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                P-R-O-C-E-E-D-I-N-G-S

(8:34 a.m.)



CHAIR TILDEN:  So, welcome to day two of the 15th meeting of the Secretary's Advisory Committee on Human Research Protections.  



I would like to add a reminder that if anyone in the public audience wishes to make comments during the public period for comment, please sign in outside at the table outside.  It said list yourself to make comments.



Also, I have an announcement to make.  The agenda today basically involves two sessions in general.  One has to do with sort of what we termed ad hoc recommendations but really it is sort of a potpourri of miscellaneous items that have been hanging around that we need to address.  The primary motivation, however, is to look at some recommendations which SACHRP should consider related to the previous panel that we had in research in disaster settings.



The second part and the predominant part of the meeting today will be taken up by Subpart A Subcommittee in trying to get through the remaining recommendations related to exemptions.  And then they have some other issues to bring up as well, related to informed consent, I believe.  Some other recommendations.



I would like to point at this time, however, that there has been a transition in the leadership, partial transition in the leadership of the Subpart A Subcommittee and  Felix Gyi has completed his tenure as co-chair but will remain on as a member of the Subpart A Subcommittee.  



And we are just pleased, we are very pleased to announce that Liz Bankert will join Dan Nelson as co-chair of the Subpart A Subcommittee.  Congratulations.



So, do you have any comments, Ivor, remarks before we get going?  I think you said a lot yesterday.



So, at this point, we could move on into this ad hoc phase, I believe.  And there are three items of business we would like to address.  The first one is the disaster research.  The second has to do with how to handle what actions will we take and relate it to the panel we had on diversity in clinical trials.  And then there is a third item.  There was a proposal to consider a modification to the Common Rule that we want to discuss and decide how to act on that.



So, up on the screen there is this proposal for recommendation to the secretary based upon the SACHRP panel, issues involving disaster settings, which was presented last October.  This first slide here really is just to summarize what was presented at that panel for us.  And going through the minutes, it seems like there were four major items that came out.  And I will just state them verbatim.



Particular ethical issues arise in the conduct of human research studies in disaster settings when weighing the good to be gained from acquiring knowledge against potential harms to individuals and communities suffering the consequences of disasters.  Two potential problem areas relate to siphoning resources from direct assistance to disaster victims and the creation of excessive burdens on affected individuals and populations.



Important information may be gained from human research studies involving long-term epidemiology, effective therapy, storage of specimens and evaluation of the consequences of rare events that hold the prospect of long-term improvement of the public health of the nation and, in many circumstances, the health of the affected individuals and populations.



The conduct of human research studies in disaster settings present significant challenges to the current regulatory approach for human research protections because of the short time frames  and the wholesale disruption of local communities upon which the current research protection process heavily depends.



And although research activities are acknowledged as useful by local agencies,  attention by state and local health departments of the conduct of human research activities and human research protections are sparse.  



And each of those bullets sort of addresses, is a very brief synopsis of each of the presentations.  So, a number of us met and looked at this and, if we go to the next slide, I think we came up with some potential recommendations which are general but there is only, which I think is appropriate because, well, this comes out of a panel and I don't believe that we were in a position to make specific recommendations to address this issue in general.  And it is a big issue.  But I think we could consider these types of recommendations to bring the issue forward to the Department and the relevant agencies.



So, I would like us to consider the recommendation to the Secretary and just relate it to these bullets.



So, needs and opportunities to pursue research involving humans in the aftermath of disasters invariably arise.  And  HHS should proactively recognize this and promote planning for such activities at the federal, state and local levels.



Is there any input, thoughts, discussion about this?  Comments?  Is it something that committee members can embrace?  Yes, Pete?



MR. KIRCHNER:  Clearly, such planning at state and local levels should be coordinated with ethical principals such as are discussed in this forum.  And I guess my question is how would one envision making that connection in settings where that type of resource may not be readily available to the  state or local authorities?



CHAIR TILDEN:  Well, I believe one of the issues that this bullet relates to.  I think if you read the whole slide, there might be some more, you know, it might --



MR. KIRCHNER:  The bullet is fine the way it is.  I am just curious about, you know, whether or not we need to think about the execution in any particular way --



CHAIR TILDEN: Right.



MR. KIRCHNER:  -- to create that kind of input at the local level.



CHAIR TILDEN:  Well, I think the whole recommendation is asking for one to think about the execution.  And I think the idea of being proactive, you know, there are certain elements -- that is exactly, I mean, if that was really the issue, just to generate someone asking a question, how can we do this.  So, I think it is on target.  I just don't think -- I have my own personal opinions but that doesn't mean very much.



The ethical conduct of such research remains paramount if there appears to be no specifically identified, organized, and  coordinated process at the federal, state and local levels to ensure that research activities following disaster events are conducted ethically and opportunities to obtain useful generalizable knowledge, i.e., knowledge that might improve preparedness in response to current or future disasters are not lost due to the lack of workable guidelines or regulations.



HHS should conduct a preliminary assessment of the feasibility and development of such a process through its relevant components, including but not limited to the Office of the Assistant Secretary of Health,  the Office of the Assistant Secretary of Preparedness and Response, NIH, CDC, and the FDA.



DR. STRAUSS:  I have a comment, Sam.



CHAIR TILDEN:  Yes.



DR. STRAUSS:  I think the principal is terrific.  And I just want to say that I think the issue that should be explicitly addressed is the issue of speed and timeliness.  I mean, there are, research does get reviewed.  It just gets reviewed so far after the fact that it becomes irrelevant.  I mean, there are identified, organized and coordinated processes to ensure that research is conducted ethically, etcetera.  I think that it should say something like tailored to the specific demands of post-disaster research.



I think there should be reference to timeliness and speed in the suggestion because I think that is the key issue.  Well, it is one of the key issues.  Coordination you have here, but rapid response is the second.



I mean, the next bullet refers to efficient.



CHAIR TILDEN:  Well the first bullet is talking, you know, specifies research in the disaster setting.  So, does that not limit the scope of these recommendations, I guess, is the question, adequately?



DR. STRAUSS:  See, I think it appears to imply that there is no structure in place that would review this.  And I think there is it is just not adapted to the time pressures of important disaster research.  And the time pressures, by and large, involve being able to get on the ground and get, in some cases in epidemiological studies, a meaningful baseline data and in other kinds of studies, you know, there are other issues.  But if others don't agree, I will think about where to put it in.



You know, I think that if you added the word timely or time sensitive, somehow, after the word coordinated, it might address that.  You know, I am just, again, I am specifically thinking that NIH had a, I don't actually know whether it was ever funded, but had a mechanism last year that actually, a mental health funded disaster, looked to fund disaster research mental health centers.  And they specifically allocated funds through direct costs to permit a fast enough IRB mechanism to accommodate the research.



So, I think, and the whole thrust of that request for proposals was timeliness.



CHAIR TILDEN:  Sarah.



DR. CARR:  It's Sarah Carr from NIH.  The National Institute of Mental Health has actually looked into this, held a workshop after 9/11 and they have developed a couple of  initiatives that would look to preparedness and think about these issues in advance and, as Dr. Strauss said, try to provide some coordination. 



And so I think there is some effort and thinking going on about this at the NIH and, at least within one of our important institutes.  



In our review of this proposal, I think this paragraph concerned us a little bit because it implied, I thought -- we thought, that there may be unethical research taking place.  I think the focus is on the coordination of the ethical review process.  But the wording struck us as a bit concerning in that regard.



And with regard to the panel that was held in October, I recall a scientist from CDC was part of the panel but I wonder if the efforts of NIH have been taken fully into account in the development of this proposal.  And that would, you know, certainly be something we could provide, if you thought that would be of help.



CHAIR TILDEN:  I would just like to explore for a second what is it in the second bullet that suggests that there is unethical research going on.  Why would one conclude there is unethical research going on instead of no research at all or a lack of because of the fact that there is not a coordinated mechanism?



I think what we heard was when and if an event occurs and one wants to institute a research protocol, there are difficulties that occur because you cannot affect that at the local level in any type of fashion that would be responsive, because of the timing issues.  And we heard that at CDC, for instance, as you might have at other places, let's say through the funding mechanism, that you may have some protocol that is reviewed and approved.  Let's say at Columbia in New York, and it is reviewed by an IRB in Columbia in New York and it is approved.  And that researchers will come into a local community, they might get "IRB review and approval."  But when they come into Louisiana after Katrina and 30 percent of the population can't read and you have an IRB that has reviewed this and approved it, where does that local piece fit in or has it fit in at all?  How do you affect that?  What is Columbia doing to say well, we need to get some sort of local context for this community or if it happens in, you know, the Coast of North Carolina, or in Florida or in California, what is happening.  So, then you get these sorts of instances where Dr. Garra said in San Antonio after Katrina, all these individuals, many in shelters, people are saying, well we are just being surveyed to death.  Nobody really cares about us.  We are just a means for them to get their research data.  I think that is what we heard.  



