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VANJHCS

Institutional Review Board & Research & Development Committee
Standard Operating Procedures
Local Review of Studies Under the VA Central IRB
1 PURPOSE/SCOPE
The purpose of this Standard Operating Procedure (SOP) is to delineate the procedure for local review of studies under VA Central Institutional Review Board (IRB).

2 POLICY
In 2008, the Office of Research and Development (ORD) established the VA Central IRB to be the official IRB of record for designated Veterans Health Administration (VHA) ORD projects.  These projects may include those involving human subjects, human biological specimens, human research records, or medical records.  ORD determines whether a research project is a candidate for review by the Central IRB.  The VA Central IRB will not accept studies self-referred by an investigator.  

The VA New Jersey Health Care System (VANJHCS) has amended its Federal Wide Assurance (FWA) to list the VA Central IRB as an IRB of Record and has signed a Memorandum of Understanding (MOU) with the VHA Central Office.  The MUO between VHA Central Office and the VA New Jersey Health Care System (VANJHCS) describes the role and responsibilities of the VANJHCS (including the designated liaison), the VHA Central Office, and the VA Central IRB. 

As part of the role the VA Central IRB plays in ensuring human research subjects are protected, the VA Central IRB may access human research subjects’ medical record and/or case files if required as part of the VA Central IRB oversight or monitoring activity.  This includes providing access to any VA Central IRB member, administrative staff, or designee.
3 RESPONSIBILITIES OF THE PI AND RESEARCH COMMUNITY
The PI and research community are responsible for assuring that their research complies with all VA Central IRB decisions, conditions, and requirements.  They should have the knowledge to follow regulations and local standard operating procedures for conducting research.  When appropriate, they must understand and apply relevant professional standards that are applicable to research.  This includes but is not limited to the following:

a. ORD and not the PI or research community may refer studies for VA Central IRB review.

b. The local PI may not submit a local site application of a specific project to the VA Central IRB if another IRB of Record has disapproved VA facility’s participation.  
c. The ACOS R&D may not sign the application if the project has been disapproved.
d. The local PI may not submit an application to another IRB of record for review if the VA Central IRB has determined that the local site should not participate in the specific project. 
e. The local R&D Committee may not review a project that has been disapproved by the VA Central IRB.  

4 SUBMISSION PROCESS
VA Central IRB Starting Point

If the project is a candidate for review by the VA Central IRB, the Principal Investigator (PI) of Record (or lead PI of a multi-site study) communicates with the VA Central IRB staff about submission requirements and provides the VA Central IRB the contact information of each local PI.  

Central VA IRB Submission 

The PI of record communicates with the VA Central IRB staff about the PI Application and other documents (http://www.research.va.gov/vacentralirb/forms/investigator-forms.cfm) that are required for a submission to be placed on the agenda of the VA Central IRB meeting for review by the VA Central IRB.  The PI of record also communicates with each local site PI and the VA Central IRB staff about the local PI completing the Local Site Investigator Application (which is based on the PI Application).  

The local PI of the VA New Jersey Health Care System (VANJHCS) submits the Local Site Investigator Application to the PI of Record through the VANJHCS Associate Chief of Staff (ACOS) for Research & Development (R&D).  (Local Site Application is available at http://www.research.va.gov/vacentralirb/forms/investigator-forms.cfm). The local PI is recommended but not required to communicate with the VA Central IRB liaison of the VANJHCS (who is the VANJHCS IRB Coordinator) during the review process.  This provides an opportunity of the VA Central IRB liaison to assist the local PI and provide comments to the VA Central IRB.  The review of the Local Site Investigator Application by the VA Central IRB is usually conducted in conjunction with its review of the local site comments but can be reviewed afterwards depending upon timing of receipt.

5 REVIEW TIMELINE
Following VA Central IRB approval or contingent approval, the VA Central IRB staff communicates with the PI of Record and the VA Central IRB liaison usually within 10 business days of a VA Central IRB action about participation in the review process.  
The local site has 30 days to provide comments to the VA Central IRB.  Comments are provided to the VA Central IRB through the VA Central IRB liaison of the VANJHCS.  That liaison consults with the local PI of the VANJHCS, the VANJHCS R&D Committee Coordinator, and the VANJHCS R&D Committee Chair prior to informing the VA Central IRB staff about whether the local site will participant or will decline to participate in the review process.  Note that the VANJHCS R&D Committee and not the VANJHCS IRB performs the review or provides comments.
If the VA Central IRB liaison of the VANJHCS informs the Central IRB staff that the local site will participate in the review process, the submitted documents, approval letter, and VA Central IRB minutes are provided to that liaison usually within 10 business days of a VA Central IRB action.  

