MINUTES

Office of Research Compliance and Assurance (10R)
Bi-Monthly Teleconference

Monday, February 12, 2001, noon to 1:50 pm EST

ORCA Headquarters Staff participating:

Dr. John Mather

Dr. David Weber

Dr. Joan Porter

Shannon McCormack

Priscilla Craig

Peter Poon

Paula Squire Waterman

Introductions and Agenda  (Dr. John H. Mather)  

Dr. Mather introduced the call, going over the agenda and format.  He reminded participants of the optional 50 minutes at the end of the agenda for additional information, questions and discussion.  He also reminded participants to use the mute button when they were simply listening, and to speak loudly, giving their identity, when they spoke. 

Guest Speaker:   (Stuart Nightingale, MD, PhD), “Issues Related to Financial Interests and Human Subject Protection.”  (Resource:  ORCA Information Letter #23.)  Dr. Nightingale is Senior Medical Advisor, Office of the Secretary, DHHS.   

Dr. Nightingale noted that the issue of financial conflict of interest and clinical research/human subject protection is currently a matter of intense public interest and discussion.  The August, 2000, Department of Health and Human Services (DHHS) conference on the subject was an excellent way to get views of institutions and stakeholders, and it became clear that many wanted more guidance on the issue, especially for IRBs and Investigators.  The guidance was developed from many sources, including what was heard before, during and after the August conference, as well as from comments and discussion during the first meeting of the National Human Research Protections Advisory Committee (NHRPAC).  On January 10, 2001, OHRP (Office of Human Research Protection), located in the Office of the Secretary, DHHS, published in the Federal Register a Draft Interim Guidance titled, “Financial Relationships in Clinical Research:  Issues for Institutions, Clinical Investigators, and IRBs to Consider When Dealing with Issues of Financial Interests and Human Subject Protection.”  This Draft Interim Guidance started out at DHHS, but it became clear that it needed to be an interagency effort.  For this reason, the document is now being coordinated by the Human Subjects Research Subcommittee (HSRS), an interagency subcommittee of the Committee on Science, of the National Science and Technology Council, that coordinates implementation of the federal policy for the protection of human subjects.  It is open for comments until March 2, 2001, and Dr. Nightingale urged all teleconference participants to submit comments.  Once the comment period is closed, the HSRS will assist DHHS in making sure the guidance is truly an interagency document.
Dr. Nightingale made some points about the interim guidance.  The guidance targets institutions, investigators, and IRBs.  The guidance, rather than discussing or defining conflict of interest specifically, deals only with financial relationships, with communication and with the sharing of information.  It is not meant to be a regulatory document, but rather to offer guidance, and it is not tied formally to either FDA regulations or other DHHS guidance.  It is meant to be another route of informing those who receive no federal funding, such as independent IRBs and small hospitals or clinics.  It looks at financial issues as a system, but is not specific to any one particular system.  The guidance offers suggestions for institutions, investigators and IRBs on how to examine various aspects of the issue of financial relationships.  Finally, the hope is that the guidance can be molded into a useful tool for the agencies involved.

Afterwards, there were questions.  One person wanted to know how patents affect conflict of interest, especially in the context of an institution owning the patent.  There was also a brief comment on the selling of anonymous data and the need to explore that issue, and the inherent conflicts.  Dr. Mather emphasized that feedback and comments were welcome and urged all teleconference participants to do so.

Website for Draft Interim Guidance’ on Issues Related to Financial Interests and Human Subject Protection:  http://ohrp.osophs.dhhs.gov/nhrpac/mtg12-00/finguid.htm
Lessons Learned VAMC Experiences:  (Robert Dresch, MSW), “Richmond VAMC and FDA IRB Inspection”  Mr. Dresch is the AO, McGuire Research Institute, Richmond VAMC.  Recently, the IRB at the Richmond VAMC underwent an FDA IRB inspection and performed so well that they were not issued a FDA Form 483 (Inspectional Observations).  The Richmond VAMC decided to form their own IRB when it became clear to them that their university affiliate IRB was not performing as required by regulation and VA policy.  Thus, the Richmond IRB is newly formed and has only been functioning since 1999.  Mr. Dresch noted that the IRB’s policies and procedures  were based on the FDA Check List for IRBs, which is one of the Appendices of the FDA Information Sheets for Investigators and Institutional Review Boards, also known simply as the FDA Information Sheets (URL - http://www.fda.gov/oc/oha/IRB/toc.html).  This IRB Check List has been previously distributed as ORCA Information Letter #5 and can be found on the ORCA website at.  http://www.va.gov/ORCA/ 
Mr. Dresch then described the inspection process.  First, they were given one week advance notice, and the inspection lasted one week.  The materials examined included IRB rosters, Agendas, Minutes, and Lists of Projects.  There were also entrance and exit interviews that seemed to be very important.  Mr. Dresch then divided the inspection into six phases.

Phase 1 – The FDA Investigator went to the IRB room, questioned staff.  The ability for staff members to be able to instantly retrieve records is extremely important.  Review was performed in the IRB room, and the FDA Investigator cross-referenced IRB files with other materials (such as agendas, minutes) where possible.  It was noted that the FDA Investigator followed a 4-page document of FDA Inspectional Guidelines for IRBs.  These guidelines gave direction on what the FDA Investigator was to look for during the inspection.  (NOTE:  The URL for the FDA Compliance Program Guidance Manual for IRB Inspections is at the end of this section of the minutes.  The 4-page Inspectional Guidelines are the last 4 pages of the document.)

