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INTRODUCTION
Dr. Berkowitz: 
I am pleased to welcome you all to this call. By sponsoring this series of Ethics Hotline Calls, the VHA National Center for Ethics hopes to provide an opportunity for regular education and discussion of important VHA ethics related issues.  Each call features a presentation on an interesting ethics topic followed by an open moderated discussion of that topic.  After the discussion we reserve approximately the last 10 minutes of each call for follow-up from the field section.  It is your opportunity to speak up and let us know what is on your mind regarding ethics related topics other than the main topics of today's call.  

Before we get going with today's topic I have two announcements.  First, the use of clinical genetic testing has and will continue to increase throughout the health care system.  Recently the Ethics Center was contacted by a consolidated laboratory director faced with the daunting task of writing a VISN policy on clinical genetics testing.  One purpose of these hotline calls is to promote networking among field staff and the exchange of information and ideas.  If any of our callers have experience or knowledge of others with experience on policies relating to clinical genetic testing or if any of our callers have in place or are actually developing local policies on clinical genetic testing, we encourage you to e-mail us at vhaethics@med.va.gov so that we can get you in touch with each other and promote an exchange of ideas.

The second announcement is that hopefully most of you should have received the second issue of the VA National Center for Ethics new newsletter.  It is called news@vhaethics.  If you did not receive a copy or would like one or if you have comments or suggestions, again we ask you to contact us by e-mail.  Our e-mail address again is vhaethics@med.va.gov.  

As we proceed with today's topic, access to VA databases for research purposes, I would like to review the overall ground rules for the Ethics hotline call.  We do our best to start on time and we ask that when you talk you please start by giving your name, location, and title so that we can continue to get to know each other.  We ask that you try to minimize background noise and if you have one, please use the mute button on your phone unless you are going to speak, and please don't put the call on hold as this can be disruptive.  And finally, due to the interactive nature of these calls, and the fact that at times we deal with sensitive issues, we think it is important to make two final points. However, please keep in mind that there are many participants on the line and you are speaking at an open forum and ultimately you are responsible for your own words. Finally, these hotline calls are not an appropriate place to discuss specific cases or confidential information. If during the discussions we hear people providing such information, we may interrupt and ask them to make their comments more general.

PRESENTATION
Dr. Berkowitz: 
Now we will proceed to today's topic, access to VA databases for research purposes.  Privacy of medical information is a complex matter and a major concern of many Americans.  We chose today's topic because the Center has received a number of related inquiries in recent months.  We will begin the presentation with a description of one such consultation request and a general review of the relevant ethical concerns.  After this we turn to Ethics Center staff members, Drs. Michael Cantor and Dr. Robert Pearlman.  For those of you who don't know them, Mike is a Special Assistant to the Director of the National Center for Ethics, and he works out of Headquarters in Washington, DC.  Bob is our Evaluation Coordinator and he is located at the Puget Sound VA system out on the West Coast.  

Dr. Cantor: 
It is a pleasure to have a chance to discuss this very interesting and important topic and I would like to wish everyone a good afternoon and evening and good morning for the rest.  We are just going to talk between the two of us, Bob and I, about the consultation the Center has received, some of the ethical questions that we think are pertinent, and implications for access to databases for research purposes.  Recently the National Center for Ethics was asked to consult on a policy for access to a new database that contains health information about veterans.  The original proposal was that the holder of the database would give permission to those who request access on a case by case basis.  Unfortunately, the policy didn't specify what criteria would be used to make that determination.  We reviewed the policy and suggested their request for access go through the local institution review board, or IRB, and that the IRB would be able to make certain that these requests conform to current VHA policy which is found in M-3, Chapter 9, Section 9.14 a. that states "VA personnel are bound by all legal and ethical requirements to protect the rights of R&D subjects, including the confidentiality of information that can be identified with a person."  Bob, what are the ethical requirements for protection of confidentiality of information?

