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

Dr. Mather introduced the call, going over the agenda and format.  He noted that there were no materials attached to the agenda, but that materials related to the first speaker’s (Ms. Sanford) topic would be attached to the minutes.  Dr. Mather reminded participants to use the mute button when they were simply listening, and to speak loudly, giving their identity, when they spoke.  He also reminded participants of the optional 50 minutes at the end of the agenda for additional information, questions and discussion.  Dr. Mather then introduced Ms. Sanford to speak again on the NCQA accreditation process (Ms. Sanford had spoken previously at the ORCA Teleconference on April 16, 2001), noting that Dr. James Burris of ORD was also available online to answer questions.

Guest Speaker:  12:05 - 12:45 P.M.: (Sandra Sanford)  “NCQA Human Research Protection Program Accreditation Process and Scoring Procedures.”  Ms. Sandra Sanford is Director, Human Research Protection Accreditation Program, NCQA.
Ms. Sanford stated that she would go over a few items discussed previously, and then she would discuss where the accreditation process was at this time, and where it was going.  Ms. Sanford noted that the current standards did not differ much from March 2001, when the draft standards were released for public comment.  Ms. Sanford thanked those who commented, stating that NCQA had received many good comments from the field, ORD and ORCA.  

Based on those comments, and information gained from the pilot accreditation visits, NCQA has made changes to the standards, including adding requirements related to the R&D Committee responsibilities related to human subjects research, and to the Investigational Pharmacy’s responsibilities in human subject protection.  NCQA has also clarified the two types of continuing review, namely:  (1)  both the periodic review and re-approval of research that is mandated by the regulations, with the period until next review set by the IRB at the time of initial review, and,  (2)  the continuous, ongoing review that happens during the course of a research study.  

Ms. Sanford also described changes in the IRB structure and Operation standards related to finding evidence that an IRB has made certain determinations (evaluations, considerations) required by regulation, as opposed to actually documented those findings, since such documentation is not specifically required by regulation.  Without such documentation, it was thought that, once in the field, it might be difficult to find evidence that the determinations had been made.  For this reason, NCQA retained the standards related to an IRB making certain determinations, and added new standards regarding the actual documentation of such findings.  For the first year of accreditation, NCQA will give credit to those IRBs that do document such findings, but will not penalize those IRBs that do not (such documentation is the best evidence that the required determinations are actually being made).  

In discussing the element of an IRB making certain determinations/considerations, Ms Sanford described four levels of evidence.  The first level (100% credit) is documentation of some (any) kind, such as in the minutes, on a review form, some sort of evaluation tool, an application form that the IRB reviews, an approval letter from the IRB to the Investigator, any sort of written documentation.  The second level of credit (75%) is given if (on interview) the IRB chair and IRB members consistently describe the IRB process of making such evaluations/considerations of a particular issue, and the information is also available in the protocol file, such that the IRB could have reviewed the information.  Without consistent information from the IRB Chair and any members interviewed, but with some documentation in the protocol file that the IRB had the information there to consider, 50% credit is given.  If none of the above occurs, no credit (0%) is given.  The corresponding requirement for IRB documentation of its determinations/considerations, is met (100%) by some sort of written documentation in the IRB file, such as something in the minutes or approval letter, an IRB application or evaluation form, etc., with anything less than some sort of written documentation scored as 0%.  For the first year, there will be no penalty for sites that do not document such information.  Thus, NCQA has the opportunity to put expectations out to the field, but because NCQA is surveying so close behind the standards, for the first year, a credit score of 0% means that no site will be downgraded for not doing something they’d never been required to do before, because the regulations do not require such documentation.

A summary of the major changes added to the standards since the draft standards were put out for public comment was presented.  There was a reminder that (for many of the standards) there will be no penalty to the sites for not scoring well, because of a lack of regulations to support a particular requirement; however, that will ONLY be for the first year.  The standards will be revised at the end of a year and, at that time; there will be the expectation that the documentation described above will exist.