I mean, that is what I heard at CDC and Dr. Garra saying, there is not much there but, I guess, that is part of the piece of this bullet is that, you know, should there be a coordinated process to go from NIH, or CDC in particular, because that is what we are hearing, but I don't know that it is limited to just CDC, but to down through, to how do you do it locally.



DR. CARR:  And would it be, is it coordination of the ethical review that we are considering here or also coordination of an approval of the research, regardless of the source of the support for the research?  So all research proposed at the local, state and federal level would be reviewed in a coordinated process and, along with a coordinated ethical review, is that?



CHAIR TILDEN:  I think, I mean, to me, it was limited to the ethical.  The ethical is what we are hearing is a problem.  You know, the science has been reviewed.  It has IRB approval, let's say from the emergency IRB that was generated out of CDC.  But when it gets from that, when it goes from Atlanta to any of the other areas in the country, there are issues related to that, related to the ethical conduct of the research, not the scientific conduct.



Yes, Pat and then Warren.



DR. McNEILLY:  I wanted just to follow up a little bit because I wasn't clear whether we are talking about just the ethical review or the implementation of this type of research in say the federal response system to a disaster, which is pretty complex and actually isn't run by the federal government.  It is actually run, the shots are called by the states.  And so are we only talking about that review piece or are we talking about, you know, how does that research get implemented on the ground and what impact is that having on the people there and how does that, how is that looked at from a state level and things like that?



DR. LUX:  Warren Lux from EPA and I would like to say some things that reflect some of EPA's experience and would lead me to agree with David Strauss's comments and insight about this.



We are engaged in what I guess could broadly be called disaster research at the local level but it is not acute disaster research.  It is chronic.  It is the issue of, for example, research surrounding the cleaning up of the Superfund site that has been going on for 30 years.  And there are organized, robust mechanisms for incorporation of local considerations into the ethical review.  That part is really, in our experience, anyway, not a problem.



The problem is, can it be coordinated with the other scientific review in a timely fashion?  So, I would really reinforce David's point about timeliness as being relevant here in terms of getting that kind of ethical review because the systems that we work with are reasonable and robust but they have, at the present time anyway, as far as I can tell anecdotally, no capacity to  respond in the kind of timely fashion that this acute disaster research would require.



CHAIR TILDEN:  Any other comments?



DR. GENEL:  May I suggest the insertion of the word timely or prompt in the second bullet in front of the third to the last line where it says "conduct a preliminary assessment of the feasibility and development of such a process," insert the word timely and timely development of such a process?  Would that, I am wondering if that would, right there, yes, whether that would deal.  Because I think the point has been made.



CHAIR TILDEN:  I am thinking from Warren if we are going to modify it then maybe it would be a coordinated process for time sensitive research maybe.



DR. GENEL:  Oh, yes, okay.



CHAIR TILDEN:  That is inserted there --



DR. GENEL:  Right.



CHAIR TILDEN:  -- to make sure that it really is --



DR. GENEL:  Well, there are two aspects.



CHAIR TILDEN:  -- a time sensitive process.



DR. GENEL:  I mean, there are two aspects of this.  One is time sensitive. But also, I think what I heard David saying and others saying is that the process of developing this coordinated process ought to be timely in and of itself.



CHAIR TILDEN:  Yes.



DR. GENEL:  So, I would say, I would argue that both are probably useful to be added.



DR. STRAUSS:  I just had two other changes.  There were changes but I think they may change the impact.  Because I think it does read a little bit like the concerns are about research occurring which is unethical, primarily.



I think that if in the first bullet instead of saying needs and opportunities to pursue research, you know invariably arise, it could say something like, you know, research involving human subjects in the aftermath of disasters is of critical importance.  And I think that sort of lays out the fact that we are supporting that research.  We think the review needs to occur so that it is ethical and that review needs to be time sensitive.



So, I think that it shifts the balance of the whole set of recommendations if we emphasize that we recognize that research involving human subjects in the aftermath of disaster is of critical importance.  And I think that was one of the important take home messages from the panel.



And in the second bullet, deep into it where it is written, for example, knowledge that might improve preparedness and responses to the current or future disasters are not lost to the lack of workable guidelines or regulations.  And I think that again, whether we mean guidelines or recommendations or whether we mean here not lost to workable mechanisms of review and implementation or something like that, to not say that what we  use in the regulations here.



In other words, what we are concerned about is mechanisms for prior review and also mechanism for maybe implementation is the wrong word, but coordination.



CHAIR TILDEN:  Yes, I think those are the two big, at least two of the big areas that were brought forward at the panel.  



So, right, I am trying to get them in my mind what we are saying.  So, I got the one on the first bullet.  You are saying research involving humans in the aftermath of disasters is of critical importance.  Okay, and then move forward.



In the second bullet, I think that is where, "specifically identified, organized, coordinated, and time sensitive process."  There appears to be organized, comma --



CHAIR TILDEN:  In the second line.



DR. STRAUSS:  Yes.  You see the second bullet.  Organized, comma, delete the and, coordinated, and time sensitive process.  And then down, one, two, three, four lines, where it says are not lost.  You see are not lost due to the lack of workable -- sorry.



CHAIR TILDEN:  You work a lot faster, David, when you are not typing.



DR. STRAUSS:  Yes.  I mean, I was just going to say workable mechanisms for prior review and coordination.



And then Mike's comment was to make sure that the response by HHS is itself timely.  So that would be --



CHAIR TILDEN:  Would that be the feasibility and development of a timely process?  Is that --



DR. STRAUSS:  The timely development, yes.



CHAIR TILDEN:  Timely development.



DR. GENEL:  You know what?  When you modified bullet number one, I think you have left out the concerns about ethical review.  So I think you needs something that goes in after the first declarative sentence that specifies that the issue here is the development of the appropriate guidance for ethical oversight.  I'm not quite sure how that should be worded, but I think there needs to be something in there that, it's not the research that we are talking about.  It's the ethical implications of that research.



DR. LUX:  Mike, how about just saying ethical research involving humans and the aftermath of?



DR. STRAUSS:  That brings us back to the original concept.



I would read it to say that, to me, promoting the planning for research involving human subjects implies ethical review.  But I understand that you want it to be explicit.



DR. GENEL:  Yes, I think it needs to be explicit.  Obviously, it is coming from SACHRP and that is the perspective, I think, we want.



MR. NELSON:  Doesn't the second bullet start to make it pretty explicit?  The ethical conduct --



DR. STRAUSS:  I think so, too.  I agree with Dan.



MR. NELSON:  -- the research --



DR. STRAUSS:  I think that you just have to wait a sentence.



CHAIR TILDEN:  So it would be you could take such out in the first bullet and put the ethical conduct.  Is that where you are going to?



DR. GENEL:  That is fine, yes.



CHAIR TILDEN:  Okay.  For the ethical conduct of such activities.  And that might also address some of the other from the Ex Officios, I think, where, what are we talking about here.



So, on the last line of the first bullet, if you modified the first word "such" and replaced it with "the ethical conduct of research at the federal, state, and local levels," I guess it would be, "of such activities."  That's fine.  Ethical conduct of such -- just the way it is.



Okay, any other?  You have to throw something at me so I know there is somebody back there.



DR. LESS:  I just wanted to, for a while in the second bullet, it says the ethical conduct of such research remains paramount, yet there appears to be no specifically identified, organized, or coordinated process at federal or state level. 

I am wondering if further down where we say HHS should conduct a preliminary assessment of the feasibility and development of the program, whether the first step should be an assessment of what is currently out there at the federal and state and local level.  Either an assessment or investigation of what is there and then the feasibility of developing such a plan.



Because when you read the first part where it says yet it appears that there is nothing out there, it sounds like we are not really sure.  So if we are not sure what is out there, I would think that that would be the first step, to see what we already have what we can use and piggyback off, before we start developing another plan.



CHAIR TILDEN:  Sarah.



DR. CARR:  I would definitely agree with FDA.  I think that is what I was trying to get at.  But it depends on the confidence level, I guess, that you have in the panel that you pulled together in October.  Was that fact-finding effort thorough and complete enough really?  I know I am sure you attempted it to be.



So, I would agree that the first step ought to be an assessment across the government about what is going on.



The other suggestion I would ask you is in second bullet, whether the process that you are calling for, is it, whether you might modify that again to be clear that it is of the ethical review process.  So in the feasibility and timely development of such an ethical review process.  Again, so that you are not suggesting that it involves the review of the research itself, I guess.



CHAIR TILDEN:  Dan?



MR. NELSON:  I understand and support what is being said about assessing the lay of the land before we develop something to fit a need that isn't there or, well, we need to know where we are starting.