Dr. Pearlman: 
There is an important difference between privacy and confidentiality.  Privacy can be defined in terms of having control over the extent, timing and circumstances of sharing oneself or information about oneself with others.  This can be physical behavior or intellectual information, and this is considered by many to be a right that belongs to a person.  It is rooted in respect for persons or the principle of autonomy.  Confidentiality pertains to the treatment of data or information, and it is often considered to be an attribute of how data are handled.  Data that an individual has disclosed in a relationship of trust and with the expectation that it will not be divulged to others in ways that are inconsistent with the understanding of the original disclosure.  When data about an individual are used for different purposes by a researcher, it requires special permission.  And this outlined in the OPRR Guidebook, Chapter 3.  So when considering confidentiality of research information, such as that found in a database, it is important to consider the expectations of the subject.  When a veteran comes to VHA for health care services, he or she may not expect that their personal information will be shared with researchers for other purposes.  Access to databases that contain personal information for research purposes must be controlled in order to meet the ethical obligations of providers and VHA, so there is only sharing to those that have a need to know. 

Dr. Cantor: 
So there might be a problem with giving researchers access to patient information because people don't expect to have their information released.

Dr. Pearlman: 
Well, that's right, Mike.  But moreover, there may be problems if there is insufficient balancing of risks, harms and benefits to the individual with the importance of the research, and the burden placed on the researchers.  Privacy and confidentiality could be protected by limiting access to data.  Good research can be conducted only if the investigators have access to the data.  Risks to individuals from possible breaches of confidentiality and benefits to individuals and society from the results of good research are thus two concerns that we must balance.  In other words, what is required is a balancing of the harm from disclosure of extensive data such as the loss of reputation, work, embarrassment or just invasion of privacy against the benefits of doing the research.

Dr. Cantor: 
But the groups that we usually think of who do that are the IRBs, or the institutional review boards, and they analyze research and determine how to minimize the harm and maximize potential benefits.  Every VA medical center either has its own IRB or access to another VA IRB or to an affiliated university IRB.  In the case of databases, IRBs can minimize the harm by requiring that the researchers work with data that has been de-identified or they get consent from the individuals in the database.  This is something that maybe required for especially sensitive information, or they can get permission to use identifiable data if that meets the criteria for very low risk of harm and very high benefit.  

Dr. Pearlman: 
So research with databases of patient information has a risk of invasions of privacy and the harms that go along with them.  The best approach to ensure that ethical standards are met is to involve IRBs who can balance harms and benefits and make recommendations on how to protect veterans and their information.  Generally speaking, legal requirements such as the Privacy Act and the Freedom of Information Act restrict the release of information either to people who have a legitimate need to know or only permit release of information once identifying data has been removed.  

Dr. Cantor: 
Going back to consultation the National Center for Ethics received about the database, we did recommend the VA IRB approve release of information to VA researchers and that non-VA investigators collaborate with VA investigators where possible.  Decisions about these policies then about access, are important because there are large numbers of VA databases and they contain many different types of information.  Ken, that's all we have.  We look forward to hearing other speakers talk about these VA databases and policies that cover access to them.

Dr. Berkowitz: 
Thanks Mike and Bob.  Now for the next part of our discussion we will turn to Dr. Denise Hynes, who is the Director of the VA Information Resource Center or VIReC, as it is better known, who will give us an overview of the VA Information Resource Center and some insight into some of the ways these data are handled.  