Dr. Burris then added that even though the regulations don’t explicitly require written documentation for certain IRB determinations, in fact recently OHRP (OPRR) has cited IRBs for lack of such documentation.  So, while the written documentation is not required for full accreditation at this point, it seems clear that is the direction in which the accreditation process has to move to satisfy the regulatory authorities.

QUESTIONS (Q): How close after the posting of the next set of standards will the auditing commence?  

ANSWER (A):  The initial surveys are already scheduled.  Richmond is the first (Sept. 17), followed by Bedford, MA, the following week, and Long Beach, CA, the week after that.

(Q):  How can you justify requiring standards that go beyond the regulations? 

(A):  Accreditation is different from the auditing done by OHRP/FDA, but there is nothing in the standards that is not already an issue with the regulatory groups, such as lack of evidence of an IRB’s considerations.  Regardless of whether it’s a regulatory visit by OHRP or FDA, if there is no documentation of these things, there is no way of knowing if the required deliberations were made.  Dr. Mather noted that in an on-site inspection, there needs to be some evidence of what went on, and the absence of documentation on decisions taken, discussion of issues like risk/benefit analysis, etc. (all pretty important), it is difficult to be sure of what really happened.

(Q):  When and where will final standards be posted?  

(A):  NCQA hopes to finalize the standards within the next week and post them on the NCQA website.  As for getting the standards out to the field, Dr. Burris said that he would discuss the issue with Dr. Mather.  Putting links on both ORCA and ORD websites to the NCQA website is one method of giving the field has an opportunity to see the new standards.

(Q):  Is there a schedule of accreditation site visits and is it going to be posted to prevent conflict with other regulatory activities, such as an ORCA MAP visit?  

(A):  Dr. Mather asked to discuss that particular question later, as it would be taken up in the discussion of the MAP site visits scheduled for later in the teleconference.  Ms. Sanford noted that Dr. Feussner of ORD had already released a tentative schedule for NCQA accreditation site visits about a month ago for the first several sites, going up until March of 2002.  She stated that those who had not received the schedule should contact NCQA at the VA mailbox in the NCQA e-mail system to have one sent to them.  The e-mail address of the VA mailbox in the NCQA system is – VAHRPAP@NCQA.ORG or call Jacque woods at (202) 955-5130.  Institutions not listed are not scheduled to be visited through March.  Ms Sanford also noted that ORD sent out an “Intent to Apply” letter to be returned to Ms Sanford’s office.  A large number were returned, and Jacqueline Woods, the administrative assistant, confirmed each one received.  If an institution has not received a confirmation, then NCQA did not receive an “Intent to Apply” letter from them.  The “Intent to Apply” allows an institution to request a specific quarter in which they would like to have their accreditation survey visit.  NCQA is trying to schedule site surveys as requested by each VAMC, although that may not always happen, and hopes to let you know about an upcoming NCQA accreditation site survey about 6 months in advance, with the exception of those that are already scheduled in the first 6 months.  NCQA will notify everyone as soon as they can of their tentative schedule date, and is more than willing to work with institutions with schedule conflicts to try to accommodate their needs.

(Q):  On the final standards, does NCQA plan to highlight the changes from the draft, so sites can figure out what the changes were as they progressed?  

