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

Tuesday, February 19, 2002, noon to 12:50 pm EST

ORCA Staff participating:
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	ORCA Regional Offices

	Dr. John Mather

Dr. Joan Porter

Dr. David Weber (via telephone)
	Southern (Atlanta) - Dr. David Miller

Midwestern (Chicago) - Dr. Karen Smith

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

	Shannon McCormack
	Western (Loma Linda) – Dr. Paul Hammond

	Lisa Franklin
	

	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 spoke.  Dr. Mather briefly discussed the guest speaker, Ms. Sanford, noting that although ORCA provided Ms. Sanford with the opportunity to utilize the ORCA teleconference as a forum for discussing issues related to the NCQA accreditation process, ORD is the lead office for accreditation and, if there were fundamental questions about the program, Bill Judy in ORD is the contract officer or a direct contact to NCQA are the more appropriate route.  Dr. Mather then asked Ms. Sanford to begin.

Guest Speaker:  12:05 - 12:35 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 update teleconference participants on things that might be helpful to the sites when the surveyors come to visit a site, review the kind of problems that were being found, and give teleconference participants an update on the status of the NCQA accreditation standards.

First, Ms. Sanford noted that when the NCQA surveyors were on site, that they might ask if they could stay late, especially on the first day to get their file review completed.  She further noted that 2 days is the most common length of time a surveyor might be on site, although that time period could be less for a very small research program, and longer (3 or more days) for larger, more complex programs with multiple IRBs.  Another point is that if a VAMC is using the IRB of an affiliate, when you are called by NCQA to set up dates of survey visits, please check with the affiliate on the date of the visit and make sure the dates are OK with the affiliate before confirming the date with NCQA.  The last issue relates to asking site surveyors advice on how to fix something that may be perceived as a problem during the survey.  The role of the NCQA site surveyors is to collect data for the accreditation process, not to give advice.  So, if a VAMC feels the site surveyor is not giving them enough information, they should let Ms. Sanford know, but NCQA does instruct the surveyors not to give advice – that the surveyor’s role is to collect data, and collect as much as they can, but they are not there to give advice on how to change whatever is currently being done at a site.

Some of the common things being found at the sites are not surprising, but (rather) they are things that are common issues throughout the clinical research industry, such as problems with expedited review or exempting projects from IRB review, primarily in documenting their decisions and also making sure the justification for exempting research from review or conducting expedited review meets the VA and federal regulations.  Also NCQA is finding issues on continuing review, especially in getting the reviews done on time.  Many sites are relying on the PROMISE system to remind the IRB when continuing reviews are due, but the PROMISE system is not built for that purpose and seems to be causing some sites problems when used to try to get the continuing review done on time.  Another issue with continuing review is that continuing review should be done separately for each individual protocol, rather than doing a mass review.  Ms. Sanford further reminded sites that NCQA asks for a lot of information but to please send as much of it as possible electronically, rather than hard copy.  She also asked that sites not send patient-identified information, that some IRBs collect patient names and social security numbers at continuing review, for example, and not to send such information to NCQA, as they don’t want any privacy issues to come up, especially with new HIPAA regulations coming into effect, and it will become more imperative that NCQA not receive patient-identified information.

Finally, Ms. Sanford wanted to update VAMCs on the standards and the status of the standards.  NCQA is in the process (along with ORD, ORCA and the standards committee) of creating the 2002 version of the standards.  The most important point is that there are no major content changes to the standards for the next version.  A typical change is in areas where (after surveying) NCQA has realized that the standard is not exactly measuring what they want to measure, so the standard needs to be revised to make it clearer and so it measures what it’s really supposed to do.  In addition, in some places there are policy and procedure standards but there are no corresponding standards related to measuring the process of the IRB in implementing that policy and procedure, so such standards have been added.  NCQA has consolidated and strengthened some of the QA/QI standards, as the process of accreditation progresses.  The new standards will be available for public comment on March 1st and the final standards published in July.  If a site has a survey visit scheduled in August, the site will not be surveyed against the new standards.  There will be an opportunity to have the standards out for a couple of months before NCQA starts using them.  For the standards published in July, if a survey date is after Dec. 1st, then the survey will be done against the July standards, while for surveys scheduled before Dec. 1st, the survey will be done using the current version of the standards (what’s being used now).

