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

Monday, June 17, 2002, noon to 12:50 P.M. EDST

ORCA Staff participating:

	ORCA Headquarters 
	ORCA Regional Offices

	Dr. John Mather

Dr. Joan Porter

Shannon McCormack
	Southern (Atlanta) -Dr. David Miller

Midwestern (Chicago) – Cindy Paulsen for Dr. Smith

Mid-Atlantic (Washington, D.C.) – Dr. Min-Fu Tsan

	Priscilla Craig
	Western (Loma Linda) – Dr. Paul Hammond

	Paula Squire Waterman
	


Introductions and Agenda  (Dr. John H. Mather):

Dr. Mather introduced the call, asking participants to use the mute button while listening, and to speak loudly, giving their identity, when they asked questions or otherwise commented.  Dr. Mather introduced the topic for discussion.  He noted that the area of management of data involved in research is clearly becoming an important issue.  There are general issues of access to and availability of data that are certainly going to be affected by the new HIPAA regulations and their application to research, especially in the area of privacy and confidentiality.  Issues related to repositories/depositories of data are also becoming more and more important, not just biological specimens, but data itself.  Dr. Mather also noted the shifting role of IRBs with respect to the responsibility for approving and follow through on surveys and access to existing VA databases, both with and without identifiers.  Dr. Mather then introduced the speaker, Caroline Minor, from the Bureau of Prisons (Department of Justice), a member of the Human Subjects Research Subcommittee (HSRS) of the Committee on Science in the National Science and Technology Council, serving on the HSRS Nonbiomedical Working Group (NBMWG).  One of the issues being examined by the NBMWG is how agencies can establish public use files.  Dr. Mather noted a handout had been provided for discussion purposes as an attachment to the Agenda.

Guest Speaker: 12:05 - 12:20 P.M. (Caroline Minor) “NBMWG (Non-Biomedical Working Group) Public Use Files.”  Ms. Minor is IRB Review and Monitoring Coordinator Federal Bureau of Prisons, Office of Research and Evaluation

Ms. Minor then gave a history of and background to the various recommendations contained in the handout, noting that they were initiated by the Social and Behavioral Sciences Working Group of the National Human Research Protection Advisory Committee (NHRPAC), an advisory committee of HHS.  The NHRPAC has sent representatives to conferences around the country, especially social and behavioral sciences conferences, to dialogue with participants (especially social science researchers) about the kind of issues they have had with the IRB system, and to look for suggestions on how to improve the system.  One issue brought up many times was how IRBs dealt with public use data files, a file specifically prepared for unrestricted public use, usually developed by federal agencies or data repositories.  Many researchers reported that IRBs, at their institutions, were requiring review of these public use data files, even though a public use data file (by definition) isn’t human subject research because it’s nonidentifiable data. Such public use data files are considered exempt in the Common Rule [-.101(b)(4)] causing many IRBs to mislabel them exempt human subjects research (as opposed to exempt research).  Thus, the NHRPAC decided to come up with recommendations to address the problem of public use files.  The NHRPAC recommendations then went to the HSRS, as it represents all agencies subscribing to the Common Rule.  The HSRS then examined the recommendations, trying to determine how it could be applied to all the different federal agencies it represents, resulting in the recommendations contained the handout to the agenda.  The NBMWG has requested and received comments on the recommendations, so Ms. Minor warned participants that what was in the handout were not the final recommendations, but that there would be changes, and (for that reason) requested that participants not distribute the draft recommendations as “gospel”.  The document is two pages; the first a preamble giving some background information and the second is the recommendations themselves.  Ms. Minor wanted to stress that the recommendations primarily related to social science research, although it could be applicable to other types of research as well.  She also said it was very important to note in the section “Definition of Scope,” that the recommendations applied to data on individuals prepared for unrestricted public use by taking steps to assure individuals’ confidentiality, not to aggregate data – a very specific type of data set.  The recommendations do not relate to public records or similar information.  The point is once the data have been prepared for unrestricted public use, it shouldn’t have to be re-reviewed by additional IRBs for each individual researcher that wants to use the file.  