Upon receipt of the submission, the VA Central IRB liaison of the VANJHCS communicates with the VANJHCS IRB staff to have the submission placed on the IRB agenda as a New Business item.  The VA Central IRB liaison of the VANJHCS also communicates with the VANJHCS R&D Committee Coordinator and Chair or designee to have the submission placed on a VANJHCS R&D Committee agenda (as described under VANJHCS Role in VA Central IRB Review). VANJHCS R&D Committee Coordinator, Chair, or designee provides the comments, including if the submission was approved, to the VA Central IRB liaison of the VANJHCS.  The VA Central IRB liaison of the VANJHCS communicates the comments (if any) to the VA Central IRB.  
The VA Central IRB reviews comments from all local sites and determines if any changes are to be made to the submission materials.  The VA Central IRB liaison of the VANJHCS is contacted if changes are made to the approved submission.  If changes are made by the VA Central IRB, the VA Central IRB liaison of the VANJHCS would follow the above for placement on the VANJHCS IRB agenda as a business item and placement on the VANJHCS R&D Committee agenda for review by the convened membership.

6 VANJHCS ROLE IN VA CENTRAL IRB REVIEW
Following VA Central IRB review of a new project or continuation the submitted documents, approval letter, and VA Central IRB minutes are provided to the VA Central IRB liaison of the VANJHCS.  For all other submissions the submitted documents reviewed by the VA Central IRB and the VA Central IRB approval letters are provided to the VA Central IRB liaison of the VANJHCS.

Upon receipt of the submission, the VA Central IRB liaison of the VANJHCS communicates with the VANJHCS IRB staff to have the submission placed on the IRB agenda as a New Business item.  The VANJHC IRB does not review the submission.  In addition, review by the VANJHCS Privacy Officer or VANJHCS Information Security Office is not necessary for a Privacy Officer and Information Security Officer serves on the VA Central IRB.
VANJHCS R&D Committee review.  The VA Central IRB liaison of the VANJHCS supplies the VANJHCS R&D Committee Coordinator and Chair or designee the VA Central IRB submission and requests placement on the VANJHCS R&D Committee agenda.  The VANJHCS R&D Committee Coordinator or Chair assigns the review to a voting VANJHCS R&D Committee member, who discusses the review at a convened meeting for inclusion in the minutes.  VANJHCS R&D Committee Coordinator, Chair, or designee provides the comments, including if the submission was approved, to the VA Central IRB liaison of the VANJHCS.  The VA Central IRB liaison of the VANJHCS communicates the comments (if any) to the VA Central IRB.  
If there are no recommended changes or comments, the VANJHCS R&D Committee approval letter is drafted for signature by that R&D Committee Chair or Alternate Chair; the ACOS R&D memo is drafted by the VANJHCS R&D Committee Coordinator for signature by the VANJHCS ACOS R&D (when applicable for initial reviews and continuing reviews).  The R&D Committee Coordinator, R&D Committee Chair, or VA Central IRB liaison of the VANJHCS submits the comments and/or approval letter (when applicable) to the VANJHCS PI.  The VA Central IRB liaison of the VANJHCS or a VANJHCS designee submits the comments (including if the submission was approved or disapproved) and/or submits approval letter (when applicable) to the VA Central IRB.
VANJHCS R&D Committee’s participation in annual review.  As part of VANJHCS R&D Committee’s role in the oversight of the research program, the committee will work with the VA Central IRB to participate in the annual review of the VHA Office Human Research Protection Program.  This includes evaluating VA Central IRB composition and operations in accordance with VA Central IRB SOPs and as required by VHA Handbook 1200.01 (the R&D Committee Handbook).

7 OVERSIGHT RESPONSIBLITIES
The following activities are subject to VA Central IRB review per VHA Handbook 1200.05 and VA Central IRB SOPs.  Any of the below items will be discussed at a convened VANJHCS R&D Committee meeting for inclusion in the minutes.  