Ms. Sanford then asked if there were any questions.  (Q)  You have said the standards will be published and finalized in July.  Is that that you meant?  (A)  Ms. Sanford stated that the standards would be finalized and published in July.  The Questioner then asked if the draft standards would be available at the beginning of July.  Ms. Sanford replied the draft would be available in March for VA comment.  

Ms. Sanford was also asked the fololowing:  (Q)  The Questioner stated that they were bothered that if a surveyor was questioned about an issue, that the surveyor was not allowed to give any advice of how to solve the problem, that it indicated that they may not have the ability to give such an answer.  (A)  Ms. Sanford stated that was not the case.  That, in fact, the surveyors were very knowledgeable.  The primary issue related to the policy of no advice was the issue of consistency.  Ms. Sanford noted that there are many different ways of doing things, that there are multiple ways to do the same thing correctly.  NCQA’s (and everyone’s) preference is that if you need advice on how to implement something, go through ORCA or ORD, if it’s a question of “what does this policy mean?”  Ms. Sanford then verified with Dr. Mather the practice that ORD sets/interprets policy, while ORCA insures compliance with policy.  Dr. Mather agreed that, for the most part, Ms. Sanford was correct but went on to state that there are certain areas in research operational policy that are clearly the responsibility of ORCA, such as the administration of the FWA.  Thus, ORCA has primary responsibility of some research operational issues, but if the issue is related to a specific interpretation of the existing M-3 Chapter 9, then ORCA will not give an interpretation without checking with ORD to be sure as to what the exact interpretation would be in ambiguous areas.  Ms. Sanford then noted that the VA has two centralized areas to give advice on how an institution should implement a policy, that such advice should come from one of these central areas for the VA, rather than coming from different individuals who may have their own way of doing things.  The Questioner then stated that he was still troubled by that policy, that it didn’t give him a whole lot of confidence in the review process.  And, in addition, the Questioner said he’d been trying to get answers to questions and had been unable to get answers or guidance from NCQA, ORCA or ORD.  (Q)  Dr. Mather then asked if those questions were specific to the accreditation process.  (A)  Specific to the accreditation process and the policy of reviewing affiliated IRBs.  FURTHER COMMENT:  Dr. Mather stated if it were specific to accreditation, then the answers should come directly from NCQA or through ORD.  If it has to do with affiliate IRBs, this issue will be discussed under the FWA and MOUs agenda item.

Dr. Mather then verified that Ms. Sanford had said all she wanted to say, and opened the floor to questions.  (Q)  Have any affiliated IRBs been reviewed yet?  (A)  Yes, they have.  (Q)  Can you tell us where?  (A)  Ms. Sanford didn’t have a list, but mentioned Mountain Home, TN and Shreveport, LA.  (Q)  What issues has NCQA had with affiliated IRBs, if any?  (A)  Biggest issue is for VAs to make sure they notify their affiliated IRB and make sure the proposed site survey dates are available for them when NCQA schedules the survey.  (Q)  Since Mountain Home and Shreveport don’t have much in the way of research, what we really need to know what happens when you go to a full-fledged research VA.  It would be nice if they could see what’s scheduled so they could find out what’s expected.  (A)  Ms. Sanford noted that because Dr. Feussner has agreed to let VAs with affiliates go later unless they ask for an earlier review, there is not a lot of experience with affiliates.  There are not a lot of affiliate sites scheduled until the end of this year. (Q)  Will the affiliates be accredited also, or just the VA?  (A)  The process NCQA is going through now does not accredit the affiliates.  Because NCQA doesn’t look at everything at the affiliates and are looking only at VA protocols (rather than everything the IRB is reviewing), it accredits only the VA and that piece of the IRB that serves the VA.  So, essentially no, the affiliates are not being accredited through the process.  