Ms. Minor then went over the recommendations individually.  For Recommendation A, Ms. Minor noted that once steps have to taken to assure confidentiality, then it is no longer necessary for additional IRB review.  The NBMWG was concerned, however, that Recommendation A might be interpreted as a “blanket” statement that no review was required, or be misapplied to files that were not public use data files.  For that reason, Recommendation B represents the working group’s efforts to make the agencies/groups producing or supplying public use data files responsible for ensuring that the data file has actually been properly de-identified.  To do that, Recommendation B would have a notation that 1) the data were de-identified, 2) the plan for de-identification had been reviewed by an IRB (or in accordance with other appropriate procedures), and 3) the standards or procedures used to determine the de-identified status.  It would hope that this would make it obvious that the data file was an appropriate public use data file.  Recommendation C reflects the efforts of many agencies to have investigators de-identify and share data, creating public use files.  To reflect this goal of creating public use files, the NBMWG wanted to specify that the usual type of subject notification, stating the information is only released in a form that prevents individual identification, should be sufficient to allow the de-identified data to be released for public use.  Recommendation D was to make it clear that there are circumstances under which a de-identified data file could turn back into human subjects research, specifically when the attempt is made to merge multiple de-identified data files or when public use de-identified files are merged with a data file that might have other identifiable information in it.  The working group also attempted to make this an institutional responsibility to have policies for determining when research might change de-identifiable data to identifiable.  Recommendation E deals with developing training to both create a public use file and be able to identify when a file is (or is not) a public use file.   Currently, the American Statistical Association is already developing a web-based training module on de-identified data files so Recommendation E is already being addressed.

Dr. Mather then asked if there any questions.  (Q):  This is all very interesting, but what does the federal Bureau of Prisons have to do with public use files?  (A):  The federal Bureau of Prisons has nothing to do with this.  It just so happens that Ms. Minor is the co-chair of the HSRS committee that has been working on these documents.  (Q):  Have you also looked at the issue of group de-identification, as in some data sets even though individuals are not identified, the groups themselves can be identified and (perhaps) embarrassed by some studies?  (A):  We haven’t actually looked at that.  By groups I take it to mean you’re talking about organizations or clubs?  (RESPONSE):  HIV positive people, certain ethnic groups, such as Native Americans, who are very sensitive about group identification.  (A):  No, actually we haven’t looked at that.  But you know that’s a really good point because if you think about it, it might be easier to identify groups so that even though the individual is protected, their group might not be.  That’s an interesting point and we can bring it up.  We are fortunate in that the federal Committee on Data Access and Confidentiality (CDAC) is working with the NBMWG on the next stage of the recommendations, which is to create some guidance documents to help people understand the topic better.  The working group is currently working on a short form of would eventually be on the website, to give people a basic feel for what de-identifying data is and what they have to think about when they’re looking at a data file to see if there’s anything there that is a problem.  (Q):  How does this relate to the fact that information such as our names and social security numbers are (basically) disseminated widely? It seems there is a kind of disconnect here.  (A):  It is ironic because, in fact, so much of this information is already out there in public.  But because it’s gathered for purposes not related to research, it’s not really regulated; however, if you’re gathering information for research purposes, then there’s very strict regulation.  (Q):  Why is that?  (A):  I have no idea.  (Q):  Maybe you could speculate on why this is?  (A):  I really don’t know why.  I think it’s a problem because I happen to know, as a Department of Justice person, that a lot of the criminal justice network of data, that the Department of Justice can access, is also available on the Internet to people who pay a subscription fee.  In contrast the Department of Justice network is password protected and highly monitored but much of that same information is available to anyone who can pay the fee.  I think it’s a real problem across the board in terms of how our information system works.  But I think that’s a systemic problem and I don’t know how it could be approached.  (Q):  Would you care to comment on the other initiatives the NBMWG has undertaken or is considering undertaking?  I would also like to hear from the VA research community about areas that they would think it important for the group to take up in the future.  (A):  A few things the NBMWG is working on right now also relate to these recommendations.  For example, the NBMWG feels that IRBs are misclassifying these particular types of research studies as involving human subjects research when they aren’t really human subjects.  The NBMWG feels it would be useful to create a decision tree that could really clarify this relationship, as the decision trees are currently available do not help.  We are currently working on a new decision tree, that is a multi-level web-based document where the top “layer” is a basic decision tree, and the second layer will provide information about the top layer, followed by a third layer where different organizations (such as the Bureau of Prisons) can put in their specific requirements.  For example, the Bureau of Prisons has some rather specific requirements for people who want to do research with prisoners.  Another document the NBMWG is working on is a general introduction to public use data files and how to make them.  Also, the NBMWG is working on some other guidance documents for social scientists.  

Dr. Mather then suggested that, as Dr. Porter had asked for VA feedback on these issues, there be an extended teleconference for those who might have suggestions can raise them at the end of the teleconference.  Ms. Minor gave her phone number for any who wanted to call her.  It is (202) 305-4134.  She can also be reached via e-mail at cminer@bop.gov.
ORCA Information: 12:00 - 12:20 P.M.