(A):  Ms Sanford says it may be difficult to do as there have been so many changes and different versions as the material made the ‘rounds’ at ORD, ORCA, NCQA, and the Program Standards Committee it would be difficult to keep track of all of them.  In addition the entire format of the standards has been changed and looks different from when it was last posted.  Rather than in a table form, with four columns running across with headings of ‘regulatory sources’ in the first column, requirements/elements in the second, followed by data sources and methods in the third and fourth columns, the new format is a very different look.  To show the new format, Ms Sanford was hoping to distribute the new set of standards Privacy and Confidentiality before the ORCA teleconference so participants could see the new format, but was unable to do so.  This new set of standards, however, is attached (below) to these minutes, so it is now available to those who want to see how the format has changed.  The new format is vertical, starting with the requirement/standard at the top, with the elements below it, followed by “factors” (e.g. a…., b…., c…, etc.).  A “weight” is assigned to each element, with a scale of 1 to 5 depending on the relative importance of the element.  Scoring guidelines have been established (as discussed above) with 100%, 75%, 50% and 0% credit.  The new format discusses a ‘scope of review.’  For example, on a policy and procedure requirement, NCQA would evaluate the requirement for each IRB used.  NCQA also provides a maximum accreditation level achievable for each element.  For example, with a score of (say) 0% on a particular element, the maximum accreditation level you could make would be given in terms of one of 3 levels of accreditation  - accredited, accredited with conditions, or no accreditation.  In the next section under that, NCQA provides regulatory support, trying to cite all regulations/guidances that might be applicable.  NCQA has also listed data source(s), and there is a section called ‘note’ that would contain examples of documents that may demonstrate compliance with the element.  So there is a lot more information in the new format.  Dr. Mather then commented that the Privacy and Confidentiality attachment had been sent out by ORCA just before the conference call, if people wanted to look for it.  In any case, the document described by Ms Sanford above is attached below.
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The last item Ms Sanford discussed related to what happened when NCQA sent an application to a site for the site to complete prior to an accreditation survey visit. Ms Sanford noted that NCQA would send out a copy of the standards, along with an application form that asks for some information about who to contact for what at the site, “where are you,” “who are you,” ‘who are you associated with, if you have any affiliates.  NCQA tries to provide as detailed instructions as possible on how to complete the application.  One of the things asked for before the site visit is for the site to send as much information as possible for NCQA to review prior to the site visit.  This “pre-review” allows NCQA learn a great deal about the site, to make initial evaluations on many of the standards before the visit, so that issues can be clarified during the actual site visit.  It is hoped the instructions are sufficiently detailed on what kind of materials to send and where NCQA is looking for evidence that the site meets the requirements.  Ms Sanford then noted that NCQA would like to request a site e-mail as much information as possible, rather than sending hard copies.  January 2002, NCQA is going to a new database system where they will require all documentation be sent electronically.  NCQA recognizes, however, that there will always be circumstances where a site cannot send some items electronically, that the site doesn’t have access to the information electronically and that hard copy is the only thing available.

(Q):  How long before the NCQA site visit would the information be sent to NCQA?  

(A):  NCQA will send the information as soon as the site would like the application sent, so they can start working on it as soon as they want to.  Once on a regular scheduled basis, NCQA is going to be asking that the information be submitted 8 weeks prior to their visit.  NCQA recognizes, however, that is not going to happen with the first sites, especially those scheduled in September and October.  NCQA is more than willing to negotiate with sites, to try to give at least 4 weeks to prepare all the information to send to NCQA.  NCQA would like the information that far in advance for several reasons:  1] since NCQA will be doing weekly surveys, they do need the time to have the information in the office so it can be thoroughly evaluated, 2] need bring the information in-house to analyze, summarize and score what can be scored offsite to provide information for the surveyors (who are not on-site employees of NCQA, but rather contract employees who are actual practitioners out in the field – IRB administrators, clinicians, etc) before they come to visit the site.

(Q):  What is the relationship between the NCQA standards and VA regulation/policy?  Specifically, the old M-3 is in the process of being revised, and will become the new 1200 Handbook series.  The principles are the same, but a few of the details differ, and it seems to make sense for a site to tailor its program to the new Handbook.  When there are these discrepancies (e.g. between the standards based on the M-3 and what was put in the new Handbook), if that would be acceptable to NCQA?  

(A):  Ms Sanford replied that at this point, because the M-3 has not been revised, this version of the standards (good for the next year) will follow the M-3.  That once there is a new policy, the standards will be revised at the end of one year to incorporate the new Handbook.  Dr. Burris concurred, adding only that in a few of the standards they may have foreshadowed a few of the new policies; however, the scoring is such that you won’t be penalized for not following it.  They convert to the new Handbook standards, however, until the NCQA standards are revised in one year.  Ms Sanford also noted that NCQA has flexibility on how sites do things.  For example, the standard may state that a site has policy and procedures about a given issue.  NCQA recognizes that the policy/procedure may not be in a formal policy and procedures manual.  Instead, it may be in (say) a guideline to investigators, or as a policy statement issued to staff of the institution.  NCQA will try to be flexible about what meets the criteria.