(Q)  Is NCQA (or ORD or ORCA) making any moves toward rationalizing NCQA and AAHRP?  (A)  Ms Sanford noted that ORD had asked NCQA to remain in conversation with AAHRPP to work together as best they can.  NCQA does have ongoing conversations with AAHRPP, and continues to have conversations with them.  Ms. Sanford stated, however, that she did not know where things were going to ‘fall out,’ if that was the question.  (Q)  The Questioner stated that he thought the affiliates were all “looking over their shoulder” at the possibility of AAHRPP accreditation, and that he hoped the two processes would not be added together to keep the standards of both group being added together.  (A)  Ms. Sanford stated that, in looking at the current draft AAHRPP standards now out for comment, that many of the standards were similar, that she didn’t see much that was additive.  (Q)  In following up on the question of reviewing the affiliate IRB, where the NCQA site survey process only looks at VA protocols, how is that going to give you a good idea of how that IRB is functioning?  For example, if there’s a non-VA in which there was a problem, how did the IRB handle that.  It seems that NCQA is going to miss some aspects of how that IRB is functioning, and, in fact, gets to the issue of how that IRB can be accredited by this review, that NCQA is not going to get a good assessment of how that IRB functions.  (A)  NCQA does look at the IRB’s policies and procedures, and minutes.  The only thing NCQA will look at differently with the affiliate IRB is during the file review (when they are actually at the site), NCQA is only looking at (doing a sampling of protocol files and collecting data on them) 16 protocol files, chosen at random from VA projects either done solely by the VA or jointly with the affiliate.  NCQA has found that system provides an adequate sampling, and that is the one piece NCQA looks at that is unique to the VA.  Everything else about the IRB is looked at in full, such as policy & procedures, minutes, membership, and all the standards that have to do with an IRB are still examined for the affiliate institution, giving NCQA a pretty broad picture of that IRB.  

(Q)  Could you give me an idea of the results so far – of the number of programs reviewed so far, how many have received full accreditation, and how many conditional?  (A)  NCQA has conducted 14 surveys since the end of September.  There were 12 surveys conducted before the first of the year (2002), and all of those sites have had their draft reports out to them.  Once the draft reports are seen by the site, they have 30 days to look at and comment on the findings in the draft report.  The site’s comments are sent back to NCQA and reviewed and incorporated as appropriate into the final report, which is then sent on to the accreditation committee.  The accreditation committee has met for the first time and 2 final decisions were made, and those reports sent out last week to the sites.  There are 7 more reports due in either end of last week/beginning-middle of this week and with those 7 sites, 2 will have their accreditation decision made at the end of this month (on the 28th, I believe is the date), and the other 5 will have their accreditation committee decisions made in the 2nd and 3rd weeks of March.  NCQA is getting much better at turn-around, now that NCQA is getting some answers, a lot of the reasons for the delay has been that NCQA extended the comment period for those sites that were visited before January 1st, and the sites after January 1st will have a shorter comment period, which should cut down on the time involved getting reports out to the sites.  NCQA has been doing a lot of extra layers of review with the first start-up operation.  NCQA wants to make sure they are careful in what they’re doing.  When NCQA originally started coming on site, the surveyors would sit in an office alone and review protocols and if they couldn’t find a minor piece of information on a specific standard (they would inquire about important items that were missing, such as a protocol or consent document), they would not ask the IRB coordinators detailed, specific questions about such items, which is why the sites are given the opportunity to give that information in the 30-day comment period.  After January 1, 2002, NCQA started asking the site surveyors to spend much more time with the IRB coordinator and ask questions about specific missing items (e.g. where is the evidence that the IRB considered this specific issue) and the IRB coordinator can address that issue then and there, so there will be less questions when the sites get their draft report and there should not be any surprises by that time.  The sites should be well aware of what the surveyors could or could not find as evidence of the standard being met.  (Q) To sum it up, since October 1, 2001, NCQA has reviewed 14 sites, for two sites, the council has met and made their adjudication, 7 are coming by the 28th of this month, and the rest are in some intermediate form.  [(A) right]  Do you know the results of the 2 that have been finalized?  (A)  I do.  They have just been sent out last week because of the holiday yesterday and many sites were not in their offices on Friday because of yesterday’s holiday.  I would rather not make that information public on this phone call because I don’t know that they’ve had the opportunity to view them.

Dr. Mather then noted that each site that receives their final report does have the right of appeal.   (Ms. Sanford noted that was correct.)  So Dr. Mather thought it appropriate that sites make those kinds of decisions before it was broadly known that they’ve decided not to appeal and so forth.  Ms. Sanford then noted the sites have 30 days after they receive their final decision to determine whether they will file an appeal on their decision.

(Q)  When the reports are sent, are they sent solely to the sites or is any information also sent to the network office?  (A)  The results of both the draft and final report are sent to the site.  They’re typically sent to the center director.  I have recently had the request that the ACOS be copied on that, and NCQA is going to start doing that as well.  In addition, if the center director requests someone else be copied, NCQA will do so.  A copy is also sent to ORD and a copy to ORCA.  