Prior to discussion of particular ORCA projects, Dr. Mather provided some general information.  First of all, he provided a ‘heads up’ on where things stand on accreditation at this time, as he had provided last week during the network directors conference call.  As of the date of the teleconference, there have been 23 surveys completed by NCQA, with 12 final reports - 9 accredited with conditions, 3 are not accredited, with all 3 appealing the preliminary designation.  One of the sites accredited with conditions has also appealed.  Of the 11 remaining VAMCs, there are 6 draft reports to be delivered and 5 are awaiting their final reports.  He noted that in a letter written to ORD on April 17, 2002, NCQA has asked for a “pause” in the process and that was approved.  Later on, they asked for a further extension of that pause, so that now ORD has approved NCQA site surveys resuming the beginning of the week of August 26th.  Dr. Mather noted that the resumption will probably take place at that time, although the National Leadership Board (all the VISN Directors and all the Chief Officers in Central Office, along with the USH, DUSH and DUSH for operations and management) is expecting ORD to present the revised NCQA plan to them sometime in August or, if deferred by the NLB, in September.  

In addition, on May 30th, Dr. Marjorie Spears, the Executive Director of Association for Accreditation of Human Research Protection Programs (AAHRPP), met with Dr. Roswell, the USH, to discuss AAHRPP and what it might do to assist in situations where a VAMC relies on its academic affiliate’s IRB for its IRB services.  There are 46 VAMCs that rely on 43 academic affiliates in this regard.  In that meeting, Dr. Roswell directed ORD to work with NCQA and AAHRPP to develop a mechanism for recognizing the affiliate’s IRB.  In effect this would mean that NCQA would accept AAHRPP accreditation of the affiliate’s IRB when that IRB is the designated IRB of record for that VAMC’s assurance document, and the affiliate’s HRPP has received its AAHRPP accreditation decision..  There is a long way to go on that, but Dr. Roswell has directed that this be done by August 1st, and it is anticipated that more will be heard about this in the near future.  VAMCs that rely upon an academic affiliate’s IRB should notify that affiliate, as the VAMC is required to use an IRB that’s part of an accredited Human Research Protection Program, whether the program is accredited by NCQA or AAHRPP.  

Finally, with respect to accreditation, Dr. Roswell has asked ORCA to make an assessment of the NCQA accreditation program, on the progress that’s been made since the program was established in August 2000, when the existing contract with NCQA started.  ORCA will be pulling together under a specific outline some descriptive information about the program, so those 23 VAMCs that already have undergone a NCQA site survey can anticipate being contacted by ORCA for information on the process.

ORCA HQ Project updates and staff reports: 

Dr. David Weber – ORCA SES Seminars.  Dr. Weber was not available, so Dr. Mather spoke on his behalf.  The last SES seminar took place in Kansas City on June 6, 2002, the completion of VISNs 9, 15, and 23. It was another intense day with 19 V-Tel sites.  So the SES Seminars are now completed.  Dr. Mather was asked by VISN 3 to participate in a daylong seminar on how to extend what was learned in these SES Seminars to encompass additional information on how to put together an institutional Human Research Protection Program (HRPP), as well as some comments on NCQA accreditation.  This one-day seminar was discussed on the network directors’ conference call, and it was suggested that maybe ORCA could still help in this way.  Dr. Mather has sent a note to the VISN directors suggesting they contact him if interested in such a one-day seminar.  The ORCA Training, Education and Development (TED) and Field Advisory Committees will be reviewing this additional training seminar in their future meetings on June 20th and July 11th.  The one-day seminar in VISN 3 was a “pilot” intensive follow-through on earlier education.  It is not yet clear how such a program would interface with ORD’s ACT/REACT (Research Accreditation Consultation Team) program.  If you want more information on ORD’s REACT/ACT program, please contact Bill Judy at ORD, telephone number  (202) 565-7830.

Dr. Karen Smith – CQI (Continuous Quality Improvement) Working Group.  Dr. Smith was on a courtesy visit, so the Deputy Director, Cindy Paulsen, provided the update on the CQI activities of the working group.  The CQI Working Group is now on Draft #3 of the CQI Toolkit.  It is now contained on a CD, as it is too large to send as an e-mail attachment.  It will be distributed as discs and available on the web.  It will incorporate both didactic sections and actual examples of what other institutions are doing in their CQI activities.  The current draft of the CQI Toolkit has been distributed to the TED Working Group for their input and comment, and will be discussed at the TED meeting on June 20th.  The project is nearing completion, and the working group hopes to test the CD on those who have no CQI experience to see how useful it might be.  Dr. Mather noted that after the CQI Toolkit was brought before the TED and tested, it would be brought before the ORCA Field Advisory Committee, July 11th.  It is hoped it will be available by the end of August and is anticipated that it will be particularly useful to RACOs/RCOs.  This work is also related to the Field Advisory Committee’s subcommittee on RACOs/RCOs, chaired by Ron Norby, the clinical manager in VISN 22.