I think I would at least be willing to support a more declarative statement and remove yet there appears to be.  I think even if there was a glimmer of a coordinated effort at the federal level, I think we can say with absolute certainty it certainly hasn't filtered down and accommodated the local levels that we are talking about bringing into this coordinated package.  So, I guess I would put out a straw man proposal, at least, that we already know enough from the panel and from our own knowledge base to suppose that there is just an absence of this right now.



CHAIR TILDEN:  So, I mean, if I was trying to translate this into language, would something like "should conduct a preliminary assessment" should feasibility be part of that based on the preliminary assessment or would you want to say?  What would you do after you get a preliminary assessment?  Or would you just preliminary assessment is enough?



DR. CARR:  What if you called for a report back to your committee?  I mean, I guess again, Dan is suggesting that you do know enough to call for this.  So, you know, I respect that completely but if you wanted the assessment, some thorough survey of the federal government to be on first before you then called for an assessment of whether such a process could be instituted and what it would look like, that might be a way to go. 



Or you could indicate that if such survey indicates the need for, then the department should undertake a feasibility effort.



MR. NELSON:  Sam, I think what I was suggesting, apart from whatever we do at the assessing level is, if it would help to make more of a declarative statement in the first line of that second bullet, unless we think there is some hidden coordinated process that none of us are aware of, I think we could cut straight to the chase and say there just isn't anything, unless there is evidence to the contrary.



CHAIR TILDEN:  Just say there appears to be or --



MR. NELSON:  I was addressing the -- 



CHAIR TILDEN:  In the second line.



MR. NELSON:  The appears to be seem to come to some people as a little wishy-washy or leaving the door open that maybe it is here we just don't know about it.  And I would at least be willing to think it just isn't here or we would know about it by now.



CHAIR TILDEN:  So just there is --



MR. NELSON:  There is no coordinated.  There is no.  That still doesn't necessarily rule out the need to assess the lay of the land.



CHAIR TILDEN:  Yes, well, that gets us back to this bigger issue.  Pat?



DR. McNEILLY:  I would be careful about saying something about an absolute there is no plan or anything like that.  There is an enormous federal response plan for disasters.  And whether or not something like that -- it may be that the ethical review of research in disaster situations is not addressed in that plan but I think that it would be not the best thing to say there is no such that exist at present.



CHAIR TILDEN:  I think actually as we, when we, some of the discussion and thought about generating this bullet, I think that is why the language was a little soft.  Because it, I don't think we are in a position to know the full breadth of the federal and state, etcetera, you know, sponsors.  It just seems that there are some gaps there.  



And I think, Sarah, that your point, I think the intent would be to say there needs to be a preliminary assessment but also, I think, once that assessment is done, I think it appears that there will have to be steps taken, additional steps taken.  So, I guess to translate that concept into language is where I am trying to get.



DR. STRAUSS:  If we wrote HHS could conduct a preliminary assessment of the need for an feasibility of such a process.



We could say that HHS should promptly conduct.  



CHAIR TILDEN:  If I could beg to modify that a little bit more to make it just more straight forward, maybe we should just say HHS should conduct a preliminary assessment, okay, of what you are saying of the current process.  Right?  I mean, that is what I am hearing.  Okay?  Yes, an assessment.  Okay, right.  Okay, through its relevant components.



Yes, does that make sense?



DR. LUX:  Yes, I certainly agree with that.  Based on EPA's experience, I think that HHS will find and I think part of Sarah's point is, in making this assessment to find out what resources are out there that you can recruit to this effort in the first place.  And that inevitably will include an element of feasibility because you will be looking at why they aren't already recruited into this coordinated effort.



EPA's experience would suggest that the state and local health departments really have an awful lot of resource there.  They are familiar with research and IRBs and there is lots of things there that could be drawn upon.  They are simply not coordinated in a timely fashion with regard to this kind of disaster research.  And to a certain extent, they have gotten a little bit of a bad rap in they have been presented, because they really do have some resources you can draw on, I think.



CHAIR TILDEN:  So, HHS should conduct an assessment of the current process.  And maybe, too, maybe the current ethical review process, just to, it may be a little bit redundant, bit it still will be more specific.



And if indicated, the feasibility and development of additional processes.



DR. STRAUSS:  You are saying they should, the feasibility of development?



CHAIR TILDEN:  Right, feasibility of development.



DR. STRAUSS:  I think that is good.



CHAIR TILDEN:  Additional processes.  The feasibility of developing additional processes.  In the third to the last, yes, of developing.  Instead of the third word "a", make that "additional" processes.



All right.  That is probably, that more closely reflects, I think, the discussion we have had.  



Okay.  So can we move on to the third bullet at this point?



MR. NELSON:  I think we were going to return the appears to, the first line.



CHAIR TILDEN:  Oh, yes.  Would you make it --



MR. NELSON:  Right.  I am certainly, I was only responding to the sense that maybe we were waffling up there.  I would, I guess, just for the record.



CHAIR TILDEN:  The second bullet, first line.



MR. NELSON:  Yes.  There appears to be no specifically identified.



CHAIR TILDEN:  Instead of there is.



MR. NELSON:  There may well be a tremendous federal plan for disaster response.  But if it includes research conduct and ethical review processes, we haven't seen it yet.  So, at the very least, it is not identified to those of us in the trenches.



CHAIR TILDEN:  Yes, I know, I don't know when the next FEMC conference is.  I saw it was noted.  But I went through the three or  four days of the agenda for this year and I was at the one last year.  And you know, the two animal rule gets a lot of attention but there is not one thing about actually conducting or servicing.  It is not obvious or transparent that there is something out there.



So, the third bullet, key considerations and, I think, given the previous comments, we can maybe agree that just, in an assessment, take out the feasibility, of a process for ethical conduct of disaster related research should include the following.  A plan for efficient review and approval at the federal, state and local levels for human subjects research activities following a disaster event.  Evaluation of whether additional exemptions or waivers from human subjects, protections, regulations for certain types of low risk research are warranted in disaster related research and whether an efficient process for obtaining such exemptions and waivers needs to be developed and implemented.



And appropriate criteria for state and local coordination and oversight of research activities in conjunction with disaster response activity.  I don't know, there might be others but those were some of the things.



Sarah.



DR. CARR:  Yes, high.  Would it be -- what criteria do we have in mind there?  Or do, I mean, do you have something in mind?



CHAIR TILDEN:  I don't believe we discussed the specific elements of the criteria.  It seems like it should be obvious that if there is not a criteria developed, it may be difficult for states and local coordination and oversight.  You know, then one would know what the expectations are.  But I don't think we intended to prescribe what the criteria should be.



Peter?



MR. KIRCHNER:  I may be delving into too much detail but if there are a large number of research proposals that all converge into a small area and, clearly, the execution of all of these might interfere with important salvage work and all the like, who would address the priorities and which ones should be done?  Should that be part of the ethical review process or would that be left to item, subcategory three there, that is, the state and local oversight decisions?



I raise that because if the group here feels that that should be addressed through the ethical review process, then I am wondering whether that needs attention.



CHAIR TILDEN:  I think those are, that is a good comment and if anybody has any responses to that?



DR. STRAUSS:  I thought that that is what you mean in the third statement.  You know, criteria for state and local coordination and oversight of research activities.  So, for example, it would be the case that whatever the Red Cross would, you know, play a role in implementing or safeguarding that only whatever the community approved research activities were recruiting subjects at a particular location. I mean, I think that has been the issue. 



In Oklahoma, the governor decided that he wanted to have a mechanism in place where all research activities post the bombing needed to get reviewed at the state level.  But in general, I think that is what bullet three is meant to capture, that someone should decide under what circumstances there ought to be some local coordination.



CHAIR TILDEN:  And I think now as I reflect on what your issue that you brought forward relates to is it should there be more specificity in this item?



MR. KIRCHNER:  Well, I remember that in the panel discussion, Bob Levine emphasized that a key concern about the ethical conduct of research, that it not interfere with salvage and rescue operations and whatever.  And that is something that needs particular attention.  And I can easily see that there might be six or eight groups that want to do research.  And doing all of those would become a major problem and a bottle neck.  And that is why I am raising the question.  I mean, are we leaving that to state authorities and whoever the marshal is that is in charge of the rescue to say no, you won't do that research or should there be another way of trying to coordinate that?



I simply raise that issue.  It may be too much detail for us to address here.  And maybe the entry number three does address that, that state and local authorities will make that decision arbitrarily on the spur of the moment.



CHAIR TILDEN:  Well, I believe that would be part of the plan.  Okay?  And I think that the point is that right now it is just as you pointed out so pointedly is that the idea would be there would be a plan so that this sort of thing could be addressed.  And who would have authority and jurisdiction and how it works.