Dr. Hynes: 
I am just going to speak for 3 or 4 minutes and basically try to just try to help you all understand what VIReC is.  Basically the VA Information Resource Center is a VA Health Services Research & Development Service Resource Center that was established in 1998.  It is based here at the Hines VA Hospital and is affiliated with one of the HSR&D Centers of Excellence, the Midwest Center for Health Services and Policy Research and also the Cooperative Studies Program Coordinating Center, also based here at Hines.  We also have two academic affiliates both Northwestern University and Loyola University here in Chicago.  Basically the reason that VIReC was established was essentially a growing need to promote some information sharing and to serve the data and information needs primarily focussed on the researcher although I would mention that our client, if you will, range includes clinicians, managers, policy makers, and congressional staffers.  So while our primary focus is the research customer, we have a diverse client base.  Specific priorities: I should mention in particular what VIReC does not do.  VIReC at this time does not maintain any databases.  Its primary function is to assist and advise and provide some information that will help in those areas.  Specific things that we do is we develop information resource guides that describe the database and the applications, how they might be useful, we provide database consultations, develop manuals, we also provide consultation.  We also do some evaluation of data reliability and validity, provide consultation to scientific review boards, research review boards, as well in particular to HSR&D and R&D Service.  We also serve a liaison function in research and the VA Office of Information, and as much as possible, our goal is to try and disseminate information about database resources.  The specific ways that we do that include: internet web sites, also intranet web sites, help desk function or customer service.  We also provide some different venues for consultation such as an e-mail list serv.  We also conduct research using databases.  We try to share information that we learn as we are conducting research, dissemination and liaison.  In this medium I am just going to just let you know what our URL is for our web site because I would suggest that that probably is our better point for dissemination of information.  Number one, I will make the slides available that I am discussing from today on our web site.  I have also made them available to the National Center for Ethics.  Our URL is www.virec.research.med.va.gov.  For those of you on the intranet it would be vaww.virec.research.med.va.gov.  You will see on our web site information that I just described, in particular for those of you who have used some of the databases, the databases that we found Health Services researchers used most often are documented.  These include databases available at the Austin Information Center, clinical and administrative databases such as the National Patient Care Database which includes the patient treatment file (PTF file) of inpatient information, and outpatient care file (OPC file) about VA health care use.  And there is also a myriad of information about other databases that are commonly used.  Those are maintained at the Austin Automation Center and other places.  Let me just mention for those of you who do request, we have different venues for helping you.  Also on our web site we have some examples of information about what the process is for requesting access data that are warehoused at the Austin Automation Center and the specific procedures one has to comply with and I also emphasize some of the themes that were mentioned earlier that using VA data for research requires that you know what every process is at your facility, be aware of data security and confidentiality requirements, know your local point of contact at your VA facility and your Information Security Officer.  Those are key individuals in the process of approving access.  And finally, you will need to know as a user of databases, you will need to know what the access and use policies are that are specific to that particular database.  I am going to conclude my comments there and as I mentioned, I can make this information available for more detail and some information about some of the monographs we produce and some of the monthly information letters.  I would encourage you to visit our web site or contact our office.  I can give you the phone number 708-202-2413.  We look forward to hearing from you if you need assistance

Dr. Berkowitz: 
Thank you Dr. Hynes.  I would just like to remind everyone that as always I do send out a follow-up e-mail after this call which will include all the appropriate links and web addresses and phone numbers that we discuss, so if you didn't get any of them, don't worry, we will get it to you in the follow-up e-mail.  As the last part of our presentation today, we have on the line Clay Johnson.  Mr. Johnson is the VHA Freedom of Information, or FOIA, Officer at Headquarters in Washington, DC.  Mr. Johnson will explain how one can gain access to national level information, both identifiable and de-identified, from the Austin Automation Center Database.  Clay, are you out there?

Mr. Johnson: 
Yes I am.  Thank you Ken.  Being employees, there are three levels of access to unscrambled or real SSNs for the Austin Automation Center's databases, and those are the local level, VISN level, and national level access.  I only approve the national level access for real SSNs, and the local and VISN level access is approved by the local facility's ACRS point of contact, who is usually the also the facility's Information Security Officer.  ACRS stands for Automated Customer Registration System and is the system used to assign access to the various databases at the Austin Automation Center.  ACRS uses functional task codes to grant the different types of access to their databases.  The functional task codes for real SSN access are 110PT02 for local access, 110PT05 for VISN level access and 110PT01 for national level access.  In order to get access a requestor needs to complete a VA form 9957, which is an ACRS timeshare and request form that contains some basic demographic customer information and has a block for listing the functional task codes that are being requested.  In order to get national level real SSN access, the requestor should complete a VA form 9957 and ask for functional task code and ask for functional task code 110PT01.  The request should be signed by the requestor's service chief, and for those in research, it should be signed by the facility's ACOS for Research.  It also needs to be signed by the VA Headquarters Office under which the requestor is organizationally aligned.  Again, for the Research Service, that's the Office of the Chief Research and Development Officer and the point of contact there is Bill Judy, who is the Director of Operations.  His telephone is 202-273-8254.  His fax number is 202-273-6536.  The 9957 should also be accompanied by either an e-mail message or a memo to me that provides the justification as to why national level real SSN access is needed for the requestor to perform his or her job.  It does not need to be elaborate.  It can be as simple as access is needed because the requestor is involved in a national diabetes research project for example.  Once I have the required justification and signatures on the 9957, I simply sign the form, fax it to Austin, and they assign the functional task code to the requestor usually within a day or two.  My telephone number is 202-273-6266.  And my fax number is 202-273-9387.  And that is basically the process for requesting national level real SSN access.  As far as non-VA researcher access to VA databases is concerned, the Privacy Act and VA's confidentiality statutes permit disclosure in response to written requests where the records are not individually identifiable.  In other words where the name and SSN has been removed from the records.  Those requests are FOIA requests and should be submitted to me and they are subject  to FOIA fees which could amount from anywhere from a couple of hundred dollars to up to a couple of thousand dollars, based on the specifics of the request.  Fee waivers can be granted to nonprofit scientific organizations who are performing scientific research.  There are two routine uses in the VA patient medical record system of records, those being routine uses Nos. 15 and 16, which permit disclosure of identifiable records to other federal agencies and to non-VA researchers under a narrowly defined set of parameters.  Those requests, however, must be approved by the Chief Research and Development Officer and the Undersecretary for Health.  That's all I have for today.  Thanks.

