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Introductions and Agenda  (Dr. John H. Mather)  

Dr. Mather introduced the call.  After reminding participant of the optional 50 minutes at the end of the agenda for additional information, questions and discussion, Dr. Mather asked participants to use the mute button when they were simply listening, and to speak loudly, giving their identity, when they spoke.  Dr. Mather then asked the guest speaker, Ms. Sanford, to begin, noting that she’d also participated in previous ORCA teleconferences in April and August.

.
Guest Speaker:  12:05 - 12:20 pm (Sandra Sanford)  “NCQA Human Research Protection Program Accreditation Update.”  Ms. Sandra Sanford is Director, Human Research Protection Accreditation Program, NCQA.
Ms. Sanford stated that she was present to give answers to some common questions related to the accreditation process.  Ms. Sanford thanked Dr. Mather for the opportunity to speak to sites as a group and give them all the same answer to questions at the same time.  

(1) The first question relates to the “look-back” period that used when NCQA comes on site for a site survey.  The look-back period is one year.  Ms. Sanford noted that when the NCQA accreditation standards were posted on the NCQA website on August 16, 2001, the Introduction to the standards somehow ‘got lost’ when the document was transferred from Word to a PDF format.  That problem has been corrected, and the Introduction is on the NCQA website now.  Ms. Sanford further noted that if anyone had downloaded the version of the standards without the introduction, she would recommend that they go back and get the Introduction because it does explain some of the questions that have been asked, including the one-year look-back period.  Ms. Sanford wanted to clarify that point, saying that when the survey team is on site doing file review, the one-year look-back period means the site surveyors are looking at things that occurred in the past year.  Also, in evaluating the site’s SOPs and procedures, the NCQA site surveyors are looking that those that have been in existence for the past year.  If a site has recently updated their SOPs, or Policies and Procedures, NCQA asks that both the updated version and previous version be sent so that NCQA can look back to see what was going on during the entire year.  To get credit for compliance with a standard, it means compliance for a full year’s period of time.  

(2) The second thing Ms. Sanford had gotten numerous questions on is the consent form 10-1086.  That form is required by the M3; Ms. Sanford received a clarification on this point from ORD, and that unless a site has written authorization from ORD to not use the 10-1086, it should be used at the site.  If a site has any questions about whether they have such an authorization, then they should contact Bill Judy at ORD.  

(3) The third question relates to tracking the types of review that a site does.  When NCQA asks sites to send documentation prior to the site visit, one of the things that are asked for is a tracking of protocols that have been reviewed at initial review, either by full-board review or using an expedited review procedure.  NCQA finds it very helpful if a site can sort out those different types of review, but it’s not mandatory.  It may also help the site as well, to know what it’s doing.

(4) The last point relates to questions about “batch” reviews.  NCQA has talked to people who are doing reviews, particularly continuing reviews, in batches.  Ms. Sanford noted that with respect to the problems at Johns Hopkins resulting in a shutdown by OHRP, one of the things OHRP cited Hopkins for was doing continuing review in batches, where they were voting on five projects at the same time.  Ms. Sanford reminded all those listening that the standards do call for each project to be reviewed individually by the IRB.  

Ms. Sanford then asked if there were any questions.  (Q)  Why has NCQA decided to do a year look-back since the standards were recently developed?  (A)  ORD and NCQA (with ORCA’s input) made the decision for ONLY a one-year look-back period.  MS. Sanford noted that most accrediting agencies (such as Joint Commission or NCQA when they’re accrediting HMOs), when looking at the institution they’re accrediting use a three-year look-back period; that’s standard for the industry.  The Questioner then noted that most accrediting bodies, such as JCAHO, when implementing new standards, do not expect compliance immediately.  Ms. Sanford explained that NCQA agreed with that ideal, but did not have the opportunity to proceed on that basis.  She noted that the House oversight committee that demanded the accreditation process be put into place didn’t give ORD, NCQA or ORCA the option of putting the standards out, giving the sites a year to come in compliance before starting to accredit against the new standards.  For this reason, the look-back period was brought down to one year.  The other point is that, looking at the scoring of certain standards, a site can score 0% compliance and still get full accreditation.  The reason for that is those standards are outside the regulations and VA policy; they are “above and beyond.”  Anything that is current VA policy, current federal or state or VA regulation, is something that all sites should have been doing already for a very long time.  So the standards based on federal regulations of VA policy are the ones that can “count against” a site if they’re not in compliance.  Any standards that are scored so that a site can be fully accredited even if you score 0% are out there now as “extra credit questions” in the standards BUT each year NCQA will be revising the standards, and next year (August), those standards that, today, a site can score 0% on and still be fully accredited, next year will have higher scores associated with them and 0% compliance may not still allow full accreditation.  So, the accreditation is the same type of process used by other accrediting agencies, but with the best compromise (related to the look-back period) that all groups involved could come up with, given the stipulations of the House oversight committee.

