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

Monday, August 21, 2000—12 noon to 1:50 pm EDST

Call in: (800) 767-1750

Minutes

Key points and Action Items

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.

Guest Speaker.  (Sybil Francis, PhD):  “Federal Research Misconduct Policy.  New Regulations” (Resource:  Information Letter #11August 6, 2000:  Dr. Sybil Francis is the Senior Policy Analyst, Office of Science and Technology Policy (OSTP), Office of the President, whose role is to coordinate government-wide science and technology policy and she discussed the anticipated new regulation on Research Scientific Misconduct.

For the past 4 years, OSTP has provided leadership and coordinated the National Science and Technology Council (an interagency council made up of federal agencies that conduct and/or sponsor research) in developing a research misconduct policy.  Research misconduct has been a policy issue for the last 20 years, and not infrequently subject to congressional scrutiny.  Part of the problem has been that there is no uniform federal policy – some agencies had policies, and others didn’t, and the policies that did exist, were different and inconsistent.  This has caused confusion in the research community and it has been thought to be necessary to develop a standard federal policy.  As a major funder/user of the research, it made sense for the government to develop such a policy.  After a phased process of extensive interagency deliberations and consensus building, the policy development process is coming to a close, a proposed policy has been published, and the implementation phase is about to begin.

The policy covers all research funded by the federal government, and, for that reason, is a very broad, wide-ranging policy.  On the other hand, actual research misconduct is fairly narrowly defined, and includes activities that are unique to the research process itself, and does not include such items as financial impropriety or human subject protection, which are covered by other policies.  Thus, research misconduct is misconduct that occurs in the research process itself:  defined in the policy as “...fabrication, falsification, or plagiarism in proposing, performing, or reviewing research, or in reporting research results” or “FFP” for short.  The policy also requires that there be “…a significant departure from accepted practices…misconduct committed intentionally, or knowingly, or in reckless disregard of accepted practices…and…an allegation proven by a preponderance of evidence.”  Finally the policy includes guidelines for its implementation.

Next steps - comment period closed in December 1999, and it is hoped a final policy will be published September or October 2000.  Once the policy is published as a final regulation, agencies will have one year to implement it, and will be required to report their progress to OSPT.  Some agencies will need to change policies already in place, go through rule making to revise policies, while others (with no such policy in place) may simply implement through an administrative mechanism.

Dr Francis responded to several questions:


Question:  What was the status of the idea of protection of whistleblowers in the revised policy, as some felt the initial policy offered very little protection to whistleblowers?  Dr. Francis answered that the policy had tried to emphasize respect for everyone in the process, including scientists and whistleblowers, and that it is better defined in the revised policy;  fairness for all involved in the process was stressed.


Question:  What is the interface or overlap of human subject protection and scientific misconduct?  Dr. Francis commented that although human subject protection is covered in separate policies, there is some overlap.  If human subject research involves FFP, then it comes under the rubric of research misconduct.  The policy does cover FFP in the course of human subject research, but does not deal with the other issues covered by the human subject protection rules.


Question:  Will there be an overall committee appointed for review?  What sort of appeal mechanism will come into existence?  What sort of reporting mechanism will be required under the new regulation?  Dr Francis explained that the policy is general, reporting requirements are laid out, but specifics are to be determined by universities and agencies in their implementation.  The policy does make a clear separation of the phases of the inquiry, the investigation, the adjudication, particularly between the investigation and adjudication.  It will be necessary to try to find a balance between “rushing things along” and “dragging it out.”

Dr. Mather wrapped up the session by noting that ORCA and ORD will be working in concert to replace the VA’s current scientific misconduct policy/regulations with what will be required by the new regulation and policy.  He then noted that now and when the final policy is published, if any one had ideas and suggestions on implementation procedures, please immediately forward them to ORCA.

Below is the URL that will permit viewing of the draft policy online.

http://frwebgate5.access.gpo.gov/cgi-bin/waisgate.cgi?WAISdocID=0996315523+2+0+0&WAISaction=retrieve
FORUM Discussion.  (Ruth L. Fischbach PhD, MPE, Jeffrey A. Cooper MD, Richard P. Wedeen MD,)  “Requirements for Investigator Training” (Resources:  1] Required Education in the Protection of Human Research Participants NIH Notice OD-00-039, June 5, 2000  2] Frequently Asked Questions.

In his introduction Dr. Mather noted that Dr. Feussner, Chief Officer, Office of Research and Development had recently issued an August 15, 2000 endorsing education and training of investigators.  It further states that, as of January 1, 2001, all PIs, Co-PIs and Co-Investigators submitting new or non-competing renewal research proposals to local IRB/R&D shall supply documentation/certification related their completion of training and education episodes.