Right now, I hate to use the word void, but I just think it is not addressed.  And so what happens is just what you are saying is at the state and local level, it is either they don't have jurisdiction because they never see this, it is reviewed, approved somewhere outside of this region.  And so you have research that is ongoing in a geographic locale.  And then from what we have heard and from my review of the transcript of the previous meeting in Texas, for instance, it wasn't the IRB.  What happened was the public  health authority and the courts actually claimed jurisdiction and then limited the research that was going on in these shelters because they had a municipal court, some sort of commissioner's court or whatever, that asserted jurisdiction over this.  But, I think the point is that that happened in such an ad hoc manner because there was no plan.  And so I am wondering if it is, it might be too prescriptive here, you know, to point that out because there are a number of issues that will come up.  I just relate it to this.  But right now, it may not be thought of.



Does that kind of respond to that or --



MR. KIRCHNER:  I think it does.  I am wondering whether we should perhaps add a phrase so that such state coordination should be mindful that research does not interfere with important salvage rescue efforts or whatever.  That we are sensitive to that issue.



CHAIR TILDEN:  Right.  So you think maybe adding a sentence in particular, coordination and oversight activities should be sensitive to and then the issue of -- adversely impacting the --



MR. KIRCHNER:  Disaster management or some broad term like that.



CHAIR TILDEN:  Okay, impacting disaster management.  Adversely impacting disaster management.  



So, add a sentence, "In particular, coordination and oversight should be sensitive to the issue of research activities adversely impacting disaster management."  



Does that sound like it gets at what you are talking about?  You want me to read that to you again?  Okay.  Yes.  "In particular, coordination and oversight should be sensitive to the issue of research adversely impacting disaster management."  



UNIDENTIFIED SPEAKER:  To the issue of research.



CHAIR TILDEN:  To the issue.  Impacting disaster management.  Mike.



DR. GENEL:  Did it again.  Why don't you substitute to the potential rather than to the issue?  Potential for research adversely, yes, yes, yes.  To the potential for research adversely affecting.



CHAIR TILDEN:  Thank you.  Adversely impact instead of impact.  And then, is everybody okay?



Okay, then the fourth bullet would be, "In conducting its assessment, HHS should seek additional input from other relevant departments and agencies at the federal, state, and local levels, as well as from other stakeholders through internal discussions and public venues sponsored by HHS and its components."



DR. LESS:  We probably don't need additional input.  Just say input from various agencies --



CHAIR TILDEN:  Okay.



DR. LESS:  -- and outside stakeholders.



CHAIR TILDEN:  Is just removing the word additional would be enough?  Does that make sense?



Well, we have been through all the bullets.  Are there any final comments?



(No audible response.)



CHAIR TILDEN:  So, I move that we take a vote on it.  Second?  Okay.  So, all those in favor?



(Unanimous show of hands.)



CHAIR TILDEN:  So the motion passes.



Next, I would like to get the committee's ratification of some preliminary actions that have been taken related to our panel in diversity and clinical trials at the previous Subpart A Subcommittee meeting. 



Well, first of all, we had a discussion at the same time we were developing these proposed recommendations with the ad hoc group, we had a discussion of the panel with diversity, on the topic of diversity and clinical trials and where to go from there.  And the ad hoc group recommended that it go to the Subpart A Subcommittee for review.



That occurred at the previous meeting of the Subpart A Subcommittee without SACHRP's approval.  But a discussion did occur and Subpart A Subcommittee came to the conclusion that there were some relevant aspects of this issue that did relate to the federal regulations, 45 C.F.R. Part 46, as well as the FDA reg, counterpart regulations.



So, the result of that is that Ada Sue Selwitz, I think, and James Powell, is going to work on some proposed language related to this to bring to the, being considered by the Subpart A Subcommittee and then bring it back to SACHRP.  And then I would like to get the ratification of this committee that that is an adequate course of  action and that it would come through the Subpart A Subcommittee back to SACHRP when they were finished.  Is that fine?  Okay, great.



Then, the last item I have on the list before -- well, there are two more items.  But this next item relates to this proposal that Francine Romero brought forth to the committee and relates to potential modification of the Common Rule related to tribal governments and human research protections.  



So, she proposed this that SACHRP would consider this recommendation, that the language be added to the Common Rule at 46.109.  And there is the verbatim quote.  I would like to, because we had some preliminary discussions about where to go with this and I think I thought that that would be appropriate to go to the Subpart A Subcommittee, I wanted the committee to, after you read this, to consider, you know, saying that that would be appropriate for the Subpart A Subcommittee to discuss and come back with recommendations for me.



Comments, Dan, Liz, Mike?



DR. GENEL:  Does this require amending the Common Rule or can this be done through guidance or through recommendations?



MR. NELSON:  At least as proposed, it is to be added to the Common Rule.  And that is why quick to note and, at the very least, we would need to change E to F because E is already taken up.  But if you are not asking for a vote today, then we can look at that.



CHAIR TILDEN:  I am asking for a vote.  The vote is that Subpart A, it got to Subpart A Subcommittee to vet all these propositions.



MR. NELSON:  But as proposed, it would require, I guess, a regulatory amendment.  It is just that there are hurdles.



DR. GENEL:  Obviously, that is the consideration.  That has to be a consideration.



DR. STRAUSS:  I move that we approve that SAS consider this.



DR. POWE:  Second.



CHAIR TILDEN:  So would everyone concur with the motion?  I'll vote for the motion, obviously, but was everybody else happy with it going to the Subpart A Subcommittee to have it vetted?



Great.  Okay, finally, David would like to take a few moments to go back to yesterday's recommendations and see if we would consider any modifications or amendments to make things a little simpler and clearer.



DR. STRAUSS:  I was asked at the conclusion of yesterday's deliberations to address a couple of points.  The first is in recommendation one, which we approved.  And it was brought to my attention that members of the subcommittee had asked that we insert this word, this phrase, and use in recommendation one so that we may eliminate what is now bracketed in yellow.



So, the recommendation one could read mores simply "Guidance should adopt the term consent capacity to denote the specific abilities necessary for a prospective or current research participant to understand and use information relative to consent."  It captures the concept without introducing some terms of art, which may be alien to the non-artist.



CHAIR TILDEN:  So would you like to move that we modify recommendation one to eliminate the language in yellow.  Is that yellow?  I'm color blind.  It looks yellow to me.  So, I will move that.



MS. BANKERT:  Seconded.



CHAIR TILDEN:  And seconded.  So, any discussion for that?  Okay, so all in favor aye.



(Chorus of ayes.)



CHAIR TILDEN:  So it passes.



DR. STRAUSS:  I'm sorry, I'm new to this.



CHAIR TILDEN:  David -- could I interrupt just for a moment?



DR. STRAUSS:  Yes.



CHAIR TILDEN:  I would like to just, Dr. Genel, have you had an opportunity to read these recommendations that were passed yesterday?  That is my first question.



DR. GENEL:  Yes, I have.



CHAIR TILDEN:  All right.  Before we get to IIIe, because that is way down the list, do you have any other comments or suggestions, have you identified any that we should address?



DR. GENEL:  I have not but others may have.



CHAIR TILDEN:  Okay.



DR. GENEL:  I hope everybody has an opportunity to.



CHAIR TILDEN:  Does anyone else, would anyone else like to bring up anything before we get to IIIe, between recommendation  one and IIIe?  Okay.



DR. STRAUSS:  So IIIe, at the conclusion of yesterday's discussions and at the time of approval read when changes in participant's consent capacity are anticipated or discovered during the course of a study, there should be consideration and re-disclosure of relevant information, re-consent, and reassessment of consent capacity at a frequency relevant to the study.



And Dr. Lux, who has spent a career working with people with impaired decision making, and that is outside the EPA, suggested that this language could be stronger and ought to be stronger than merely consider that this really points to a fairly important ethical standard.  He suggested that the language include the term address.  But, in playing with it subsequently, we thought that we could  sort of maybe split the difference and have it read "When changes in participant's consent capacity are anticipated or discovered during the course of a study, requirements for re-disclosure of relevant information, re-consent, and reassessment of consent capacity should be considered."



And by introducing the word requirement, it sort of raises the level, I think, beyond merely that it should be, it should pass through one's mind.



CHAIR TILDEN:  That these sorts of activites are optional, would be an expectation.



DR. STRAUSS:  That's right.  You have to consider requirements, not just consider the fact.



CHAIR TILDEN: Does that --



DR. LUX:  Since I have been singled out, I should respond.  Yes, I am comfortable with that.  I think that is a very good change and gets at the pertinent issue which I didn't articulate quite as well as I wanted yesterday, which was the thought that the original language was too permissive and appeared to be permitting a choice on the part of the IRBs that IRBs ethically ought not to take.  This, I think, corrects that impression.  So, I am very comfortable with  it, David.



CHAIR TILDEN:  Any other thoughts or comments?  Peter?