(Q):  Can you update the status of efforts to unify standards being developed by AAHRPP and NCQA?  This is especially important to VAs that have affiliated university IRBs, especially to avoid 2 site visits, one by each group.  

(A):  NCQA is looking forward to working with AAHRPP.  Just last week, AAHRPP announced the hiring of an Executive Director, Dr. Marjorie Speers (starting Oct. 1), who has already spoken to Ms Sanford, and they have already discussed setting up meetings between NCQA and AAHRPP, as soon as Dr. Speers comes on board.  Everyone involved in the process of developing accreditation standards and programs have been asked by the Institute of Medicine (IOM) and have been encouraged by Dr. Koski to work together.  No one wants to see more than one set of standards and NCQA absolutely agrees.  Dr. Burris added that the IOM recommended that the set of standards developed by NCQA for VA be used as the basis or starting point for other groups, not just VA.  IOM also made a number of suggestions for modifications to the standards.  Dr. Burris stated that it was his understanding that AAHRPP took the IOM seriously and have revised their standards along the line of the NCQA standards and the IOM recommendations.  So, there’s already some convergence in the development of the standards.  NCQA has been encouraged to work with AAHRPP and IOM and with OHRP to try to continue the process of convergence.  Dr. Burris also noted that if a VA’s academic affiliate desires to undergo accreditation by NCQA as part of or in concert with the VA’s accreditation, the VA would not object to that.  In fact, there are some instances where the affiliate was eager to have a visit from NCQA and the VA will not stand in the way of that.  On the other hand, the VA is not going to require that the affiliate undergo accreditation of its own program.  Dr. Burris also said that ORD hoped that with the emergence of a single set of standards that ORD would be in the position to say that if a VA’s academic affiliate has had an affiliation by AAHRPP, that whatever component of the VA’s human subjects protection program resides at the affiliate, that the VA could accept a reciprocity on that component.  ORD hasn’t finalized that, but that is the direction ORD would like to go.

(Q):  A question related to the rigor of the whole accreditation process was posed as regards the training program for the site surveyors.

(A):  Ms Sanford stated they’d already had a first training program during the pilot program, and some of those trained site surveyors had gone on some of the pilot site visits.  These trained site surveyors gave feedback indicating the training class was very helpful and also made some suggestions, including having NCQA expand the portion of the training program where they practice using the data collection tools on an actual protocol file the same way they would evaluate at the site.  So the site surveyors will have had exposure to the standards, with explanation of what NCQA means by what they’re looking for evidence of the site complying with the standard.  During training, the site surveyors are also being given information on the VA system (VISNs, non-profits, etc.) provided by ORD, as many of them are unfamiliar with it, so they will have at least some knowledge and (it is hoped) a thorough explanation.

Since there were no more questions, Ms Sanford summarized her portion of the teleconference.  First of all, the VAs would see a very different format for the standards that, it is hoped, will make them clearer to understand.  She urged comments from all VAs, and stated that NCQA was doing their own CQI where they interviewed VA staff (e.g. ACOS, AO, and some other IRB staff) after a site survey to get input on how they felt the survey went and what improvements NCQA could make.  Ms Sanford noted again that NCQA had started scheduling site surveys and said that there would be some additions to the schedule that had already been sent out by Dr. Feussner, showing the scheduled accreditation site surveys from September 2001 through March 2002.  Ms Sanford said there would be additions to the schedule and that NCQA would let people know when that happened.  She stated that there would be no additions to September and October, but that there might be additions at other parts of the schedule.  Again, Ms Sanford noted that if a site did not receive a confirmation from its “Intent to Apply,” to please contact NCQA and let them know.  Finally, Ms Sanford said that if anyone had questions about anything, not to hesitate to contact NCQA.

Dr. Burris stated that VA can take satisfaction from the fact that the VA is, once again, showing their academic health center partners how to get things done, and done right.