(Q)  What about the affiliate IRB?  (A)  Are you asking if a report is sent to them?  (Q)  Yes.  (A)  No report is sent to the affiliate IRB.  Dr. Mather then asked if he could pick up on that thought for a moment.  What the VA is doing is the accreditation of a human research protection program at a VAMC that holds an assurance (hopefully all will eventually have a federal wide assurances) and it is those entities that are being accredited.  It is not the IRB per se, and as the VAMC utilizes an affiliate’s IRB, it is incumbent upon that individual VAMC when it gets its report to continue the dialogue of getting that IRB which it utilizes to be responsive to the needs of the VA.  I think that’s were some of the ‘rub’ is going to come downstream as it becomes apparent that some IRBs “are not doing right” by the VA as the VA utilizes them.  Dr. Mather further noted he thought that was some of the anxiety he had heard from the affiliates.  E.g.  “well, if you accredit the VA’s HRPP program and you’re using our IRB, then presumably if we’re deficient, then you’re going to point that out to us.”  The answer is ‘yes.’  Then the VA would seek for the affiliate to bring their IRB into line as the VA would like to continue to utilize the affiliate’s IRB as appropriate.  Dr. Mather stated he knew that might create additional concerns downstream.  

The last few questions was asked.  (Q)  It’s about the affiliates.  Are you expecting that you will have their policies and procedures and minutes along with ours?  (A)  If the IRB is the affiliate’s IRB, NCQA wants the policies and procedures of the IRB.  (Q)  OK.  Because we’re an independent IRB but we do have an MOU with out affiliate, but we don’t use them that often, so it’s really for an occasional study that may still go through there since we’ve become independent about 3 years ago.  So I was just wondering is that going to be really necessary?  (A)  I think we would need to talk to you some more.  I think where we have these kinds of outliers, we need to consider them on an individual basis.  (Q)  OK.  So there’s someone I can talk to before we actually have our inspection?  (A) Sure.  You can call Elizabeth Cothran in Ms. Sanford’s office, or you can call Ms. Sanford.  (Q)  OK, and also will you actually be going to the affiliate?  To their site?  (A)  In the typical affiliate, where the VA is using the affiliate’s IRB, yes NCQA will go there because NCQA needs to look at protocols in the IRB office.  (Q)  So probably in our case, you may just have them come here with a few chosen protocols they can decide to look at?  (A)  Maybe.  All those things are pretty flexible, and NCQA is willing to work with you to figure out what’s best and what works.

Ms. Sanford then noted she had one more point of clarification that she did not mention earlier.  Dr. Mather said for her to go ahead, and asked for a telephone number that the sites can call.  Ms. Sanford gave the following numbers – her number of (202) 955-3588 and Elizabeth Cothran (program manager – the person who is doing the scheduling) is (202) 955-3559.  Ms. Sanford then stated that one of the things that NCQA has found has been confusing to VAs and that NCQA hopes to make a little clearer is that in the standards, the Version 1.1 of the standards that was posted in November that Ms. Sanford discussed on the last ORCA conference call, there were not any change in the standards but was a change in scoring that allowed the sites to get more credit for what they were doing.  The new scoring applies to standards where there’s no federal regulation that an IRB document its consideration of certain things.  For example, the regulations require the IRB consider 4 types of risk (physical, psychological, social, and financial) but it doesn’t say in the regulations that you have to document that consideration.  So, in order to give sites more credit, NCQA divided the standards into 2 parts – the IRB considers and the IRB documents.  For the IRB documents section, if NCQA cannot find documentation at a site of those 4 types of risk, the site can still get 0% credit on that standard and it will not affect the accreditation level.  On the part where the IRB considers the 4 types of risk, however, NCQA has provided different levels of credit, depending on what is seen and heard at the site.  NCQA surveyors will give 50% credit if the protocol describes the types of risk associated with the study, so there is evidence that the IRB has the information in front of them, that they could have considered it because it’s here in the document, but the surveyors don’t see anywhere that the IRB said anything about it.  So NCQA will give 50% credit.  If it’s in the protocol and the IRB chair and the IRB members who are interviewed consistently confirm the consideration was made, then NCQA will increase the score to 75%.  What has been confusing some people (and it may be the way it’s written, so NCQA is going to clarify that point) is that some folks have read that to mean that if the IRB members say that is the practice, then the score will automatically be 75% credit.  But the surveyors have to find evidence that the information existed for the IRB to consider before the interview can confirm that and increase their score up to 75% credit, and then 100% credit is for documentation of that consideration.  