MODERATED DISCUSSION

Dr. Berkowitz: 
Thank you, Mr. Johnson and thank all the presenters. I think that gives us an interesting place to start the discussion.  We have about 20 minutes to throw open the discussion.  Again, we will try to strictly focus this discussion on the ethical aspects of accessing VA databases for research purposes.

Mr. Kaloupek: 
I am at the National Center for PTSD and am working at the VA Boston Health Care System and one of the issues that interests me has to do with the relative awareness or unawareness by patients concerning the things that may happen with their medical data without their express permission.  It seems as though maybe within the last couple of months there was an HHS document, I believe tied into the Patient's Bill of Rights, and talking about issues of medical record security and in looking at that. An idea that occurred to me is that it seems the private sector is heading to an arrangement where individuals will be notified at some point in the process that their medical information may be used for research purposes.  A rather broad informing.  And I am not aware that there is anything parallel to that in the VA system and I would be interested to hear comments or ideas about such a thing.

Dr. Berkowitz: 
I think, Mr. Kaloupek, what you are referring to is the HIPAA regulation which has gone through a comment phase and has just recently been extended until April.  Certainly a related and an interesting topic, which in fact may be a topic of a future hotline call, but I think what you bring up is a good point.  Do people have any opinions on what level of assent, disclosure or consent is appropriate for access to VA databases for research purposes?

Dr. Levine: 
This is Richard Levine, ACOS at the Medical Center in Washington, DC.  Some people seem to feel that use of data, even without identifiers, needs to be consented to by subjects, and in fact, this thing that takes effect in two years might be interpreted that way about electronic or sharing of medical data.  That would seem to be a little extreme, and in fact, a lot of research is probably still valid if it doesn't have identifiers as long as you can keep the data organized.  Do you ethics people have particular comments on that separation? If privacy ends, the need for privacy might end or might not end when the identifiers are removed?

Dr. Cantor: 
I think it sort of goes back to the balancing of harms and the risk of harms of disclosure of sensitive, personal information against the benefit to be gained either to that individual or to society at large from that research.  And this is something that IRBs are set up to do.  The question of HIPAA (the Health Insurance Portability and Accountability Act) those regulations would require that people be informed when their information is being used for research purposes, and it does set out special criteria.  There are probably other people on the call who are more familiar with HIPAA than I who could give us details, but I think because HIPAA has been sort of been delayed a little bit and may or may not happen the way it is currently written we could probably avoid a detailed discussion and just say that it does not, I don't think, a clear answer that is going to cover every case.  You very much have to know what the risks are.  For example, if you are looking you know VHA has an emerging pathogens database that has a list of patients in it who have a variety of illnesses like HIV, Hepatitis C where disclosure of that information might pose more risk of harm to those individuals and therefore we might decide even if they were de-identified, this gets into some technical questions too what de-identified means, but there may be other ways of protecting them or other ways of getting consent from those individuals before studying them that might be necessary.  