Dr. Mather commented to Ms. Sanford that in previous teleconferences she had stated that the standards would be “frozen” for a year, unless there was some sort of obvious error that needed to be corrected.  Ms. Sanford noted that was correct.  Dr. Mather then brought up the issue of the M3, Chapter 9, which is in the process of being updated into a Handbook.  He asked Ms. Sanford to address the issue of standards and look-back periods in the context of the new Handbook.  Ms. Sanford replied that NCQA would follow what ORD is doing.  As soon as ORD lets NCQA know that the new Handbook is approved, those items will be put into the standards.  Ms. Sanford felt that, given the drafts of the Handbook she’d seen so far, that there should not be many changes to the standards, as the Handbook is based on VA regulations and policy.  She further stated that there had been some slight changes in materials related to the standards, but that was ONLY where minor inaccuracies in the regulatory citations were found and corrected, and the standards themselves had not been changed.  But, so far, nothing has been identified that would require changes in the standards themselves.

Dr. Mather then noted that the accreditation process was well underway, and that several sites had been visited already.  He asked Ms. Sanford if there was anything she could tell the sites about what they could do to make sure they are prepared, anything she felt would be worthwhile to draw to people’s attention.  Ms. Sanford said no.  That the issues she’d discussed should help sites be better prepared.  She further noted that one of the things that NCQA had found is that institutions don’t given themselves enough credit in some areas.  Not until NCQA gets on site do people realize that (for example) although they do not have a research QA program, they do have a regular QA program, and they can end up getting credit for things they didn’t realize they could get credit for.  That if the hospital has a QA program that happens to be looking at some of the things that are going on in research, then that information can be provided to the NCQA surveyors.  Dr. Mather noted that he had heard this year the Joint Commission had expressed a greater interest looking at research issues.  He thought it had more to do with adverse events and the things that came out during the Hopkins situation, and that the Joint Commission was somewhat appalled about it, that they hadn’t known about it ahead of time.  He then asked if at the few sites NCQA had already visited whether data used with respect to the Joint Commission been where NCQA could see it, if NCQA had seen anything like that.  Ms Sanford said the site surveyors hadn’t seen any.  She noted that Dr. Mather was correct, that Joint Commission has just recently started focusing on research.  Ms. Sanford stated that Joint Commission has had standards for a while now, focusing mostly on individual patients.  For example, does a patient record have a consent form in it?  Is there documentation that the patient got a research drug?  It is those types of documentation that the JCAHO standards have focused on.

Dr. Mather then asked if there were any other questions.  When none were offered, Dr. Mather mentioned on additional issue.  He stated that it has been mentioned that are some policy ambiguities turned up in the course of a number of reviews.  He stated that ORCA was committed to communicating those to ORD for their consideration.  He also stated that ORCA has asked NCQA that if such problems turn up to let ORCA know.  In addition, Dr. Mather noted that if sites have such things turn up, ORCA is more than willing to take the problem to ORD, and, in fact, already has queries into ORD on several issues.

THE URL FOR NCQA WEBSITE IS – http://www.ncqa.org
ORCA Information:
12:20 - 1:00 pm
Dr. John H. Mather – introduced the next part of the agenda.  He brought the group up to date with ORCA activities, noting that all four ORCA regional offices had staff and were operational in the Mid-Atlantic (Washington, DC), the Southern (Atlanta), Mid-West (Chicago), and Western (Loma Linda) Regions.  The virtual Northeastern Regional Office (Boston) is being handled by Dr. David Weber the Deputy at ORCA Central Office.  With all the offices functioning, ORCA is in a position to speed up the courtesy visits that some sites have received over the past several months, and that ORCA hopes to complete by early calendar year 2002.  It is anticipated that these will be one-day courtesy site visits where ORCA Regional Office Director introduces him/herself to the VAMC.  During the course of the courtesy site visit, the ORCA Regional Director will offer to instruct a site on how to do a self-assessment.  The materials and procedures for doing such a self-assessment have been tested and are now ready for wider use.  Directions on doing such a self-assessment are also available.