Dr. Mather introduced the three speakers, noting that each dealt with three different aspects of investigator education:  1] Dr. Fischbach would begin by discussing the NIH notice on requirements for investigator training; 2] Dr. Cooper would then discuss some “consortium” activities on investigator training and education, and;  3] Dr. Wedeen would be talking about a particular VA initiative under the auspices of the ORCA TED focus group activities.

Dr. Fischbach is the Senior Advisor for Biomedical Ethics, NIH.  This NIH notice requiring education in the protection of human research participants is an initiative developed in response to the May 30, 2000 directive of HHS Secretary Shalala to strengthen government oversight of medical research.  This policy goes into effect Oct. 1, 2000.  The policy states that no funds will be issued until the investigator is able to document some sort of training program on the responsible conduct of research (“RCR”) and protection of human research subjects.  The policy applies to all key personnel, including foreign investigators.  Investigators must supply a letter in submitting a grant application explaining what education/training has been given to each person considered "key" to the research grant.  Whoever is “key” in this situation is defined very broadly as people who are responsible for the design and conduct of the study.  The NIH study sections themselves are going to have to make some sort of decision of what can be considered as “adequate” training.  Possible strategies that people could use to satisfy the education requirement include the book Dunn & Chadwick (available through CenterWatch – http://www/centerwatch.com/), and the NIH computer-based program, currently very narrow and really only designed to assist in understanding the NIH MPA.  It is being revised.

Another resource is the NIH bioethics resources on the web (http://www.nih.gov/sigs/bioethics/).  The NIH is also funding ethics training, both for short-term courses and for individuals committed to a career in research ethics.  Finally, Dr. Fischbach mentioned research where the investigators were unaware that what they did was research on human subjects – when tissues or DNA were used.  The NIH has a brochure out on research on human specimens.  Information on behavioral or social research is also coming out in a few weeks.  NIH notice on investigator training in human subject protection can be found at - http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html.  Within the notice are hotlinks to the educational resources named in the notice.  Here is a website for Frequently Asked Questions on the issue of investigator education on human subject protection - http://grants.nih.gov/grants/policy/hs_educ_faq.htm.

Dr. Cooper is Chairman of the IRB at the Albany Medical Center and Director of Nuclear Medicine at Albany VAMC.  Dr. Cooper talked about investigator training.  In the last 6 months, at his institution, they have been  using Dunn and Chadwick’s book as training and giving an exam. They have developed their own exam for their investigators, as they feel the exam in the book is not adequate and possibly too easy.  Dr. Cooper also discussed the two training programs developed and given by Public Responsibility in Medicine and Research (PRIM&R) – Investigator 101 and IRB 101.  These courses are 4 to 8 hour sessions where two trainers provide lectures and exercises to teach people the basics of ethics and regulations involving human subjects of research.  Because it is difficult for many investigators to take the time-off to participate in taking such a course, Dr. Cooper hopes that the content of IRB 101 can be put on a CDROM and made it widely available.  Dr. Cooper discussed an education program where investigator or IRB member would do exercises and work with a PRIM&R mentor rather than taking a course and passing an exam.  Finally, Dr. Cooper talked about changing behavior, not just having people read a book and “spit back” answers, fewer lectures and more experience.

Dr. Wedeen is the ACOSR at East Orange, NJ VAMC.  Dr. Wedeen stated that he, too, was interested in an education process that was more appropriate for investigators and researchers.  At their institution, Dr. Wedeen had taken the NIH investigator training program, and modified it to be specific to the way the VA worked.  He noted that it was a good way of educating people on the basic issues and relating them to some cases specific to the VA.  He then gave the URL for the site, and said that people were free to use it, giving them feedback on the site and seeing if they could adapt it to their own institution.  The URL is – http://pws.prserv.net/vanjhcs_research.  Then, from the headings on the left, chose “Training VA.”

There was one Question:  One of the institutions had developed an educational program for a cooperative (CSP) program and was told that their program was not acceptable.  They ended up doing the NIH training program.  The VAMC wanted to know what would be an acceptable program?  Dr. Mather again referred to the ORD memo of August 15, 2000, and mentioned that Dr. Brenda Cuccherini is cited as the point of contact.  He suggested that she be contacted with that question.  Dr. Mather stated that if anyone else had an educational program “in progress,” that they also contact Dr. Cuccherini, as well as let ORCA know about it.  Dr. Fischbach also said that anyone who developed a program could send it to her, and she would post it on the NIH website.

Lessons Learned, VAMC Experiences:
Linda Quade & Pat Myrick,  “James H. Quillen (Mountain Home) VAMC and FDA IRB Inspection”.