Mr. Kaloupek: 
If I could just interject because I think there are two levels.  One is consent, formal consent, and another level and just to make this concrete.  It occurred to me that one of the things that could be done on a systemic basis is to inform veterans when they enroll with the system that in addition to the clinical services VA provides, VA does very important health care research and that in the course of doing so, the VA may make use of some of their medical information but that provisions are made to protect them and so on.  But essentially request not consenting them but informing about the way the system operates because I would bet the vast majority of veterans who are served are not really aware of some of the things that are going on or might go on with their medical information.

Ms. Porter: 
This is Joan Porter from ORCA.  I have a question for the discussants about what stage the institutional review board reviews the request for use identifiable data from the center when the 9957 is sent in for example, Clay, do you make sure an IRB will review that request for identifiable data?  How is that done?  It seems to me that in accordance with Title 38, Part 16 these data are human subjects for purposes of the regulation which might require IRB review.  

Mr. Johnson: 
My role in this process is simply approving the unscrambled national level SSNs and basically what I do is try to insure that there is a bonafide need to know, right of access, basically it goes back to the Privacy Act and it says that to look at a patient's medical record or Privacy Act record, you must have the consent of the patient with some exceptions.  And one of those exceptions is that VA employees who need to see a Privacy Act record to conduct their assigned duties do not require a consent.  It is called the need to know right of access authority.  And basically all I do is make sure that that base is touched so to speak before I allow people to broaden the scope of their review to the national level.  I don't go any further than that and that the procedure that I described on the phone a few minutes ago is all that takes place as far as the assignment of those functional task codes to allow national level access.  I don't interact with any  IRBs at all.

Mr. Judy: 
This is Bill Judy in Research Operations.  Joan, what we have done in the past is most of the requests that go forward that come through this office are for approved research.  Studies that have already gone through an IRB, though the R&D committee, and through our merit review committees.  So generally this is a procedure that is outlined in the protocol itself, that they are going to use national data, so it is reviewed several times.

Ms. Porter: 
So when it comes to the IRB for review, that's the level at which the 38, Part 16 is being checked?

Mr. Judy: 
We verify that it is an approved study and that it has been through the IRB and that that was a part of the original review.

Fred Moolten: 
My copy of M-3 states that an IRB may waive informed consent with certain provisions under certain contingencies it involves no more than minimal risk, and that has already been mentioned.  It will not adversely affect the rights and welfare of the subjects, which has already been implied, but in addition, the research could not practicably be carried out without the waiver or alteration, and I want to ask a question related this last item because it applies that even when risks are minimal, one still must obtain informed consent unless it is not practical to do so, and I would like some input as to how one defines practicable.

Dr. Ellen Fox: 
Joan, do you want to take that one?

Ms. Porter: 
Well, this has always been a difficult word to interpret in this context.  But people have interpreted it in various ways, anywhere from great administrative burdens to use of retrospective data where it is extremely difficult to reach a person to obtain their consent.  I think one rule of thumb has been that if one knows that data will be used before it is collected, that does represent an opportunity to obtain informed consent.  If there is prospective but routine collection of data for other purposes which will also be used for research, that has been a gray area, an ambiguous area.  There have been attempts by the National Bioethics Advisory Commission and others to try to use other criteria that are more concrete.  It is the IRBs discretion in the context of the research.  

Dr. Pearlman: 
That's if the IRB serves as a safeguard to look at that balancing of issues.

Dr. Berkowitz: 
I think that the overarching principles which Drs. Cantor and Pearlman were getting at in their ethical overview was that we need to keep in mind the importance of maintaining our patients trust, we need to engender their trust, and we have to make sure that they feel that there is adequate oversight, security and accountability in the system.  My general question is: based on the systems described and the ethical principles discussed, how do we think things are going now?

Ms. Cuccherini: 
This is Brenda Cuccherini for ORD.  I don't have an answer to your particular question.  As I listen to you talk, I have a number of questions from the field.  It seems there are two layers or two questions that we need to ask.  The first is should patients be required to take part in research because they are taking care from the VA, which seems to be occurring in that they take care, they get into the databases that are constructed for non-research purposes and then they are used for research.  So, you are essentially saying well, if you want to get care here, then you will be a subject in research.  I don't think anybody really has a good answer to that, isn't that similar to the question we asked about you are having a surgical procedure and you have to sign the consent or else they won't do whatever you need done, and yet there is one little line there that says the remaining tissue can be used for research purposes.  I guess my question is, is this fair to the subject?  When he needs medical care or he needs a surgical procedure, should we be putting that little line in there that makes him give us permission to use him as a research subject.  I think that is one question that is difficult to answer, and I think we are going to be groping with it for many years.  The second part is given that we allow the use of this subject's information in research projects for which he really doesn't always know anything about, does the system work for protecting his rights as much as we could protect the rights.  And that gets into what sort of Bill Judy said that our position is that the IRB at each individual facility needs to approve it and then we'd better not be sharing information from facility to facility.  There has to be some way of controlling how many people get access and why they are getting access and things like that.  That's how I see the problem, it is two different levels.  I just thought I would throw that out for people to comment on if you would like to.