ORCA hopes that the use of the self-assessment tools will result in fewer and fewer sites that do not meet the regulatory minimum.  To assist sites in preparing for an accreditation site visit, within the self-assessment instrument and check lists for human subjects are cross-references to the applicable NCQA accreditation standard.  So ORCA would anticipate that any institution conducting a faithful, conscientious self-assessment in the human subjects component, would be in a strong position for an accreditation site visit from NCQA.  The self-assessment does not stand alone as “ORCA’s instrument.”  An effort has been made to tie it into the accreditation standards, giving an institution some mechanism to prepare themselves more adequately not just for an accreditation site survey, but also for (if wanted) a MAP site visit by ORCA.  Such site visits are intended to examine across the board how an institution’s research program is operating.  It is not intended to occur because an institution because it is thought an institution has a problem or because someone has turned up a problem, but rather as a prospective, preventative site visit.  Such a MAP visit might be particularly helpful for institutions scheduled to have NCQA site surveys next year.

Dr. Mather stated that some are finding all the information provided by ORCA may be perceived as overwhelming by some.  For this reason, ORCA is going from a biweekly to a monthly information letter.  In addition, ORCA will hope to distribute in early November, a letter containing the 5 “key things” an institution needs to pay attention to.  Dr. Mather then introduced Dr. Joan Porter and Priscilla Craig to talk about the CD ROM on IRB SOPs.

Priscilla Craig & Dr. Joan Porter:  IRB SOPs (Standard Operating Procedures) on CD – The VA IRB SOP Reference Guide was released September 28, 2001 with announcement letters to the VAMC Directors to let them know the CDs were coming, and telling them the CDs were being mailed directly to Human Research Offices.  The cover letters and CDs went out the week of October 8.  Some have already arrived, but those who have not yet received the, they should be arriving soon.  This reference guide touches on most of the issues that concern IRBs, provides ethical and regulatory background, IRB management issues, and issues related to documentation and compliance with regulations and policy at the VA.  The appendices contain a sample IRB SOP for an institution to use to construct or design its own SOPs based on what research is done locally, and materials that support an IRB’s efforts and development, such as a Glossary and a short section recommending what could be used to develop an investigator’s manual.  Another section is concerned with local forms, providing questions and questionnaires that an IRB can use to develop local forms and get information from investigators for reviewing protocols.  Yet another section provides those reviewing the research with questions they can ask themselves and a systematic method for reviewing a project.  Finally, VA regulations and policy references are provided.  Those with comments, questions, and/or problems are encouraged to call Priscilla Craig at (202) 565-8162 or e-mail her in Outlook.  There will be future versions, depending on need, but probably not before the ORD human subjects handbook is released.  Dr. Porter added that the document was really important.  The regulations require SOPs and those doing compliance inspections or site visits, such as the FDA, OHRP or ORCA, will look for such written documentation when inspecting.  In addition, those inspecting will expect the Manual to reflect what’s actually being done.  Thus, such written IRB SOPs are essential documents for a human research protection program.  Because the CD reflects current VA regulations and practices, it will need to be changed when the ORD Handbook is issued.  ORCA will welcome comment and feedback so the product can be improved.  The point is to build a solid IRB SOP. 

(Q)  Have the CDs been sent to the network offices?  (A)  Yes.