Dr. Mather then wrapped up the session by referring back to what Dr. Burris said earlier about figuring out ways to get the final standards disseminated.  Dr. Burris said that since the standards would be in evolution for a while, it would be best if there could be a single authoritative place to post the standards and try to minimize the number of hard copies that would quickly become outdated.  One way to accomplish that would be to have the standards posted on the NCQA website, with links from both the ORCA and ORD websites to the NCQA site.  If there are those without Internet access who can’t get to the site, then, as a last resort, a hard copy could be sent.  Dr. Mather agreed and stated that the NCQA website would be clearly indicated in the teleconference notes.  THE URL FOR NCQA WEBSITE IS http://www.ncqa.org.

Dr. Mather then talked about the CD ROM that the Regional Director of the ORCA Midwest Regional Office (in Chicago), Dr. Karen Smith, is developing.  On this CD ROM, Dr. Smith is putting together all the regulations in a way that allows them to be internally hyperlinked.  In this effort, ORCA has been looking at ways of putting finalized NCQA standards on that CD ROM hyperlinked to the appropriate regulation.  Thus, if a standard refers to a specific part of the regulations, clicking on the hyperlink will bring up the regulation the standard is base on.  Once completed, Dr. Mather hopes to get the CD ROM out to the field as a useful, valuable document.  In addition, if they wish, the field will able to burn their own copies of this CD ROM.  ORCA is waiting for the finalized standards so the CD ROM can be updated and finalized.  Dr. Mather then verified with Dr. Burris that, with the exception of the need to correct a significant error, once complete the current version of the standards would not be changed for a year.

ORCA Information: 12:45 - 1:00 P.M.:

Dr. John H. Mather - ORCA Multi-Assessment Program (MAP).  Dr. Mather then gave an update of the progress of the ORCA MAP.  The ORCA Multi-Assessment Program is being developed by a working group that includes 2 ACOSs for R&D (Dr. Phil Comp and Dr. John Raymond), two AOs (Carol Huff and Christine Palermo), an IRB Chair (Dr. Dennis Mazur), augmented by two of the ORCA Regional Office Directors (Dr. Paul Hammond and Dr. Min-Fu Tsan), with Dr. Mather as the facilitator and ‘nudger,’ and Paula Waterman as the Executive Secretary.  The “alpha” testing has been completed and pilots are now into the “beta” testing of the Check Lists and Standards that come under the MAP.  There is a MAP Focus Group Meeting scheduled for in early September from which (it is hoped) will come two ‘instruments’ or tools.  One is the fundamental Self-Assessment Tool that a site will be able to use that covers all of the program areas the generally come under the purview of ORCA, including, in addition to human subjects, animal welfare, research safety and research integrity/misconduct.  There are 4 ways that ORCA is beta-testing the MAP process.  First, a site uses the Self-Assessment process for the human subjects area alone, followed by 1-day visit by the corresponding ORCA Regional Office Director who sits down with the site and gets input of how the self-assessment went, did the tool make sense (they are finding areas that do need to be revised), and how did the whole process go.  Second, the human subject self-assessment is followed by an actual MAP site visit, using the MAP Human Subject tools (checklists used and completed by the site visitors), with input from the site on the self-assessment tools.  In the next type of pilot, the site uses the Self-Assessment process for all program areas (human subjects, animal welfare, research safety and research integrity/misconduct), again followed by a 1-day visit by the appropriate ORCA Regional Director to get input/assessment from the site.  The last type of pilot is the MAP Self-Assessment for all 4 areas, followed by a MAP site visit, covering all 4 areas.  The pilot testing will be done by the end of August, with a Map Focus Group meeting in early September, resulting in a fairly specific and useful self-assessment instrument for sites to use to evaluate their own programs.  