Joan Porter:  
I think that's an excellent point, Brenda.  When one combines the medical care closely with a generic request for use of data, tissues, etc. for research purposes, there may not be much, the individual may not feel like there is really much opportunity to consent or dissent from the researcher's data, and may be a particular vulnerability associated with that, and it really doesn't constitute informed consent with all of it is details that are necessary in accordance with the rules such as giving the risks and benefits of the individual uses of the data.

Dr. Hynes: 
If I can also respond to that question.  I know sort of more with a rhetorical question, but I know this issue is one that our local IRB here at Hines has struggled with and has actually sought consultation from us.  And we have actually been in discussions with our IRB and I wonder if perhaps there might be more of this sort of information sharing and perhaps even consideration at the IRB level and some others where there is a more informed process how to review proposals regarding issues and distinguishing issues such as data security, patient confidentiality, what is identifiable vs. unidentifiable data, distinguishing security from connectivity and networks.  I know these issues are very different.  It seems to be more emphasized now as we are moving to HIPPA than they were five years.  And I would say that the IRBs are struggling to deal more with this.

Dr. Fox: 
This is Ellen Fox, National Center for Ethics in Headquarters.  I would like to elaborate on Ken's question a little bit, maybe break it down into two parts.  We've become aware of a number of cases in which people were not aware of the need to involve IRBs when they were requesting data, so I am wondering if our current policies and practices are adequate in that way and whether there is anything we should be doing that we are not doing already in terms of making sure all these different databases are handled in the same way.  My second question, some people have raised the question of whether the IRBs are really well equipped to handle complex privacy type questions.  Because a lot of times I think the complaint is that there is a lot of technical information relating to how data is de-identified and the different types of databases and who has access and so on, that IRBs may not have that much expertise in.  So I am wondering what people think about those two questions.  

Dr. Levine: 
There are always content issues, even in biomedical research as well as health service research and behavioral research.  It is the obligation of the investigator to assure the IRB that the content issue has been dealt with appropriately.  If they don't know, then they can't persuade the IRB to come to that conclusion.  There's probably also a need for IRBs to exchange this kind of information so they can feel confident that they can judge what the investigators propose.  

Dr. Berkowitz: 
I think what people are getting at is should we develop standard access protocols or standards in this area for access to VA databases for research purposes.  And unfortunately we're out of time for this portion of the call.  As always, we don't expect to conclude this discussion in the time allotted. We do make provisions to continue discussion of these important issues in an electronic discussion on our web board, which can be accessed through the VA National Center for Ethics web site.  And we also post on our web site a very detailed summary of each ethics hotline call, and as we mentioned before, Dr. Hynes has offered to provide us with some powerpoint slides and some monographs on VIReC.  I look forward to continuing our discussion there. You will also get a follow-up e-mail with all of these links and e-mail addresses.  

One of the goals of this series of hotline calls is to facilitate networking among ethics-related VA staff and to facilitate communication between the field and the National Center for Ethics.  So we always reserve about the last 10 minutes of each call for a section that we refer to as "From the Field."  And this is your opportunity to speak up and let us know what is on your mind and it is a chance to ask quick questions, make suggestions, or bring problems to our attention, and throw out your ideas or ask colleagues' opinions.  Remember, we don't try to handle specific consultation requests in this format, but I thrown it open now to topics other than today's topics from the field section.

FROM THE FIELD
Ms. Starks: 

This is Helene Starks in VA Puget Sounds and it is a little related.  We have been hearing different questions about development of a National IRB that would sort of take the lead in coordinating some of the policy issues and sort of reviews for some of these national things.  Is there any word on whether that is going to actually happen?