Dr. Karen Smith (Midwestern Regional Office) Compendium of Regulations on CD – Dr. Mather introduced Dr. Smith to talk about the other CD being mailed even as the teleconference was occurring.  This CD is a compendium of a number of items concerning human research protection programs.  For example, it contains all the major rules and many minor ones, all published OHRP and FDA guidance that was readily available, some materials from ORCA especially including the human research protection MAP self-assessment checklist (note:  these checklists are referenced to both the applicable regulations/VA policy and the NCQA standards next to the items they support).  The compendium is completely cross-linked with hyperlinks so that, for example, where a reference is made to a regulation or NCQA standard, there’s a hyperlink to connect the user to the actual regulation or standard being referred to.  The document is also hyperlinked to useful, helpful websites.  Those without CD ROM capability on their computer are urged to go to their VA library, or somewhere else where you can access a CD ROM.  Dr. Mather noted that these items were going to be posted on the ORCA website in the future, but that currently there are issues of website capacity that must be resolved.  VAMCs are encouraged to “burn” as many copies of the Compendium CD ROM (and IRB SOP CD ROM) as they wish/need to give to their investigators and others who may need/use it.  (Q) What is in the IRB SOP CD already received?  (A) A complete guidance on what IRBs should know, including in Appendix I a template or sample (with guidance) on how to put together an IRB SOP for a VA human research protection program.  Dr. Mather noted that feedback on the IRB SOP would be gratefully received, especially via fax or e-mails to Priscilla Craig.  (Q) Do I understand correctly that there are 2 (two) CDs?  (A) There are 2 CDs – 1] IRB SOP (mailed early in week of 8 October 2001) and 2] Compendium of Regulations (being mailed this week, Oct.15-19).  Dr. Mather noted that ORCA was working on a further compendium dealing with animal welfare, research safety and research misconduct comparable to Compendium of Regulations related to human research protection program.  

ORCA HQ Project updates and staff reports:
· David Weber PhD – Discussed the ORCA SES seminars.  Have been moving along and Dr. Weber hopes everyone has been hearing about them.  ORCA has put together a volume of applicable regulations, information needed by senior executives in the VA, to go alone with the one-day seminar (7-8 hours) set up to cover the materials.  As of last Thursday (10/11/01) there are 4 seminars definitely confirmed – 1] Wed., Oct. 24, 2001, in Bedford, MA (VISN 1), 2] Wed., Nov. 28, 2001, in Detroit, MI (VISNs 10, 11, 12), with videoconferencing to Columbus, OH and Hines VA (Chicago, IL), 3] Tues., Jan. 8, 2002, Monterey, CA (VISNs 19, 20, 21), 4]  Wed., Thurs., Jan. 30, 31, 2002, in Dallas, TX (VISNs 16, 17, 18)  Dr. Weber thinks the seminars are going along very well and have been favorably received.  There are a few VISNs that have not participated yet, and they were urged to contact either Dr. Weber or Rebecca Kelley in ORCA DC Central Office, indicating your interest and when it could possibly be scheduled.  (Q) I missed the SES seminar for my VISN, could I arrange with ORCA (Dr. Weber) to go to attend one of the upcoming seminars?  (A) Yes.  You may call either Dr. Weber or Rebecca Kelley (phone 202/565-4579) in ORCA CO, who will try to coordinate you with the closest seminar scheduled near your VISN.  Ms. Kelley noted that ORCA was currently working on another SES seminar for Wed., Dec. 19, 2001 in Orlando, FL (VISNs 7 & 8).  Basically, there are 13 VISNs scheduled, have completed 4 and have 5 left to contact and schedule.  Hoping to have all the SES seminars completed by the 1st Quarter of 2002.