MR. KIRCHNER:  Yes, if we can go back to that language.  We added the term frequency after some discussion.  And I have no problem with that but frequency relevant to the study seems to me not to capture the point here.  The frequency should be relevant to whatever changes there are in consent capacity.  



The study may have totally different orientation.  And so I think that relevant to the study is perhaps not the correct concept here.



MR. NELSON:  Indeed.  I think, Mike yesterday raised whether we were talking study or study population or the subjects enrolled.



MR. KIRCHNER:  I think it is the subjects that matters here because that is what we are talking about, changes in consent capacity.  The study may be routine but if you have two or three people whose consent capacity changes, the frequency applies to them.



DR. STRAUSS:  Is this okay, circumstances?



MR. KIRCHNER:  It's better.



CHAIR TILDEN:  Is that okay, Peter?  I think your suggestion was more specific and maybe on point.  To the affected subjects, really is what you are saying.  If they are changing, then these types of activities need to be considered.



MR. KIRCHNER:  You could be specific saying relative to anticipated or discovered changes.  But I don't think we have to get that into it.



CHAIR TILDEN:  Okay.  So, circumstances might work?



MR. KIRCHNER:  Yes.



DR. LUX:  I would suggest taking the "should be considered" phrase and putting it  before the final phrase.  I think you will get a more, take a look at it, get it more and it will read more smoothly.  Say "A reassessment of consent capacity should be considered at a frequency relevant to the circumstances."



UNIDENTIFIED FEMALE SPEAKER:  Yes, that's good.



DR. LUX:  Does that?



UNIDENTIFIED FEMALE SPEAKER:  Yes, that's good.



DR. STRAUSS:  Say it in nice English, yes.



CHAIR TILDEN:  Any other comments or recommendations relative to IIIe?  So, at this point, I'll move that we vote on approving the changes.  Second?  Discussion?



MR. NELSON:  Second, just a quick question from a technical, I guess a packaging standpoint.  Maybe this is for Kevin and Ivor and others, presumably these would be handled as other subcommittee recommendations.  We would be waiting for bulk or for the aggregate set of recommendations from SIIIDR to relay together so these all come kind of as an integrated package.



DR. PROHASKA:  Well, there are a lot of options we could handle in different ways.  We could package this alone and send it forward, although it is not quite a large enough chunk, I think, personally.  But otherwise, we can just wait for the next set of recommendations to come out of SIIIDR and package them together and send it forward.



So it is either way.  Whatever the committee would like.



MR. NELSON:  I don't know that it changes anything, just that some of these will make more sense when they are viewed as part of a set with supplementary --



DR. PROHASKA:  Right.  That is often the case like with the Subpart A Subcommittee, we are waiting for exemptions to be complete and then put that together in total.



CHAIR TILDEN:  So, can we have a vote on approving the modifications?  All those who agree?



(Unanimous show of hands.)



CHAIR TILDEN:  Okay, so the modification is approved.  



Okay, so that concludes all of the items I had on the ad hoc list.  Is there anything else that I have missed or anyone wants to bring up before we take a break?



(No audible response.)



CHAIR TILDEN:  Okay, so we will have a 15 minute break and come back at 10:00.



(Whereupon, the meeting went off the record at 9:46 a.m. and went back on the record at 10:07 a.m.)



CHAIR TILDEN:  Okay, let's see.  We need Dr. Genel.  Where are the -- oh, there is David.  We need six.  One, two, three, four, five, six.  Six, okay.  Well, we can get started.  We have got six in the room.  Keep your ears open, Patty.



DR. MARSHALL:  I'm just getting coffee.



CHAIR TILDEN:  I yield to Dan and Liz.



MR. NELSON:  So today's presentation will follow the following steps.  We will have several recommendations for consideration today.  We will pick up where we left off at the October 2007 meeting and, with your forbearance, complete the remainder of the recommendations we brought forth.



CHAIR TILDEN:  Please do.  Please do.



MR. NELSON:  We brought forth 29 recommendations at that point and covered one through 11 and so today gets the rest of those.



We will then move on to an area that we have touched on before.  We previously approved recommendations on waiver of informed consent.  Today, we are going to deal with waiver of written documentation of informed consent and then we will touch briefly on IRB membership rosters and finish up as time allows letting you know what we are thinking of for our next steps.



The division of labor that Liz and I have agreed to is that I will cover the things that occurred before she joined us on the Subcommittee, the exemptions, and then she will take over the for the newer material.



The charge of the subcommittee, just to briefly review, is to review and assess all provisions of Subpart A of 45 C.F.R. 46 and relevant OHRP guidance documents and, based on that review and assessment, to develop recommendations for your consideration in three categories.  Interpretation of specific provisions, development of new or modification of existing OHRP guidance and possible revisions to Subpart A.  And we have brought forth recommendations at all three of these levels of difficulty, if you will, in the past.



The goals of this review and assessment are to enhance protection of human subjects; to reduce regulatory burdens that do not contribute meaningfully to the protection of human subjects and may, in fact, detract from those protections; and to promote scientifically and ethically valid research.



These are the Subcommittee members who have contributed to our work both past and present.  We have added Liz since the last meeting and are happy to have her with us and current active members include Liz Bankert from Dartmouth, Ricky Bluthenthal from RAND Corporation, Gary Chadwick from Rochester, Bruce Gordon from Nebraska, Felix Gyi from Chesapeake, Moira Keane from Minnesota, Susan Kornetsky from Boston, Gigi McMillan from the We Can Brain Tumor Network in L.A., myself from the University of North Carolina, Ernie Prentice from Nebraska, and Ada Sue Selwitz from Kentucky.  And we are joined by several SACHRP members who have affiliated with our group and we are happy to have their input as well as that from several of the ex officio representatives who are in the room, and others.



We did want to -- let me say first of all how pleased I am to be rejoining forces with Liz Bankert.  We have worked together in several venues in the past and it has always been a productive collaboration and I am delighted to have her sitting up here with me and working in the trenches and look forward to the years ahead.



We also wanted to take the opportunity not to have a moment of silence for Felix, but a moment of celebration.  Felix, unfortunately, I don't see in the room.  He was here yesterday.  I think most of you have come to know Felix as a rather somber, serious fellow.  This picture was taken during our active phase of working on recommendations.  Here is Felix today.  You can see he has cheered up dramatically, affirming that there is life after SACHRP. 



But in all seriousness, we want to gratefully acknowledge his dedicated service.  Felix is always a gentleman, generous with his time and resources and committed to the task at hand and had a good way, I think of keying us in on the real issues at hand and we are delighted that he has agreed to Felix's obligations outside of SACHRP called for his attention and we reluctantly agreed to his retirement from the chair, but we are delighted that he has agreed to stay on the Subcommittee and continued to work with us.



I wish he were here in person and we  will have a chance to thank him more at our Subcommittee meetings.



CHAIR TILDEN:  I would just like to add my personal thanks for all of Felix's efforts and particularly his promotion of alcohol consumption on the basis -- by the committee so that the stress of these activities are lessened.



MR. NELSON:  He may have stayed away on purpose today.



Our list of Subcommittee meetings both in person onsite and by teleconference continue to grow.  Actually, there is a typo here.  The last meeting was in February in Rockville at the OHRP offices, which was a productive meeting.  You will see some of the proceeds from that.  Today, it however, only took place on the 21st because a sleet and ice storm blew in to the area and all of our members scattered that night to get home.  And so, that was actually a one day meeting rather than the two as noted here.



There have been three letters that have gone to the Secretary  The fifth, sixth, and seventh SACHRP letters contained recommendations that emanated from the Subpart A Subcommittee, the first dealing with continual review and expedited review, as noted by Ivor Pritchard and others, the expedited review recommendations were partially reflected in a Federal Register notice last October.  And the next letter focused on required training and education of IRB members, IRB staff, institutional officials and investigators.  Both of those letters have been accepted or acknowledged by the secretary and passed back to OHRP.  We are still waiting, to my knowledge, on an acceptance or acknowledgment for the seventh letter, which contains recommendations approved last year, dealing with a waiver of informed consent and dealing with several years' worth of effort from the Subcommittee.  And David Strauss, again, deserves our thanks for a lot of this work on minimal risk, providing an analytical framework and examples for applying this framework to the review of human subjects research.



So, today, we would like to again finish up our report and recommendations regarding exemption under the regulations, as specified at 45 C.F.R. 46.101(b).  I will note that there was a text document with our full report and all 29 recommendations that was circulated last October that was re-circulated, at least to the SACHRP members in advance of this meeting.



The slides that follow are 95 percent congruent with that text document.  But there were some subtle enhancements and refinements that were made at our last onsite meeting.  So these slides should be regarded as the archival source for the recommendations that follow, even if you have that text document in hand.