The VANJHCS research community (including the PI) must comply with the VA Central IRB requirements for reporting all events to the VA Central IRB per VA Central IRB SOPs #114, #118, and #126 (http://www.research.va.gov/vacentralirb/).  This includes notifying the VA Central IRB immediately of potential research impropriety, misconduct, suspension, debarment, or restriction of any local research team member associated with a VA Central IRB approved project.  

When applicable, the VA Central IRB or the VA Central IRB staff will notify the VA Central IRB liaison of the VANJHCS usually within 10 working days of a VA Central IRB action.  The VA Central IRB liaison of the VANJHCS will assist the VA Central IRB with working with the R&D Committee Coordinator and R&D Committee members of the VANJHCS on any of the following matters to ensure all VA and other Federal reporting requirements are met, including, but not limited to, those specified in VHA Handbook 1058.01 (Reporting Adverse Events in Research to the Office of Research Oversight (ORO)).

a. Initial review of projects that are candidates for Central IRB review

b. Informed consent process unless the VA Central IRB has approved a waiver of informed consent

c. Continuing review of projects under VA Central IRB review

d. Amendment submissions of projects under VA Central IRB review

e. Informed consent process unless the VA Central IRB has approved a waiver of informed consent

f. Any lapses of IRB approval

g. Complaints from subjects or others

h. Noncompliance or serious or continuing noncompliance 

i. Protocol deviation, or protocol violation

j. Serious adverse event

k. Unanticipated problems or unanticipated problems involving risks to subjects or others

l. Suspension or termination of research activities
8 DEFINITIONS
Institutional Review Board (IRB): The committee formally designated by the organization to review, require modifications in, approve, disapprove, and conduct continuing oversight of human research.

Federal Wide Assurance (FWA):  (Also called an Assurance) An FWA is a written commitment by an institution to project human subjects who are participating in research.  Under the federal regulations, any institution that conducts or takes part in VA research that involves human subjects must have an Assurance in accordance with 38 CFR 16.103.  This requirement also applies to any collaborating “performance site” institution(s).
Human Subject: A human subject is a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or through identifiable private information (38 CFR 16.102(f)). The definition provided in the Common Rule includes investigators, technicians, and others assisting investigators, when they serve in a "subject” role by being observed, manipulated, or sampled. As required by 38 CFR 16.102(f) an intervention includes all physical procedures by which data are gathered and all physical, psychological, or environmental manipulations that are performed for research purposes. 

IRB: An IRB is a board established in accordance with and for the purposes expressed in the Common Rule (38 CFR 16.102(g).) Within VHA, an IRB was formerly known as the Subcommittee on Human Studies. At VA medical centers, the IRB is a subcommittee of the R&D Committee. 

Memorandum of Understanding (MOU): Regarding the VA Central IRB, an MOU is a cooperative agreement between two parties that sets forth an agreed upon respective authorities, roles, and responsibilities of the Veterans Health Administration, VA Central Office, and the VANJHCS for multi-site projects deemed as a candidate for VA Central IRB review.  Under 38 CFR 16.102(f), an institution is engaged in human subject research whenever its employees or agents: intervene or interact with living individuals for research purposes; or obtain, release, or access individually-identifiable private information for research purposes. Assurances are filed through the VA Office of Research Oversight (ORO) with the Department of Health and Human Services (DHHS) Office for Human Research Protections (OHRP). 

Principal Investigator: Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team. The FDA considers a PI and an investigator to be synonymous. 

Office of Research Oversight (ORO): ORO is the primary VHA office for advising the Under Secretary for Health on all matters regarding compliance and oversight of research in the protection of human subjects, animal welfare, and research safety. ORO oversees investigations of allegations of research misconduct. 

Research: Research is defined as the testing of concepts by the scientific method of formulating a hypothesis or research question, systematically collecting and recording relevant data, and interpreting the results in terms of the hypothesis or question. The Common Rule (38 CFR 16) defines research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalized knowledge. NOTE: The FDA definition of research differs according to the applicable regulations; see 21 CFR 812.3(h), 21 CFR 50.3(c), 21 CFR 56.102(c), and 21 CFR 312.3(b). 
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