These self-assessment tools will be added to the CD ROM Dr. Smith is developing (discussed earlier in the teleconference and in the notes above), so that everything a site would need is on the one CD ROM.  It is anticipated that the self-assessment instrument, especially in the human research protection program (HRPP) area will key into the human subject accreditation process very appropriately.  Dr. Mather wanted to make it clear that the standards in the MAP self-assessment check lists are set at the regulatory level; they are not set at the level of meeting the “best practice” or “stretch” standards that would appear in any fully-developed accreditation process.  The self-assessment instrument is not issued with the idea that will guarantee you that you are “accreditable” or that you are accredited or get full accreditation. However, ORCA is trying to put out a tool that, if you look at the standards and do a self-assessment, you will meet the regulatory minimum for your research program, applying very clearly to the Common Rule, M-3 chap 9, etc.  Dr. Mather said that what ORCA hoped to put out is something that (if it is faithfully and conscientiously used) will put an institution to the level of a sense of awareness that they have met the regulatory minimum standard.  ORCA has developed a standard operating procedure for conducting the MAP site visits, and currently is also simultaneously testing to see if those procedures are going to be workable.

Dr. Mather then referred back to the earlier question about how does the whole MAP process fit in with the accreditation site visits.  ORCA’s tentative position is that they don’t want to do a MAP site visit within 6 months of an accreditation site survey (meaning that Richmond, Bedford and Long Beach are not going to get MAP site visits at this time).  But ORCA thinks that when the MAP site visits do take place, they will help the institution draw out items/issues they ought to be paying attention to.  It is hoped the MAP site visit report will assist a site by telling them what they’re doing right, drawing to the site’s attention those few things that would be in the area of “best practice” that the site might want to consider implementing, and also drawing to the site’s attention those areas where it would appear (based on the site visit) that the institution is not meeting the regulatory minimum or the minimally accepted standard for that regulation.  ORCA hopes that the use of the self-assessment tools will result in fewer and fewer sites that do not meet the regulatory minimum.  Ultimately, the hope is that ORCA will find itself doing fewer and fewer “reactive,” or retrospective or “for cause” site visits like the SIFT reviews.  ORCA wants to make a deliberate shift to the MAP review process to obtain prospective, preventative compliance mode and not find a site in the situation where things have gone awry and must be looked into further.

Dr. Mather noted that no one has asked Ms Sanford questions related to the scoring of an accreditation site visit and what it meant, and that there would be some different levels of accreditation.  Dr. Mather said Ms Sanford was still available in the ORCA Central Office and would be available to answer more questions.  

Dr. Mather then asked Ms. Sanford if she could address the issue of when a site gets it accreditation, what it’s going to look like at the end of that process.  Ms. Sanford replied that she would tell what happened after NCQA completed a survey.  After a survey is completed, the information is taken back to NCQA and scored, the scoring is sent back to the site for input and edits if they feel they’ve been scored incorrectly.  For example, if the survey found a site did not meet a specific standard because the surveyors did not find evidence that the standard was met, the site may be able to respond that such evidence did exist, that it was misplaced or they had forgotten to give it to the surveyors, or somehow that it just didn’t get to NCQA.  This gives the site the opportunity to give some input into their score.  After the site has had the opportunity to comment, the score and report is sent on to the Program Accreditation Committee, made up of some of the more-experienced surveyors who will look at the report and score, and assign an accreditation level to the site, and also make suggestions for a remedial action plan for those sites that are not fully accredited.  Ms Sanford then repeated the three levels of accreditation – Full Accreditation, Accreditation with Conditions, and Not Accredited.  The Accreditation with Conditions allows for remedial action plans to be developed and implemented by the site.  For those sites with a very small number of deficiencies, they will have a very minimal remediation action plan and will be able to make corrections very easily and quickly.  The maximum time a site can be accredited for if they receive full accreditation is 3 years.  For Accreditation with Conditions, the time is 1 year, or even a shorter period of time, depending on the remedial action plan suggested by the Program Accreditation Committee.  In addition, if a site receives a Full Accreditation, there will be actions the site is required to do on an annual basis; the site does not just get 3 years’ accreditation and NCQA just walk away.  Yearly updates will be asked for to make sure the site is still meeting the standards of accreditation.

Dr. Mather then commented that he’d neglected to say that sites would receive a draft report from ORCA after a MAP site visit and would have the same opportunity correct or make sure the facts in the report are accurate and supported from the institution’s standpoint.

(Q):  What does MAP stand for?  

(A):  Multi-Assessment Program – two types of review, the Self-Assessment and the site visit.