We want to note the contributions of our working group that was formed on exemptions led by Ada Sue Selwitz, with Ricky Bluthenthal, Gary Chadwick, Sam Tilden, and others contributing.  And with much good input from Ed Bartlett at OHRP, Mike Carome, Suzie  Fitzpatrick, Laura Odwazny, Ivor Pritchard, and several others.



Input was sought on these recommendations from several Common Rule agencies and we received varying levels of input from all of these that were factored into our deliberations.



Just briefly by way of background, the exemption provision that we are talking about in the regulations reads as follows.  "Unless otherwise required by the department or agency heads, research activities in which the only involvement of human subjects would be in one or more of the following categories are exempt from this policy."  And we remind you that this policy refers to 45 C.F.R. 46 subpart A, the Common Rule.  This, surprisingly, is not always affected in this way or operationalized in this way.  Although exemptions mean all of these things, we busy ourselves talking about IRB review, informed consent requirements, and on and on, are taken off the table by virtue of granting an exemption, that isn't always how it is handled.  And that is, I think, one of the points of clarification that we got across last time.



We also looked at OHRP guidance on interpreting these provisions under four broad categories of source documents, the formal guidance documents, frequently asked questions, email related correspondence, and finding letters for compliance actions, these were all in Appendix A of that document, the text document that I just referenced.  And we would, especially like to thank Mike Carome for helping compile these background materials.



So, as always, we try to address what are the issues, what is it we are trying to fix.  Our working assumptions in this area are that inappropriate interpretation or application of regulatory provisions, for example, expedited or even full board review  of exempt research imposes administrative burden without adding meaningful human research protections.



Corollary is the practices that do not demonstratively enhance the safe and ethical conduct of research diminish over all human subject protections, a simple matter of resource allocation and where you spend your time and effort.



I have used this slide in several different circumstances as a teaching tool, I guess, to just remind us that in general the level of risk determines the level of review, given an individual protocol, as we move up the risk scale from exempt research to expedited to convene meeting review.



I will remind you that one of the recommendations that we passed last October was to clarify in guidance that exempt research was meant to be applied to minimal risk circumstances.  Although that was in the preamble, that is not in the regulations themselves or in a guidance document, to our knowledge, and that was one of the guidance clarifications that we asked for.



Another point of confusion that we dealt with last time is this somewhat blurry line between things that can be exempt and things that would require expedited review.  And we touched on that last time as well.



So, in order to effectively and consistently use the exemptions available under the common rule, institutions and investigators need guidance on applying the exemption categories.



There is considerable confusion within the research community regarding how the categories should be interpreted.  This confusion leads to inconsistency in reviewing, can create unnecessary delays in the review process for these low or minimal risk studies.



We feel that OHRP has issue several very useful documents and frequently asked question and responses that clarify how the exemption category should be applied.  However, this guidance tends to be in different places and not always easy to find for users in the field.  So, we suggest the guidance issued today be consolidated into a single document so that it can be easily accessed by institutional officials, IRB members and researchers.  Also, there are several critical issues that are not addressed in the current OHRP resource materials but we feel need to be.



So again, just a reminder that you did review and approve general recommendations numbers one through eleven, although not all of them were approved as submitted or I think one was deleted altogether, that were meant to  apply across the board to all exemption categories at the October 29th meeting.



What remained are numbers 12 through 29.  In contrast to those preceding recommendations, these apply to specific categories of exempt research and we will deal with them in the order they occur in the regulations, working through numbers 1 through 6.



These recommendations contain requests for clarification via guidance and examples.  They do not contain requests for changes and, although it didn't do David Strauss any good yesterday to remind you of this, I will try reminding again that the target for the words you are about to see is really OHRP.  We are not drafting guidance.  We are making requests for OHRP to draft guidance.  So, the important thing, from our perspective is that the concepts and points to be hit are clear and certainly, we would welcome edits that ensure those points and concepts are clear for OHRP to then reflect in their guidance.



So, exemption category number one is as follows.  And in each of these cases, we have repeated the regulation itself.  We are not proposing any changes to that regulatory language but rather to the interpretation and the guidance that is attached to that. 



"Research conducted in established or commonly accepted educational settings involving normal educational practices, such as research on regular and special education instructional strategies or research on the effectiveness of or the comparison among instructional techniques curricula or classroom management methods."



Our recommendation here is, first of all, a clarification of terms.  The terms "established" and "commonly accepted educational settings" and "normal educational practices" need clarification.  I think what we would suggest doing is, as we did last time, work through the set of recommendations that kind of come together dealing with that, dealing with this particular exemption category and then go back and deal with them, as I said, if that is okay with you, Mr. Chair.



CHAIR TILDEN:  Yes, well, let's go forward.



MR. NELSON:  Okay.



CHAIR TILDEN:  If it doesn't work, we will find out real quick.



MR. NELSON:  We'll try something different.



This recommendation continues, "Guidance should include the current OHRP interpretation of the terms of 'established' and 'commonly accepted educational setting' as including nontraditional settings such as a grocery store, for example a nutrition class, a pharmacy or automotive garage, for example, safe driving or how to do preventive maintenance on a car, as long as the educational setting is established in the local area."  So, our point here is to endorse and carry forwarded current OHRP interpretations.



"OHRP guidance should include additional examples to clarify what a commonly accepted educational setting is, such as evaluation of resident training, hospital grand rounds, professional conferences, home schools, land grant extension agents providing training in the farm setting."  These are things that were proposed by our Subcommittee members as examples they commonly see when they apply this exemption.



Examples are also needed to clarify what qualifies as an "established setting."  Guidance and examples should also address international and cultural differences.  For example, if the educational practice is commonly accepted in a specific population, such as the Amish or Native Americans, it should be considered commonly accepted for research within that population.



"Guidance also should provide the current OHRP interpretation of normal educational practices as not being restricted to only traditional settings but may include such practices as computerized training, the use of a kiosk to provide education, or using a software program to study the education of non-English speaking students on learning English.  The guidance should expand upon the definition with some additional examples and should clarify that determining whether the research uses 'normal educational practices' is distinct from the determination whether the setting is established or commonly accepted." And sometimes those concepts tend to blur together in the application of this exempt category.



Still, under this first exempt category, other examples.  Additional examples could be added to the guidance to clarify whether action research, also called community based participatory research fits under this category.  This is an area of current uncertainty.  These types of activities usually are designed to contribute to generalizable knowledge.  However, the design of the study plan or protocol does not follow the traditional model.  The study plan develops as part of the interaction with the community or subjects.



One major issue with this type of research is whether consent needs to be obtained.  Guidance should use examples to illustrate when action or community based participating activities do not meet the definition of research fit under this exemption category or another category or are eligible for IRB review under an expedited review procedure.



And I believe the last recommendation under this category is a request for OHRP guidance to note if this exemption does not apply to research regulated by their agencies.  And you will see this occur in a couple of instances.  In this case, I think the specific concern was whether the department of education had an interpretation that differed from OHRP.  OHRP's interpretation in discussions, it is our understanding that they are in fact synonymous or congruent, that they are not in conflict, but we simply would ask OHRP to clarify if that is the case and to note if they find any differences that should be known to the users in the field.



And with that, we would return to number 12 and invite your comments.



CHAIR TILDEN:  So, I see we have a motion on the floor to approve the recommendations that you have presented so far.  And I would say that all of this probably could fit into one recommendation.  So the titles may not be different.



Or, I guess I should say we will look at taking recommendation 12, 13, and 14 at one bite.



Let's see.  David.



DR. STRAUSS:  I just have a question  just for clarification.  If you could just describe, give us an example of an educational practice that would not be exempt that would be nontraditional settings or -- I'm sorry, nontraditional practice or not established setting.  Give me --



MR. NELSON:  That would not be exempt?



DR. STRAUSS:  That would not be or when that would be close that you have experienced, just so that I can understand the border.



MS. BANKERT:  As you know, I came in kind of on the end of these discussions and I had questions similar to that but apparently there are a lot of settings that come up out there that people are needing clarification and guidance on.  And I am not sure that we came up with one.  Well, I wasn't in attendance.



CHAIR TILDEN:  Could you repeat your question, David?  I'm not sure I understand it.



DR. STRAUSS:  It is I am just trying to -- I am assuming that what has happened is that people are failing to use the exemption category because they are saying that our educational practice is either nontraditional or doesn't occur in an established setting.



MR. NELSON:  Well and that was one of the reasons in this slide that is up right now why we did take a stab at providing examples of nontraditional settings that should be included in the exemption.  I guess the part I am a little bit confused in responding to your question the things that wouldn't apply.  I guess we are trying to provide examples and reminders that it doesn't have to be in the traditional school-based setting for it to be captured or appropriately applied under this exemption.



So I am having a little trouble going in the other direction.  We have tried here on this slide to provide some examples in the direction we think it should be extended.