Unknown:

It would seem that the standards that IOM is drafting are going to reserve to each institution the responsibility for determining its IRB or IRBs and it would be a little awkward for VA nationally to tell all of the IRBs that in certain areas they have no jurisdiction.  I think the answer is to set standards and models and templates and provide them to the field for local use.  In other words, provide education.

Unknown:

Let me ask a question.  If it is a CSP study, it does sort of have a national IRB review, does it not, before it goes to the local IRBs?

Unknown:

It does, but that IRB isn't the approving IRB.  It looks for problems within the protocol as well as the consent form and they essentially act as a consultant to the local IRB, so that if the CSP IRB evaluates it and tries to identify the problems and tries to correct them and then gives it off to the local IRB.  It the local IRBs that approve it and have a say over is  the consent appropriate as far as they're concerned etc., etc.  So it still does not take any of the authority or responsibility away from the local IRB.

Mr. Cushman: 

This is Bill Cushman from Memphis, Tennessee.  Could I mention a follow-up on that?  Just one issue.  We used to have regional, I don't know if they are IRBs or not, but often in some large studies there are a number of small VAs who want to participate and they do not have local IRBs.  Very often in the past, what they have done is to constitute an ad hoc IRB or to quickly assemble one together and I can tell you from experience, that those are often problematic.  Because it is very difficult for those quickly assembled IRBs to really function on an ongoing basis to review studies, and so at least in recent years what has often happened is that an IRB from another VA within the same VISN usually or something like that will take over that function.  I'm not sure that is ideal, but is that the model that we will probably go to in the future?

Unknown:

I don't, Joan Porter may want to talk about this because ORCA is the one taking the lead on assurances that every VA facility that is going to be doing human subjects research will have to have federal-wide assurance, and it is hard, the requirements to obtain that.  You have to designate one or more IRBs as your IRB of record.  So it would be extremely difficult under those circumstances to put together a one-time IRB to review protocols just so you could into whatever it is, a multi-site trial.  

Ms. Cuccherini: 
ORCA can handle this, but there is more than just IRB review if you are conducting human subjects research.  It 's also who evaluates how the research is being conducted or the life of the protocols that you have access.  It is not just a special review and then the continuing review in a year or whatever the IRB says.  It is a little bit more complex and would suggest that anybody who needs a little bit more guidance on this to call ORCA.  Joan, do you have anything else to say on that?  

Ms. Porter:  

No, Brenda is correct.  It is not just a question of finding an IRB.  You have to go into a system migrating to a system called a federal wide assurance and each VA site conducting research involving human subjects will have to have this.  This is registered with, registered is an unfortunate choice of words, this approved by the office of human research protections and it comes through ORCA.  Right now we have VA multiple projects to share and contracts that cover all of the sites that are conducting research involving human subjects and the IRBs which are being used under those contracts are all IRBs of record, which have been approved by ORD, and then when program is transferred to ORCA, by ORCA.  So to get approval to use an IRB, you have to really go to ORCA to make sure that's okay and then the provisions of the assurance.

CONCLUSION

Dr. Berkowitz:

I would like to take the last two minutes.  First I need to thank everyone who has worked hard on the conception, planning, and implementation of this call.  It is never a trivial task and I really appreciate everyone's effort.  Our next call will be on Thursday, March 29 from 3:00 to 3:50 p.m., Eastern Time, and that call will originate live from a meeting of the VA National Ethics Committee in Washington, DC.  You can look to our web site or your outlook e-mail for more detailed announcements.  Again, I will be sending out a follow-up e-mail to this call with all of the e-mail addresses and web links that you can use to access the National Center for Ethics.  A summary of this call will be posted on our web site, and our electronic web board discussion will hopefully be active about this particular topic since we clearly have a lot more to talk about.  Also, the summary and discussions of prior calls are available.  I will ask that you please let us know if you are aware of someone who should be receiving the announcements and doesn't or if you do not receive the electronic announcements about this call and would like to receive the follow-up e-mails with the web site links of future announcements, please let us know. Again, our e-mail address vhaethics@med.va.gov.  We also like to know if you have suggestions for topics for future hotline calls and again, thank you very much and have a great day.
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