VISN 16 Multi-Site IRB (MSIRB)

VISN 16 developed a Network wide Data Warehouse in 1998 and 99.  The warehouse provides data for management decisions, performance measures, clinical practice profiling, and workload and cost reports.  The data for the warehouse is extracted automatically from each VISN facility monthly.  There is a dedicated staff that manages the data.  

In order to allow access to the database for research, the VISN set up a Network wide Research Steering Committee to develop the policy and processes.  Representation included the ACOS/R at each VAMC, VISN staff, a VISN research compliance officer, and staff from the Data Warehouse.  They also contacted the Office of Research Oversight Southern Regional Office for guidance.  The Steering Committee set up a system with the following characteristics:

1. There would be a VISN-wide multi site Institutional Review Board to review and monitor the requests on behalf of the Data Warehouse and to communicate with the warehouse staff.   The multi site IRB would be a subcommittee of the Biloxi R&D Committee, and report to the Institutional Official at VAMC Biloxi according to VA policy.   The IRB would have a member and an alternate from every VISN facility.  Each member serves as the liaison to his/her local R&D Committee.  The IRB would be a regulatory gate keeper for human subjects research, privacy and confidentiality, and appropriate use of the data.  Meetings would generally be by phone, but there would be face-to-face meetings at least twice per year.  This IRB would eliminate the need for IRB review at every facility when multi site studies would be done using the data in the warehouse.  

2. The Federalwide Assurance (FWA) for each VAMC would be expanded to include the multi site IRB as a designated IRB of record.  Each VAMC would have a Memorandum of Understanding (MOU) in place with the VAMC Biloxi that satisfies OHRP’s terms of assurance under the FWA.  

3.  The warehouse would provide de-identified data only, could not be used for multi site survey research, and no patients could be contacted as a result of obtaining data from the warehouse.

4.  The Committee developed a checklist for anyone requesting data (including investigators) to use that helps the local R&D Committee and IRB to identify what data would be requested and how it would be used, and whether or not such use would be considered research, or research exempt from IRB review.  The checklist also goes to the data warehouse staff when the data is requested.    

5. Right now The IRB will only review minimal risk research studies. They have the option to expand to other types of studies later, but for now, they want to perfect the system.   

6. In the event longitudinal studies are proposed, data warehouse staff would hold the identifiable information or links to identifiable data on behalf of the investigators so that identifiable data would not be released.

7. There are no plans to modify the database to include any data obtained through research projects.

8. Protocols that request use of the data must have specific statements of acknowledgement included that indicate the PI is aware of the responsibilities involved when the data is used.

9. The multi site IRB has written standard operating procedures, and there is a VISN policy memorandum that provides the general authorization and framework for research use of the database.  At this time, the IRB has not met to consider proposals, but I understand there are 4 in the wings.

10.The Steering Committee will monitor the success of the IRB and assist in the streamlining efforts if help is needed at the VISN level.   

Flow Chart handout is at a macro level

1. The proposal is submitted to the local IRB and R&D Committee for both prospective and continuing review at the site where the PI is located.  For the purposes of communication, all studies have one PI, even though there may be collaborative efforts.    

2. The Multi site IRB does both prospective and continuing review of the proposal on behalf of the other facilities in the VISN and to protect the privacy of the data in the warehouse, so that only the one review need be done in order to use the network wide data for research.  Minutes of the Multi Site IRB go to both the Biloxi R&D Committee and the local R&D Committee.  There is redundant review built into the system until they find out how well it works and what can be streamlined. All correspondence goes to all.  The Multi site IRB has the authority to monitor the research to assure privacy and confidentiality.

It was very difficult to write the IRB SOPs and they are in pretty good shape now, but it remains a work in progress until they encounter the snags in the process.  The most difficult issues included:

1. Jurisdiction and Communication –  The PI’s local IRB and the Medical Center Director retain responsibility for the conduct of the research. The local R&D and IRB must approve the research prior to review by the MSIRB.  

2. Continuing review done by both local and MS IRB, because there are local privacy issues as well as multi site issues. 

When Accreditation was discussed it was decided that if one site is not accredited the site would not have access to the database for research until accreditation was obtained.  For purposes of accreditation, it is recognized that the multi site IRB is part of every VA HRPP in the VISN, but there will be one review of the MSIRB applied to all HRPPs by the accrediting body, rather than multiple reviews. 

Lessons Learned (from the VISN Compliance Officer)

1. Development always takes longer than you think.  Don’t tell the investigators what you are planning.  (
2. Talk with VACO at the beginning of the discussions, rather than later in the process.  This was a groundbreaking effort, and there were some larger issues to be discussed both inside and outside VA that we didn’t anticipate.  

3. Flowchart the processes.  The SOP may sound good in writing, but when you analyze the step by step process, you find gaps much more easily.   

4. Make sure the Flow Chart and the written SOP include the same processes.

5. Have someone who is not intimately involved in the writing of the IRB SOP read it and see if it makes sense, or if steps are left out.  

6. Recognize that it isn’t going to be perfect at first.

Our lessons learned in ORO:

We came to feel very strongly that maintaining the local context is very important in VA IRBs.  It is not only local expertise with the patient population that is important, but often the community values and the fresh down to earth opinion of the nonscientist on site.

In dealing with the VISN 20 and VISN 16 requests, we (in ORO VACO) didn’t have a standardized process for review, analysis and coordination inside and outside of VA.  We weren’t organized in our review.  We are working on a process that will make future requests easier and better coordinated. 

We contacted the Office for Human Research Protections to ask them about our models in VISN 20 and VISN 16.  We are satisfied that the models are within their guidance.  We think also that we have helped OHRP policy makers along in some issues where they need to rethink some of their policies to make them more realistic.  We will be watching for new guidance from them in the future.  

We now have some useful models; have answered some basic questions, and knocked down some barriers, so hopefully the work on these arrangements will be easier in the future.  VISNs 20 and 16 are to be congratulated on their patience as we worked through our questions, on their perseverance, and o their willingness to break new ground.