THE URL FOR NCQA WEBSITE IS – http://www.ncqa.org
ORCA Information:
12:20 - 1:00 pm
Dr. John H. Mather – Dr. Mather thanked Ms. Sanford for the information and for providing the NCQA contact telephone numbers, and urged teleconference participants to call NCQA to get answers to any questions.  Dr. Mather noted that the accreditation process is still in a “shake-down” mode, but it is developing, and that one of the things he hoped the teleconference participants were hearing from Ms. Sanford was that NCQA is being very attuned to the needs to make adjustments along the way and to be as helpful as possible.

Dr. Mather stated that the teleconference would only run until 12:50pm for this conference and the next one in April, but that the rest of the teleconferences would return to the format of running until 1:50 pm with the additional 50 minutes at the end of the agenda for additional information, questions and discussion

As time was getting short, Dr. Mather limited the discussion to one topic – OCRA Priorities and Future Products:  In the couple of years it has been around, ORCA has worked hard to get a lot of information into the hands of those out in the field, but last Fall, 2001, ORCA was getting the feeling that people were approaching the point of information overload, not being able to manage all that was coming to them.  This past October, ORCA went to a monthly Information Letters, ratcheting back on the amount of information flowing to the field.  In January the ORCA Field Advisory Committee met and a number of these issues were brought before the members, who felt that ORCA should bring focus to bear on a few items, rather than trying to raise people’s consciousness level by bringing them a lot of information.

Dr. Mather wanted to emphasize three things:  

1]  In the documentation area, ORCA sent out on CDs (on 9/28/01), there is the IRB SOP.  Dr. Mather urged institutions to go back and, if they’d not already revised or taken a hard look at their IRB Standard Operating Procedures, to consider doing soon.  It’s a process and also a valuable way to involve a lot of people in examining the IRB’s operation.

2]  In the area of Education and Training, on 10/29/01, ORCA put out a Memorandum on the CITI Program (Collaborative IRB Training Initiative course) that ORCA thinks is very helpful in getting institutional investigators ‘up to speed.’  ORCA also anticipates a module that will come from the Office for Human Research Protection (OHRP) particularly focused on the Federal Wide Assurance (FWA), and ORCA will get that out to the field when it comes.

3]  In the issue of institutional self-assessment, the ORCA Regional Offices (ROs) are continuing their courtesy site visits, to be completed by the end of March or April.  This is where, if you need assistance on anything, the ROs are the ones to be available to help you.  Ms. Sanford alluded to Central Office components of ORCA and ORD, but ORCA has Regional Office components that can very directly assist those in the field.  If you don’t’ know who your regional office is yet, they will be contacting you in the near future.

Dr. Mather referred to the ORCA website, stating that it was up-to-date, and urging all teleconference participants to visit in on an ongoing basis.  

The URL FOR THE ORCA WEBSITE is - http://www.va.gov/orca
Finally, Dr. Mather stated, since many have asked for it, that ORCA is in the process of clarifying what should be reported to whom.  ORCA is spending time putting a document together, so those issues will be clarified.  He then introduced Dr. Joan Porter to talk about a new ORCA product, a patient brochure.

ORCA HQ Project updates and staff reports 

Dr. Joan Porter – Patient Brochure.  The title is, “I am a Veteran. Should I Participate in Research?”  This activity has been accomplished under the Training, Education and Development (TED) Focus Group, with participation from many people from various parts of the research community, both inside and outside the VA.  To be distributed in April, the brochure will be distributed widely.  The developers feel it is a high-quality product that veterans will be interested in reading and will present a balanced view of the opportunities for participation in VA conducted and supported research.  The brochure will also explain their rights and welfare to persons considering participation in research.  Will be distributed to several different points within VAMCs, both those that are engaged in research involving human subjects, and those currently that do not have human subject research.

Dr. Porter also mentioned the creation, under the TED initiative, of a Continuous Quality Improvement (CQI) Working Group, chaired by Dr. Karen Smith Director of the ORCA Mid-west Regional Office in Chicago.  That group will identify the concept of CQI and examine ways in which it can be carried out in human subjects protections programs in the Department of Veterans Affairs.