 Dr. George Youngberg ACOSR spoke, instead of Ms. Quade, describing an FDA inspection that took place at their institution.  It was a very thorough inspection.  The FDA investigator focused on their SOPs, all IND studies done in the last 4 years, continuing review, looked at their IRB roster to make sure the membership conformed to the regulations, made sure there were quorums at all meetings, compared R&D/IRB minutes to make sure R&D was not functioning as an IRB and even interviewed some of the IRB members and investigators.  Had a very FDA-directed focus.  At the end of the inspection, there were no findings and only 2 observations.  After Dr. Youngberg finished, Pat Myrick spoke.  She noted that the two issues were 1] offsite SAEs were not reported promptly, as required by their SOPs.  In response, the institution re-wrote its adverse event procedures to be more accurate of the way offsite AEs were reported at their institution and to differentiate between local/non-local events.  The second observation was related to discrepancies in IND registration with respect to NCI studies.  This inspection vindicated the importance of SOPs and quorums.  It was also noted that an institution should ensure that their SOPs reflect what is actually done at their institution.

Ted L. Goodfriend MD,  “The Madison VAMC and an OHRP (formerly OPRR) Inspection”.

Dr. Goodfriend described the OHRP site visit of the joint health services IRB of Madison VAMC and University of Wisconsin-Madison.  He felt they did well because they:  1] had an experienced IRB chair;  2] had good funding and space in the VA, and;  3] had made changes because they were worried about what had happened to other institutions.

NOTE:  Dr. Mather reminded everyone of an earlier request that all VAMCs notify ORCA of all notifications received by VAMCs of anticipated site visits or inspections from OHRP and FDA as well all Cooperative Studies Program Review site-visits.  He also asked all sites to provide ORCA with copies of the FDA Form 483 or any other reports, including letters from OHRP.

ORCA Information:  (Dr. John H. Mather):  Dr. Mather made the following points -

General Information.

1] ORCA has a new address:  811 Vermont Ave., NW, room 574, Washington, DC 20005. The main telephone number is 202/565-8379  and the Fax is 202/565-9194

2] ORCA has new websites, both Inter- and Intranet.  The URLs are:

(Internet) http://www.va.gov/orca/ and (Intranet) http://vaww.va.gov/orca/ 

3] We are currently planning a “VA Day at PRIM&R”, to be held the afternoon of Saturday, October 28, the day before PRIM&R meeting in San Diego. [Additional information to follow]
Designation of Regional Offices and Directors – Dr Mather announced the current designations for the ORCA Regional Offices and their Directors.  The advertisement was for up to 5 RO Directors.  Funding has been received for 4 Regional Offices and the Boston RO will be designated as a “virtual” Regional Office.”  We are still recruiting for the Chicago RO.

                          The offices and directors are as follows:


Atlanta


Dr. David Miller


Washington, DC

Dr. Min Fu Tsan


West LA


Dr. Paul Hammer


Boston (virtual office)
Dr. David Weber, ORCA Deputy,  “Acting”

VA MPA contract validation “exercise” – Phase 1, initial validation/identification was completed at the end of July.  Phase 2, IRB clarification, is underway.  It is especially important that any IRB without an OHRP MPA or VA MPA contract should cease and desist doing research immediately.  Amongst many things in this Phase 2, VAMCs with “Independent” IRBs and SOPs are being examined.  Dr. Mather noted that two VAMCs, Durham and Richmond, seem to have very good SOPs, and other VAMCs might want to review them and, perhaps, use them as a basic template.  Phase 3 will a VISN by VISN analysis.  One of the issues under active development is the notion of a larger VAMC partnering with a smaller VAMC and agreeing to oversee and assume all IRB responsibilities through the execution of an inter-VAMC agreement.

OHRP and ORI “Assurance” activities – Dr. Mather reported that OHRP is developing a new assurance process, where there will be no differentiation of types of assurance (e.g. all one kind of assurance, no MPAs, CPAs, or SPAs).  This may delay the initiation Phase 3 of the VA MPA contract validation “exercise”, mentioned above.

Also on the web, the Office of Research Integrity has posted the draft of a new PHS Policy on instruction in the Responsible Conduct of Research (RCR) which sets forth the terms of the PHS policy requiring RCR educational opportunities for all staff engaged in research or research training.  The policy lists such items as 6 instructional program goals and 10 core instructional areas, which should provide institutions with guidance on developing their educational programs.  This is a draft regulation and there is still a little time available to provide comments.  This policy will ultimately supercede the NIH policy discussed by Dr. Fischbach.  The URL is - http://ori.dhhs.gov/PDF/THE_RCR_POLICY7.PDF
Notification of OHRP, FDA and other Site Visits and reports – see the last paragraph in the “Lessons Learned” section of the minutes above  
Update on other ORCA Activities – Dr. Mather informed the group that the Field Advisory Committee would be meeting August 31 and September 1, 2000.  He asked the participants to let ORCA know if they had any issues they wanted brought before the committee.

Next Teleconference:
October 16th, 2000—12 noon to 1:00 pm. EDST, with additional optional 50 minutes

Dr. Mather adjourned the ORCA teleconference at 1:10 P.M.

Respectfully submitted,

Paula Squire Waterman

Program Analyst, ORCA
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