ORCA HQ Project Updates and Staff Reports:
· David Weber PhD – Discussed the ORCA SES seminars.  Dr. Weber said there have been two seminars so far.  The first (a pilot) was in Long Beach and the second was in Baltimore, with two planned for September – Texas for VISNs 16, 17, 18 and Teaneck, NJ for VISN 3.  Currently talking with a half dozen other combinations of VISNs to set up these seminars, but Dr. Weber would ask you to get back to him as soon as possible because they would like to complete all these training sessions by the first half of the coming fiscal year, and perhaps even sooner, if possible.  At the moment, Dr. Weber said that they were open to planning new, special meetings beginning in October.  Dr. Weber reminded people that these SES Seminars are to educate senior management, reviewing their roles and responsibilities with respect to research compliance and assurance, as well as human research protection, with additional comments on animal welfare, research safety and scientific conduct.  These seminars appear to have been well received.  They provide a mammoth “regulatory burden” notebook, which shows many of the directives and regulations that are out there.  In the seminar, the faculty tries to walk participant quickly through the notebook, showing them the responsibilities both to VA and other regulatory agencies, giving a complete over mapping of what the administrator must do to coordinate and run a good program.

General Update on other ORCA Activities:

· Dr. John H. Mather – discussed two issues, 1] the FWA update and 2] the IRB SOPs.  Priscilla Craig is the ORCA FWA coordinator.  ORCA continues to work on converting all VA, and their affiliates, to FWAs.  Currently, ORCA has sent out letter to all 120 VAMCs that hold a VA MPA contract, urging that they move ahead with the conversion to the FWA.  Also, sent out a number of documents having to do with small VAMCs linking up to large VAMCs, or for potential merger of VAMCs for their research programs.  Know that at least one VISN has been working hard to establish such linkages.

· ORCA has also sent out another draft for an MOU between VAMC utilizing an off-site IRB, particularly an affiliate’s IRB.  The earlier MPAs used to spell out very clearly those arrangements, and now we need to insure that for VAMCs which are going to designate and utilize registered IRBs from affiliates, both parties understand their responsibilities.  NCQA standards are going to be requiring (as appropriate) those kinds of MOUs to be in existence.  Also, OHRP is saying that the VA needs to be assured that if OHRP were to visit a VAMC, perhaps during one of OHRP’s new prospective, educational, QA/QI site visits, the relationship between a VAMC holding an FWA and its affiliate medical center would be clear, explicit, and without ambiguity.  Over the next 2-3 weeks, ORCA is going to be working on the input the field has given on the MOUs, working further with ORD on getting the language straight, and informally conferring with OGC.  Will work on getting the MOU done fairly promptly.  For institutions that don’t use an affiliate’s IRB, this is a good time to convert to the FWA.  ORCA is aware that certain VAMCs, in trying to work with their affiliates, have found a certain amount of resistance to the notion of conversion to the FWA.  Priscilla Craig is entertaining (as needed) requests for waivers beyond the end of September deadline for getting an FWA.  Originally, it was thought that getting the FWA could be an open-ended process, but because of both NCQA’s and OHRP’s expectations, ORCA is strongly urging VAMCs to get the process of converting to an FWA taken care of before the end of September.

(Q): Could you please bring us up to date on what the events are that are driving OHRP to rush the FWA process?  

(A): With their movement to implement their QI/QA initiative, when they go out to visit a site, if that site has an affiliate (as with the VA affiliate of an academic medical center), OHRP is looking to see that there are clear understandings about the use of that IRB by the VAMC.  COMMENT (from questioner):  Apparently OHRP is not making affiliates aware of that issue, which is needed and would help the VAMCs.  Dr. Mather replied that he agreed.  He stated that right now OHRP is going through the “alpha” testing of the QI/QA activity, so it will probably take several more weeks before they are ready to go completely ‘live,’ but that is where they are headed.

(Q): What’s the status of the FWA for the non-profits?  There had been talk of an MOU; is that acceptable?  