DR. STRAUSS:  I am basically agreeing.  I am just saying that as I understood this exemption, it is very broad.  And you just clarified how broad it is.



MR. NELSON:  And I think the problem is it hasn't been --



DR. STRAUSS:  Right.



MR. NELSON:  -- it hasn't been extended as broadly as we would like to see it or as we think it may be used.  It could be that Jeff behind you has --



MR. RODAMAR:  We are encountering quite diverse interpretations of this exemption as one looks across IRBs, across agencies, et cetera, with some seeming to think that virtually anything that happens in a school that deals with teaching and learning must be normal and must be exempt.  And there are a lot of complexities that run through this and I would like to search that offline on some things that are emerging, that are being drafted by the Department of Education. 



But one of the examples of gray zones came up last time when there was an example provided of what would not be normal educational practice, being a survey of students in schools regarding substance abuse behaviors.  And it seemed to be the sense of SACHRP that that was not a normal educational practice.  And I deal daily with large numbers of school districts that routinely administer such surveys.  Indeed, CDC has a broad national instrument that was adopted by and adapted by many school districts as part of what they do routinely, whether it is part of research or not.  And so there is a lot of interesting borderline issues that run through this.



You mentioned the change in context of this.  As distributed learning, as online learning becomes much more of a reality and substance, all of a sudden you are dealing with a normal educational, an established or commonly accepted educational setting that could be any place on the planet.  And a lot of clarifications are needed on how to deal with these sorts of things.



So, I look forward to working closely both with this group and OHRP and everyone else out there because consistency is important here, both across IRBs but also across agencies.  One often has a situation where you have single study funded by multiple agencies at the same points in time or sequentially and coherence in how this exemption is understood and applied is critical.



And there are huge numbers of gray zones.  For example, if one things of Milgram's obedience study.  That posed a study  of teaching learning.  It was dealing with administering shocks to "students" when they didn't learn the contents in a timely manner.  And indeed, some of the headlines in the last several months have dealt with a school in Pennsylvania that routinely administers electric shocks to students for behavioral problems, et cetera.



So, there are a lot of important gray zones that run through this.  And so, I look forward to following up.  Thank you.



CHAIR TILDEN:  Mike.



DR. GENEL:  Just out of curiosity, how is a pharmacy a nontraditional educational setting?



MR. NELSON:  I can't personally vouch for each and every one of these examples but I think there was a sentiment among our group that, you know, we needed to first of all broaden our horizons beyond limiting our thinking to just the traditional classroom.  I think in this case, to the extent that pharmacists educate the public on the proper use of medications, et cetera.



I think that is what I --



DR. GENEL:  By the same token, one could argue that a law office is also a nontraditional educational setting.



CHAIR TILDEN:  Right.



DR. GENEL:  Or an accountant office or a tax preparation office.



MR. NELSON:  Well, I guess if the research was to look at methods for teaching people about their tax circumstances, maybe that would be an appropriate application of the examples here.



I think as with all OHRP guidance, these are not meant to be all-inclusive.  They are meant to be a starting point, rather than if it is not on a list it doesn't count.  And that has been, I think, one of our thrusts is to broaden the examples that are out there and if those would be appropriate things to add.



CHAIR TILDEN:  Right.  Well, the reference to pharmacy suffers because there is no example behind it and I think it begs the question, as you are doing.



Neil?



DR. POWE:  I noticed that the examples used struck me as examples where educational is occurring within walls.  But it made me think about education occurs in open spaces, golf course, surfboard class at the beach, mountain climbing, you know, out on a mountain.  Are those traditional or nontraditional settings?



MR. NELSON:  They might well be nontraditional but I think it would be within the spirit of where we were trying to take this to acknowledge that training and education occurs in all kinds of settings with or without walls and that it would, a surfboarding class wouldn't be an inappropriate use of this exemption.



MR. KIRCHNER:  I'm sorry.  Let me ask, since you addressed web-based education, I am wondering of there should be some limits.  I mean, let's consider a self-appointed educator who decides to use the web in the pretense of education but goes out to collect information that he might want to use for financial or other gains and the people that respond to this do not recognize that this is not a formal or sanctioned educational activity.  Where does one draw the line?



MR. NELSON:  Well, I think now we get back to and thinking of the reference to the Milgram experiment or more modern day techniques.  I think we are remembering the first eleven recommendations.  One of which was to establish that we are talking about no more than minimal risk here and, hopefully, studies of that nature might strike an IRB as exceeding that limit and bring it more under the fold.  But the more general point I was going to make to Peter's question was, this is only a framework, a starting point and we still have, if not an IRB, some entity looking at this and making a determination.  



I guess the misuse of information that the investigator had in mind but didn't tell anybody about, that is a potential downfall of any research that the researcher uses it for something other than intended or something other than approved.  And that won't be restricted to just certainly these kinds of activities.  But any of these are meant to, and one of the preceding recommendations already approved was to clarify that it is not always the IRB but that it shouldn't be the investigators giving themselves exemption.  That continues the current OHRP stance which we endorse.



So, somebody will be looking at this and then it would be up to them to see, hopefully get an honest assessment of what the investigator really intends to do with this information and then we would be in the same pattern of review as any proposal.



DR. STRAUSS:  I just have a suggestion about this.  I guess I think it is really helpful not to see the under application of exempt categories.  But by the same token, you know, as suggested, we don't want people to be doing, engaged in activities that do involve some deviation from standard practice simply because they are now routine when they hadn't been when you drafted this and they are, but they are occurring in an educational setting.



And I think one of the problems with ruling by example is that you leave open the possibility that what is not today routine becomes routine in a few years' time.  And we saw this yesterday, we talked about this yesterday with the QI initiatives that increasing rigor in the application of quality improvement principals, mean that we are seeing controlled, et cetera studies, in an area that previously was all about implementing established practices.



So, my only recommendation on this is that maybe what OHRP ought to be doing in addition to providing examples, is to make some effort to define the characteristics of routine and established educational practices.  In other words, to capture what is the heart of the exemption.  And the minimal risk is one aspect of it.  But again, I just don't know is it okay to have one classroom not learning and the other one getting enhanced learning to prove, you know, is it okay to have educational placebos, for example.



MR. NELSON:  So do you have a specific suggestion in addition to what we have put up here?  Certainly I think we are with you on this wasn't intended to -- we in many cases have pointed toward existing OHRP guidance and then added to fill in some blanks or to supplement where we thought something might be helpful.  But I think we are 100 percent with you in not wanting this to be the end of it, what you just see up here.  So, if there is a way to improve --



DR. STRAUSS:  Well, I think the recommendation 12 could say the terms "established" and "commonly accepted educational settings" and "normal educational practices" should be clarified through the use  or elaboration of additional examples and characterization of such practices, or something like that. 



Or you know, a description of the key elements of -- I'm just throwing words around but I think you get the point.



CHAIR TILDEN:  In the first bullet, it says guidance should include the current OHRP interpretation of the terms established commonly accepted setting.  Maybe, I'm thinking later on, you know, I think there could be reference, or maybe there should be reference to -- there are three key elements it seems in this exemption category.  Established educational setting, commonly accepted educational setting, and normal educational practices.  And in the exemption category, they give three types of broad criteria for defining what is normal educational practice.



I think in reality what happens, it's almost as if, if you go to the flow chart for an exemption category, generally that is  what you see.  You know, is it a normal educational practice, it is this, is it that.  And IRBs or individuals who are making these exemption determinations have to, they don't have much more to go on.  And I think the guidance is saying hey, we need to know what these things are, how one should view them.  And it appears that the recommendation is asking for OHRP to provide the text or the contextual aspects to flush that out.  And, number one, for individuals, more fully, exactly as you are asking.  Okay?  What is the working rules we can apply, so we don't have  to necessarily go to specific things.



But, if there are specific things, let's articulate them, express those because it makes it easier for us to interpret.  I think that is where we are going.  But it is almost as if, ironically, for the exemption, like this type of exemption you need to go through the same algorithm, except it is not is it research, not is it human subjects, which is part of it, but it's hey, under this exemption, what is the first question you ask?  Is it a normal educational practice?  Is that the first question you should ask?  Or is it a nontraditional setting?  Is it one of these settings, you know, and even articulating the process steps that one should take, you know, so that you don't get into these convoluted, I think you could get into some convoluted issues.  Because if you miss asking is it research, you may wind up going through these  other steps and miss the first question and divert.



MR. NELSON:  And certainly the sequential, what OHRP has nicely reminded and provided tools to work through, you shouldn't be talking about informed consent, for example, or event exemption before we first establish the subject of research, is there a human subject involved, then is it exempt, then if not, and work your way up the ladder, so to speak.  