· Priscilla Craig & Dr. John H. Mather  Discussed the FWA update.  Will discuss conversion of MPAs to FWAs.  Final date for submission of FWAs was Sept. 30, 2001, and there are still approximately 20 facilities that have not been in contacted with Ms. Craig in any way.  If one of those facilities is on the line, please contact Ms. Craig for an extension of the deadline and to discuss the paperwork that has to be submitted.  Currently, Ms. Craig has paperwork ‘backup,’ as many applications came in just before the deadline (at the last minute) and she asks that institutions be patient.  If there are any problems or issues or urgent deadlines, please contact Ms. Craig directly so she knows the situation and can adjust.  OHRP has given relief for those facilities with academic partners under an Inter-Institutional Agreement (IIA)/MPA relationship by saying the VA FWA does not affect the affiliate’s FWA status, that they can file when they wish, as long as it’s OK with OHRP.  Ms. Craig repeated that institutions that needed an extension please contact her as soon as possible.  For those VAs with partnership with another institution or are trying to establish one, ORCA had template MOUs to use between VA facilities or is in process a MOU template to be used between the VA and an affiliate.  It’s in the process of being completed, but is hoped to be out shortly.  ORCA has also reviewed draft MOUs for facilities and returned comments very promptly, and those currently putting together such MOUs are welcome to send them to ORCA for review and comment, a free service and ORCA is also very prompt.  Facilities with VA MPAs that they wish to deactivate because they don’t wish to maintain a human subjects research program, please notify Ms. Craig with a letter or e-mail from the VAMC Director.  ORCA will issue a letter to de-activate the VA MPA contract.  Ms. Craig’s phone number is 202/565-8162.  (Q)  Does ORCA have a sample agreement between an affiliate and a VA that an affiliate could use?  (A)  It’s in process.  (Q)  OHRP has given a break on institutions with IIAs, what about joint signatories on MPAs?  (A)  Ms. Craig replied she thinks those are still a problem because for the purposes of the MPA, the affiliate and VA are considered one institution.  Dr. Mather noted that such agreements cannot go ahead to file the VAs FWA without doing it in concert with the affiliate, as it breaks the arrangement up, so the institutions have to start (as it were) from scratch.  (Q)  Can you give us information on getting an FWA for the non-profits?  (A)  Ms. Craig replies that the best thing to do is go to the NAVREF website where there are instructions for the non-profits, with special language that needs to be included in the non-profit FWA.  A non-profit files for an FWA outside the ORCA process, the non-profit can go to OHRP directly.  Ms. Craig asked, however, that when the signed FWA came back from OHRP that the non-profit send her a copy of the signed FWA.

· Dr. Joan Porter – Discussed CITI project and TED activities.  Dr. Porter gave a brief preview of an initiative that will be announced formally within the next couple of weeks related to the Collaborative IRB Training Initiative (CITI).  ORCA is making available a comprehensive, web-based training program on the protection of human research subjects, referred to at the CITI course.  This course was developed by a multi-institutional collaboration that now includes the VHA with participation through ORCA.  It’s an optional training vehicle that’s intended to assist institutional officials, IRB members and staff, research administration staff, and investigators in fulfilling training and education requirements to meet the expectations of the VA MPA contract, and the FWA, as well as ORD educational requirements.  There are 14 modules (none very long), one of which discusses research in the VA and highlights key VA expectations for research involving human subjects.  The CITI course is optional, but some sites are already using it.  In fact, some VAMCs are already using CITI to fulfill the ORD education requirement for investigators.  A memorandum to VAMC Directors of facilities with VA MPA contracts, with copies to ACOS R&D, is coming out along with instructions on how to access the website.  It does give a certificate and there is a test involved, and 6 CME credits are available under certain conditions.  Dr. Porter told everyone to watch for the upcoming memo on CITI program.  (Q)  What does CITI stand for?  (A)  Collaborative IRB Training Initiative (it’s not a bank).  (Q)  We’ve been using CITI through our university affiliate, and their program has an administrator who can track who’s done which module.  Will the VAMC (AOs) have the same mechanism?  (A)  The plan is to have individuals register and put in the code for their facilities.  The individual gets a certificate they present for ACOSs or AOs for R&D indicating they’ve completed CITI.  Within the CITI administrators office in Miami there is a resource for VAs to request the capability to see who’s completed which modules, but it must be requested; it will not be sent automatically.  The regular plan is for individuals to take the courses on their own and receive a certificate that is then presented to the AO.  That can be verified at the University of Miami, if requested.  (Q)  There is a module on research involving children.  Can you skip that one because the VA is not supposed to do research on children.?  (A)  ORCA considers modules 10 (research involving pregnant women) & 14 (hot topics module) of the set are optional, but module on research involving children is probably a complement of what would be expected on the basis of the ORD educational requirements list.  VA does have some research that deals with children.  Those wishing to get CME credits have to take all 14 modules.  Dr. Mather noted that ORCA is in the process from obtaining from PRIM&R a CD ROM that meets the requirements in the FWA for the education of investigators.  These are not in hand yet, Dr. Mather just wanted to note they are coming.