Priscilla Craig – FWA & MOU update. 1) Almost all FWAs have been submitted and are pending.  There are about 22 that have not been submitted, as yet, the documents for conversion from their MPA to a FWA.  Most of those are from VAMCs with joint-IRB relationships with their academic affiliates, and they are still working through what the relationship is going to be or they are waiting for the academic affiliate to file their own FWA.  Most of those with FWAs have had to update their assurance at some point.  If an institution needs to file an update, OHRP considers minor changes to be changes in addresses, phone numbers and e-mails and those can be submitted by fax.  Ms. Craig asked that an institution fax to her anything being faxed to OHRP.  Major changes, such as new IRB members or IRB Chair or Institutional Official, need to be submitted through ORCA.  Instructions were appended to the minutes of the last ORCA teleconference minutes (4/15/02).  If you have any questions about these procedures, please call Priscilla Craig at (202) 565-8162 or she is available through e-mail on Outlook. 2) The MOUs (Memoranda of Understanding) are also gradually coming in.  Template MOUs are now posted on the Homepage of the ORCA website (http://www.va.gov/orca) Any VAMC that has an MOU in place that has not sent it to Priscilla Craig at ORCA CO, please do so.  Also, if an institution’s research foundation has a FWA, and it is not clear whether a copy has been sent to Ms. Craig, please send her a copy.  She does not need to see the FWA when it is still in process; she only needs to have a signed copy after it has been approved and returned by OHRP.

Dr. Joan Porter – TED Activities and Brochure.  1) As has been noted, the Training, Education and Development (TED) Focus Group will be meeting June 20 to review the CQI Toolkit developed by the CQI Working Group, a subcommittee of the TED.  The TED Focus Group will also be reviewing some of the products ‘in the pipeline,’ one of which is an ORCA Information Letter about different types of certifications available to people in human research protection programs.  2) Dr. Anna Alt-White led the discussion on the brochure.  At this time, all VAMCs should have received the brochures, although a few sites note the brochures arrived damaged.  The ACOS/R or research coordinator should have received 100 copies, and other VAMCs 50 copies.  Dr. Alt-white requested any VAMCs that have not received the brochure or that wish more copies to contact their ORCA Regional Office or to call her at (202) 745-8000 X-6387.

Dr. Mather noted that ORCA has received approval for an additional GS-14 and GS-13 in each of ORCA’s 5 regional offices.  It is expected that they will be funded as of October 1, 2002.  ORCA hopes to advertise the positions and make selections as quickly as possible, hoping notices about the positions will be out by the end of July.

Paula Squire Waterman – VA Day at PRIM&R, 2002.  Ms. Waterman announced that there would be online registration for VA Day at PRIM&R and again reminded any VA people who wanted to go to either (or both) PRIM&R and ARENA (as well as VA Day at PRIM&R) that PRIM&R especially fills up very quickly once announced, and those hoping to attend should register early and be prepared to pay for the November conference with 2002 funds.  Ms Waterman again asked listeners with ideas for topics for VA Day at PRIM&R to please feel free to e-mail her at paula.waterman@hq.med.va.gov or call her at (202) 565-6188.  Information on VA Day at PRIM&R (both past and future) is on the ORCA website.  The URL is http://www.va.gov/orca.

ORCA Regional Office Updates:

Midwestern Regional Office – Dr. Karen Smith – Cindy Paulsen again spoke for Dr. Smith.  The Midwestern Regional Office has one more courtesy site visit to make this week, and then they will have visited all VAs conducting research in their region.  Ms. Paulsen encouraged the sites to continue to make inquiries of the Midwestern RO.  She said they had been getting quite a number of inquiries and felt they were a good interchange between the Midwestern RO and the VAMCs in their region.  Dr. Mather then commended the Midwestern Office for their staffing of the OHRP/FDA/VA-ORCA Regional Conference in Minneapolis, MN.  

Mid-Atlantic Regional Office – Dr. Min-Fu Tsan – The Mid-Atlantic Regional office is in the process of recruiting a GS-14 health science specialist to serve as a research specialist.  Dr. Tsan asked anyone who knew of someone who might qualify to let him know.

Western Regional Office – Dr. Paul Hammond – The Western Regional Office is relocating to March Air Force Base.  Telephone numbers and contact information will be forthcoming.  They are trying to make arrangements to keep their current telephone numbers and will keep everyone informed.
Post-Conference Call  (optional until 1:50 P.M.) – The discussion above had gone over the initial 50 minutes and continued into the post-conference call time.  At the end of the ORCA Regional Office update, there were no further questions and the call was completed. 
Next Teleconference:   (There will be no August ORCA Teleconference.)  The next teleconference will take place Monday, October 21, 2002 — 12 noon to 1:50 P.M. EDST, including the additional optional 50 minutes  (Note: 3rd Monday in October.)  The call-in number will be – (800) 767-1750, Access code 24088#).
