signed by the Facility Director, forward on to ORO Central Office no later than 5 business days after notifying the Facility Director.


	2. E.g. Committee Meeting Minutes
	2. Within 30 Business days of notification
3. 5 business days post-convened Committee meeting
4. 5 business days post- Facility Director notification
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