Phase 2 – The FDA Investigator interviewed at length the Richmond VAMC IRB Coordinator

Phase 3 – The FDA Investigator read all printed materials, and cross-referenced materials as much as possible.  In the minutes, she looked at quorums, abstentions, membership, how minutes were categorized, and was very interested in the length of the meeting, looking particularly at the correlation of the numbers of items on the agenda and the length of the meeting.  The IRB SOP was carefully reviewed and questions about following its requirements were asked to be sure that they were well understood by everyone and that it was followed.

Phase 4 - The FDA Investigator focused on the IRB coordinator and other administrative staff in private sessions.  There were lots of questions.

Phase 5 - The FDA Investigator looked at documentation of training of IRB members, staff, etc.

Phase 6 – Ordinarily, at this point the FDA Investigator focuses on the FDA Form 483 (Inspectional Observations or perceived deviations from the regulations), going over and discussing each observation on the form.  Since the Richmond IRB, however, did not receive a FDA Form 483, this portion of the inspection did not have to be conducted.

Mr. Dresch had some further observations.  First of all, the IRB Chair and Administrator must really know what they’re doing.  Also, there must be materials that reflect the FDA regulations.  Finally, they were given a week’s notice of the inspection.  That is a short period of time, and if you’re not already doing what you should do, 1 week isn’t really sufficient time to be able to bring your IRB into compliance.

Website for FDA Compliance Program Guidance Manual section for IRB inspections-  http://www.fda.gov/ora/compliance_ref/bimo/7348_809/irb-cp7348-809.pdf
ORCA Information:  (Dr. John H. Mather and Dr. David Weber)

Dr. John H. Mather - The New OHRP Assurance Process:  Federal-Wide Assurances (Resource:  http://ohrp.osophs.dhhs.gov/irbasur.htm   Mr. George Gasparis was the OHRP guest during this part of the teleconference.  Dr. Mather began this portion of the teleconference on the Federal-wide Assurances, or FWA, with a brief breakdown of the number of VAMCs that have their own IRBs, as contrasted to VAMCs that have an IRB either jointly or under an Inter-institutional agreement with an affiliated academic medical center.  He then noted that ORCA had worked with OHRP to simplify the assurance process for VAMCs so that there will be only one VA/OHRP assurance number.  He described the new assurance process as a two-stage process, where each VAMC will have an assurance and register its IRB.  Mr. Gasparis noted that OHRP was still revising the modules of the on-line FWA process.  He stated that the revisions were mostly semantic and that the OHRP was waiting for the contractor to complete the task for the Education Modules.  Beginning in March, 2001, Dr. Mather said that ORCA was going to send letters to each VAMC, with a copy to the VISN, giving the requirement that all VAMCs doing research on human subjects have to complete a FWA and the process to be followed.  It is important to note that the new FWA process includes education modules that must be completed at both the local VAMC and VISN level for the assurance to be accepted.  Each VA will need to designate the “registered” IRB(s) they are using, and a VAMC can have more than one IRB.  As VAMCs execute their new FWA, those with university affiliates need to make sure the university IRB is registered with OHRP.  Dr. Mather hopes produce a letter describing the process and send it to the VAMCs/VISNs in a couple of weeks.  Dr. Mather noted that the ‘Nonprofits’ might need to have their own FWA, but that the issue is under study at this time.  Mr. Gasparis added one final clarification.  All IRBs at MPA institutions were automatically registered, so if any one doesn’t already see a known MPA IRB showing as registered, they are to call OHRP.  One listener commented that they were reorganizing their IRB and R&D committee to make sure they were compliant with all applicable regulations and policies.
Project updates and staff reports:

David Weber PhD – reported that 1] there will be a training program on “Research Integrity: Research Compliance and Assurance” for VISN Senior Executives in the VA.  The program will be piloted at the Long Beach VAMC on March 23, 2001.  2]  Dr. Weber also told the group about the development of an advisory committee to examine the pokicies concerning adverse events in research.

Peter Poon JD MA- discussed three items.  1] There is a VA/VHA workgroup to develop a regulation that will reflect the new Federal policy on research misconduct.  2] There will be a new handbook on Research Misconduct to replace M-3 Chapter 15.  3] In support of this new guidance, on Feb. 1, 2001, he attended an interagency workshop on implementing federal research misconduct policy.

Paula Waterman MS – gave a brief status report of the Multi-Assessment Program (MAP), stating that the MAP focus group was piloting the assessment instruments.  It was also noted that a Self-assessment tools would be developed from the MAP materials to be available some time this summer.

Shannon McCormack – noted that the ORCA website had been brought up to date – All 23 of the ORCA Information Letters are posted on the ORCA website (http://www.va.gov/orca) or (http://vaww.va.gov/orca/) as are the minutes of the December 2000 ORCA teleconference. Please e-mail Shannon McCormack (shannon.mccormack@mail.va.med) if you have any suggestions of additions or changes.

Post-Conference Call  -..There were no further questions or discussion.

Dr. Mather adjourned the ORCA teleconference at 1:15pm

Next Teleconference:
April 16, 2001 — 12 noon to 1:00 pm. EDST, with additional optional 50 minutes.  The Conference Telephone Number is: 1-800-767-1850

Recorder:  Paula S. Waterman MS, Health Science Specialist, ORCA