Dr. John Mather then mentioned one additional item – issues related to Federal Wide Assurance and MOUs.  Many have asked where is in the MOU template for utilizing an affiliate’s or another VAMC’s IRB.  That is about completed, and ORCA hopes to get it out in the coming week in both electronic and print format.  

Please see addendum on “Status of the Conversion to the FWA”. By Priscilla Craig

Dr. Mather also stated that ORCA wants to hear from the field if there are areas of critical importance on which it would like guidance.  He also commented that if a question is raised that is a research policy issue, ORCA will either direct you to ORD or will ask the question for you.  But there are a number of procedural issues that, over the months, ORCA has been able to address, particularly those ORCA staff who have expertise in a number of areas that can be helpful to you.  Dr. Mather wants the field to seek help from ORCA Central Office, but especially to seek help from their ORCA Regional Offices.  If you don’t know exactly where they are and who is in your region, go to the ORCA website to get that information.

ORCA Regional Office (RO) updates – did not occur this teleconference
· Southern (Atlanta - Dr. David Miller)
· Mid-Atlantic (Washington, DC – Dr. Min-Fu Tsan)
· Northeastern (Boston - virtual, Dr. David Weber)

· Midwestern (Chicago - Dr. Karen Smith)

· Western (Los Angeles - Dr. Paul Hammond)
Post-Conference Call  (optional until 1:50 pm) – Did not occur this teleconference

Next Teleconference:
Monday, April 15, 2002 — 12 noon to 12:50 pm. EDST, NO additional optional 50 minutes this teleconference, but the additional 50 minutes will be restored for the following teleconference in June (NOTE:  3d Monday in April.)  The call-in number will be – (800) 767-1750, Access code 24088)
ADDENDUM to the Minutes:  Status of the Conversion to the Federal Wide Assurance

By Priscilla Craig.

Approximately 50 of 120 VA facilities have received Federal Wide Assurances.  Of the remaining, most have applied.  Those that haven’t are working with their affiliate to coordinate application time, or working to develop a partnership relationship with another VA Medical Center for IRB or research administration support.  Officially, three facilities have opted not to continue to do research and have closed or are closing, their programs.  

I attended the Health Services Research & Development conference last week, and I learned that the FWA process is causing some frustration to those investigators who want to do multi site research.  The smaller VAMCs may not have had the necessary research structure to do research under the FWA and may be working to develop a partnership with another VAMC.  If an investigator is planning to do research that involves some of our smaller VA facilities that necessitates an FWA (in addition to the VA MPA they already have), they need to be aware that the process of establishing a partnership with another VA is a long process that can take a year or more.  Further, some facilities are opting to close their human subjects research programs.  So the pool of facilities may change.  But there are some new facilities that are finding the new research environment an opportunity to enter into human subjects research.  So you will find that the VA research landscape is going to change a bit.  

For the most part the paperwork process has been smooth, but there have been two important delays to the paperwork process that we have encountered.  
(1) There is a fairly short delay is processing as OHRP moved offices in October.
(2) Facilities that sent their FWAs by regular mail right before or after the anthrax threat to the Brentwood Post office had their FWAs caught up in the delay.  We have received several FWAs in January and February that were mailed in October.  I am calling facilities that I think may be involved.  If you have sent off your FWA and not heard from me, give me a call.
Some other important points:

1. If you haven’t provided ORCA with a current IRB roster in the last 6 months, please fax or email me one.  I will in turn provide it to OHRP.  Please use the OHRP IRB registration form to make your updates.

2. There are some facilities with FWAs that have a need to modify them.  We have developed a procedure for modifying them that will be sent out in writing shortly.  

3. Briefly, a minor change is considered as a change to an address or phone number.  That can be done by faxing a new page of your FWA and/or IRB registration to me.  No signatures are required.

4. More than that is an important change, such as the change of a remote facility, adding and IRB, appointing a new chair, that will require the signature of the Facility Director, but does not need to go to the network, unless the network requires it.

5. If the two signatory officials change – the facility or hospital director, then it needs to go through the network and be completely filled out and include the VA addendum pages.

6. We have handled a few updates and they have gone well, we have essentially the same criteria as OHRP,

The sample Memorandum of Understanding with a VA affiliate is almost complete. 