· Paula Squire Waterman – Discussed VA Day @ PRIM&R taking place on Dec. 1, 2001 in Boston.  The planning committee is just finalizing the program now, and already have more than 50 people who’ve indicated they’re interested in attending.  If you’re interested in attending please let Ms. Waterman know, because if there is going to be over 100 people, ORCA will have to get another room.  Have been receiving names via e-mail, and am using it to develop a list of potential attendees.  Are in the process of finalizing a registration form and will appreciate potential attendees registering to 1] give an idea of the size of the room needed and 2] know how many copies of materials are needed.  The conference is FREE and registration is not required.  Everyone is welcome.  It is their day – VA Day @ PRIM&R.  The program is based on the assessments of last year, which is the reason it is a full day.  The overall format is repeating breakout sessions so that those who come only in the afternoon will be able to get at least some of the information.  VA Day @ PRM&R was discussed in ORCA Information Letter #39, including a flyer that listed some of the topics, and the conference is still having those topics.  Please don’t hesitate to contact Ms. Waterman if you want additional information or want to be added to the mailing list.  She is on Outlook and her phone number is 202/565-6188.  (Q)  Could you please give the date again?  (A)  Saturday, December 1, 2001 in Boston.  (Q)  Do you have to register for PRIM&R/ARENA to attend VA Day @ PRIM&R?  (A)  No.  It’s separate from PRIM&R.  You can attend VA Day @ PRIM&R without attending PRIM&R/ARENA.  Affiliates are welcome (it’s free to them), and the conference will be trying to educate them on the VA way.  But this is VA day and it’s for the VA.  We do appreciate, however, if both VAs and affiliates register for VA Day @ PRIM&R to help us know how many plan to attend.
ORCA Regional Office (RO) updates

· Southern (Atlanta - Dr. David Miller) – Nothing to report, but Dr. Miller noted they looked forward to seeing everyone in PRIM&R.
· Mid-Atlantic (Washington, DC – Dr. Min-Fu Tsan) – the Mid-Atlantic Regional Office covers VISNs 4,5, 6, 9 and 10.  Since the last ORCA teleconference call, the Mid-Atlantic RO has made a number of courtesy visits to VAMCs, including Memphis, Philadelphia, Coatsville, and Lebanon VAMCs.  Will continue to make courtesy visits where they try to get to know the people and the VAMC Director, introduce themselves and answer questions.  In the future, they hope to include instruction on how to conduct the MAP self-assessment process.  If you are a site that has not received a courtesy visit, and you want such a visit, please contact Dr. Tsan, either by e-mail or call (202) 745-8544.
· Northeastern (Boston - virtual, Dr. David Weber) – Although still virtual, the Northeastern RO is going to start courtesy visits.  With the MAP self-assessment program coming, such visits are extremely important, so over the next few weeks, Dr. Weber will be scheduling times for courtesy visits to the various VAMCs in the Northeastern region, including New England, New York, and New Jersey.  He hopes it will be helpful and that VAMCs prepare questions, bring up topics where they feel they need help or where they think maybe ORCA can be helpful.  Northeastern ORCA RO wants to be as helpful as possible, especially in this rapidly changing area, particularly with accreditation coming along, along with current regulations and changes in policy.  Also reminded everyone that on October 24th will be having the SES seminar in Bedford.  Dr. Weber noted that VAMCs could schedule courtesy site visits then.
· Midwestern (Chicago - Dr. Karen Smith) – Also noted the RO was trying to get out to meet every VAMC in the region.  Still have a lot of sites they’ve yet to visit.  Reminded everyone of the SES seminar in Detroit on Nov. 28, 2001 and stated the ORCA Midwestern RO would have representatives both in Detroit and at Hines, where the seminar will be video-conferenced.
· Western (Los Angeles - Dr. Paul Hammond) – the Western Regional Office is now fully staffed and operational.  In the last fiscal year, the Western RO has been able to visit every VAMC in VISN 22.  Plans to be present at SES seminars and at the ORD conference in Keystone at the end of October.

Post-Conference Call  (optional until 1:50 pm) – The discussion above had gone over the initials 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. (Q)  Can Dr. David Weber please give us his telephone number?  (A)  (202) 565-5179 and Dr. Weber noted he’s on Outlook as well.

Next Teleconference:
December 10, 2001 — 12 Noon to 1:00 P.M. EST, with additional optional 50 minutes (Note:2nd Monday in December.  The call-in number will be – (800) 767-1750, Access code 24088)