(A): The MOUs for NPCs are on the NAVREF website.  Here is the URL http://www.navref.org/library/Sample_NPC_FWA_MOUs.htm
Dr. Mather reminded every VAMC with a non-profit that the non-profits have to have an FWA if they’re going to be involved in the receipt of NIH (HHS) money.  It is expected that a non-profit will use its VAMC’s designated IRB as its designated IRB.

Dr. Mather also noted that legislation is due to be introduced in the Congress (both the House and the Senate) that’s going to require that ALL research come under the purview of the Common Rule.  It is expected that legislation will be introduced after the recess in August.  Thus, any research entity with an FWA would be ahead of the game.
(Q): Is the timetable for the FWA for non-profits the same as for the facilities (e.g. the end of September)?  

(A): Dr. Mather said he doesn’t have any control over the FWA process for non-profits.  Several non-profits, at this point, probably will not need to have an FWA because they’re really not doing human subjects research.  Rather, they’re doing mostly FDA-regulated activities and, at this point, the FDA regulations do not require an FWA.  If there are any questions, probably the most appropriate thing to do would be to contact Tony Laracuente (President of NAVREF) and Barbara West (the Executive Director) or their website.  ORCA does not manage that process.

Dr. Mather then went on to discuss the Standard Operating Procedures (SOP) Template for IRBs.  ORCA has been working had to get this to closure, and hopes that, by the end of this month (August), there will be a CD ROM book available with the first appendix a template for the IRB SOPs.  ORCA is working very hard to make sure it is accurate, or at least as accurate as possible, so it will be a version 1, and there may need to be a version 2 within 6 months.

Dr. Mather went on to acknowledge the work of Dr. Joan Porter and the TED (Training, Education and Development) group who are working on a number of issues and initiatives, one of which is the SES seminars mentioned by Dr. Weber earlier.  Another educational initiative will take place at the PRIM&R meeting in December.  Paula Waterman has convened a working group to plan the educational content of a VA Day (as opposed to half day) conference.  Please contact her by e-mail if you have any questions or suggestions for content.

ORCA Regional Office Updates:

· Southern (Atlanta - Dr. David Miller) – Offered thanks to the sites in his region that participated in the MAP pilots (Atlanta, Oklahoma City and soon-to-be Houston).  The feedback has been very helpful, and will try to incorporate that feedback into the final version of the MAP
· Mid-Atlantic (Washington, DC – Dr. Min-Fu Tsan) – Dr. Anna Alt-White, the Deputy Director, also wanted to thank their sites, especially Baltimore, for being one of the Self-Assessment pilot sites for the Human Research Protection Program, as well as the MAP, and wanted to congratulate them for a job well-done.
· Northeastern (Boston - virtual, Dr. David Weber) – Will be getting a letter out to the each of the VAMCs and VISNs within the Northeastern region to introduce what ORCA is doing and what they’ve been up to over the last few months, and year and a half.  Will also try to get out to visit.  Still hopeful that within the next 12 months, the position of Northeastern Regional Director will be filled and there will be a full-time regional director in the area.  Also thanked the Albany VAMC where they had just completed their first full-fledged MAP that dealt with all four areas of ORCA’s research oversight (human subject protection, animal welfare, research safety, and research misconduct).  The site worked very hard and it was felt to be a very successful review.
· Midwestern (Chicago - Dr. Karen Smith) – the main point Dr. Smith made was that they were getting out to visit all the sites in the Midwest region, trying to set up meetings with sites in Wisconsin and Minnesota, and she would like to continue to work out those introductory visits.
· Western (Los Angeles - Dr. Paul Hammond) – the Western Regional Office is being located at March Air Force Base, instead of the Greater Los Angeles VAMC as originally anticipated, and the office should be operational towards the end of September.  Wanted to thank the research staff at San Diego VAMC for assisting in the evaluation of all four components of the MAP Self-Assessment Program

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.

Next Teleconference:
October 15, 2001 — 12 noon to 1:00 pm. EDST, with additional optional 50 minutes (NOTE:  3rd Monday in October, instead of the 2nd.  The call-in number will be different, as well – (800) 767-1750, Access #: 24088.)
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