So what Sam is saying is true.  I think that was the intent of our reference to existing OHRP guidance but we, I think, would  have no problems if it would help David to expand what we mean by clarified not only the use of examples, but to delineate defining characteristics.  That certainly was intended, I think.



DR. STRAUSS:  Only if other people think that is helpful.



CHAIR TILDEN:  Is everybody comfortable with that?  Okay.  So, Patty, do you have any comments about the recommendations regarding international and cultural differences since we are taking these like three and four slides at a time?



DR. MARSHALL:  I don't have any comments on the way that it is written here, but these are issues for the committee to discuss.  Right?  So this is just the beginning.



CHAIR TILDEN:  Right.  Well, I mean in terms of drawing or presenting examples, you know, in the guidance document that these are important things to include, I guess.  Because that is what it is recommending, that these types of things be included in a guidance.



DR. MARSHALL:  Exactly.  Right.



CHAIR TILDEN:  Yes, okay.



DR. McNEILLY:  Can I bring up a point related to that?



DR. MARSHALL:  These --



DR. McNEILLY:  Oh, go ahead.



DR. MARSHALL:  These are both, the examples that are provided here are both U.S. examples.  And certainly, the IRB is very much involved in the oversight of research being conducted in so many, you know, throughout the entire world.  That is just a comment.



DR. McNEILLY:  I was wondering if the use of this, the example with the Native Americans and the Amish, that if it is acceptable in that community, then it should be considered an acceptable practice, is that across the board then?  So, we had an example given that there is either corporal punishment within a particular school, are we extending, are we going to find that kind of a thing acceptable practice across the board and should that be considered acceptable?  Is that a cultural difference that needs to be considered?  



MR. NELSON:  It is a fair question.  I would hope the operative phrase would be commonly accepted and that that wouldn't be.  But then, that is just in the eye of the beholder.



DR. McNEILLY:  Because I think those are the kinds of questions that you are going to be faced with.



MR. NELSON:  Yes.



DR. McNEILLY:  People will, well, this what our school does --



MR. NELSON:  Yes.



DR. McNEILLY:  -- and we are an independent school.



MR. NELSON:  Yes.  I think we were trying here with these examples, to pick a broader population than one school with one practice that many people might not consider commonly accepted and these were the just two that -- without trying to be either all inclusive or exclusive.



DR. McNEILLY:  Right, I understand that and that's



MR. NELSON:  But your point is well taken.



DR. McNEILLY:  But I think this is, that is kind of some of the issues that I think people are facing and might need to be addressed somewhere within the guidance.



CHAIR TILDEN:  I think we have to be a little bit careful about terms.  Because it is commonly accepted settings, I believe, and it has something to do with, and then the educational practices, I think are maybe normal educational practices.  And then the question then becomes, not if it is commonly accepted educational practice.  The issue is, is corporal punishment a normal -- I mean, so the question in my mind would be is it a normal educational practice?  And I think that is where we all might have an opinion about that but I think what we are saying is that is the issue where interpretation is needed.  Because when you are out in the field and you are faced with this question, how does one view it?  



And if OHRP views it different than the Department of Education, well, let's know about it.  We're looking at, you know, if that is relevant, to deciding is this where, should  these types of things be exempted?



I, personally, don't think drug testing in schools and corporal punishment at this phase in my life.  When I had a two or three year or old and couldn't deal with them,  corporal punishment looked a little bit better, to be honest.  But at this phase of my life, I would not interpret that as normal educational practice.  It is normal disciplinary practice in schools but you know, in a sense, that, you know, one who shows that they have made that calculus and examined it and it came down one way or the other is one thing.  The other things is it would be nice to know how the funding agency and OHRP is going to view that same decision, if it is informative.  It would be informative and give IRBs and people making these determinations more security that the decision-making process they are using is meeting some standards.  Is that fair to say?



DR. McNEILLY:  And I agree with that.  That is, I think having anything, any guidance related to this out there would be helpful --



CHAIR TILDEN:  Right.



DR. McNEILLY:  -- and people would want to hear it.



CHAIR TILDEN:  Right.  And I don't know, I think the point was that I think through the subcommittee process, that type of substantive, you know, like you shouldn't look at disciplinary practices, normal education practice did not come through, I don't think.



DR. McNEILLY:  No.



CHAIR TILDEN:  But the idea was, that is the type of information we need.  And we didn't form an opinion, I don't think, what disciplinary action or drug testing schools were.  We didn't address that seriously.



MR. NELSON:  No, I don't recall that we did.  I think the emphasis is here, if you will, in more the positive, not trying to figure out what we should be approving but to remind people in a more positive direction that, people being investigators, IRBs, that we shouldn't be locked into thinking that something has to be practiced across the whole United States uniformly or the whole world uniformly before it could be considered commonly accepted normal, educational practices, et cetera, but to be sensitive to the possibility that there are subpopulations within the whole where something is normally practiced, commonly accepted.  And if that is the case, then that is your population under study, then that might be an appropriate use of this category.



But you are right, we didn't identify the kind of down side, negative practices that maybe should be excluded.



DR. STRAUSS:  I understand the recommendation as saying guidance and examples should also address international and cultural differences.  That is fundamentally what SAS is asking us to forward to the Secretary who will then forward that idea, essentially, to OHRP for development.  And I think that we don't necessarily have to worry about the concrete examples because OHRP is also being asked to develop examples.  This example is just an example.



In other words, I don't know that we have to make sure the examples capture everything.



DR. McNEILLY:  I would also just -- that this discussion is going to be important for OHRP's consideration.  So, although it may not get, each example may not get into the recommendation that the discussion is also important.  So and what issues might come up for them.



MR. NELSON:  And that is a useful reminder.  And as I was reminded coming into this session that OHRP has access to the transcripts and the background discussion for all of us.  And we will fold that into the whole list as they proceed on a rather cryptic instruction or request from us to just provide guidance and examples.



DR. PRITCHARD:  We are listening.



DR. MARSHALL:  One quick comment.  Are you suggesting that we ought to call greater attention to these issues that are more problematic or more controversial, things like corporal punishment and so on, --



DR. McNEILLY:  I don't think --



DR. MARSHALL:  -- that we should make it explicit in here?



DR. McNEILLY:  I'm not necessarily sure that this recommendation should be explicit in it, but I don' think those are the kinds of things that should be ignored.



DR. MARSHALL:  Right.



DR. McNEILLY:  Those are things that should, they need to be addressed.  People will ask those kind of questions --



DR. MARSHALL:  Right.



DR. McNEILLY:  -- and there needs to be some kind of answer available to them.



DR. MARSHALL:  Right.



CHAIR TILDEN:  We have two more slides, three more.  Any comments on those before we decide to vote on them?



I think that this, in this first bullet, it convolutes the whole idea of commonly accepted settings or educational settings.  By using the term traditional settings, it convolutes this normal educational practice and the settings.  It seems to me it should be interpretation as not being restricted to only traditional approaches or techniques or something because then all of a sudden you say, you know, because of the terminology, it might be a little ambiguous.



DR. STRAUSS:  It conflates the two, you mean?



CHAIR TILDEN:  Yes.  It then talks about additional types of practices.



MR. NELSON:  If we use just the, repeat the word itself right out of the -- practices, does that, instead of settings?  Should not be restricted to only traditional practices.



Sam, what is your pleasure?  Methods, approaches?  Your point is well taken and we can --



CHAIR TILDEN:  Yes, restricted to techniques and traditional settings, I guess, or something like that or only additional techniques.



The concept is this, is that it is not just educational practices in the classroom --



MR. NELSON:  Right.



CHAIR TILDEN:  -- with a teacher, no computer.  You know, --



MR. NELSON:  Well now you have moved into the settings.  But I thought that was the problems that is what we were conflating.



CHAIR TILDEN:  Well that is the point.  The point is that it is the practices in the setting, in this sort of setting.  And I think the idea is, hey there are a lot of different practices.  Not, it wants to address the practices not just the setting.  And so it conflates the two.



MR. NELSON:  I guess another approach would be to add them, to have it be additive to not restricted to only traditional approaches and traditional settings.



CHAIR TILDEN:  Yes, right.  Only traditional approaches --



MR. NELSON:  Okay.



CHAIR TILDEN:  -- and traditional settings.  That would be great.



MR. NELSON:  Oh, did you want both?



CHAIR TILDEN:  It doesn't matter.



MR. NELSON:  Traditional settings.  How about that?



CHAIR TILDEN:  Yes.



MR. NELSON:  I guess this one starts to address Neil's observation a bit getting outside of the four walls, but it is more into an electronic environment, I guess, rather than an open air, a mountain environment or a beach environment.



DR. POWE:  I was thinking about sky diving.



CHAIR TILDEN:  Did you just see "The Bucket List" or something like that?



Any comments on this slide, other examples, recommendation 13?  Yes, Patty.



DR. MARSHALL:  I think that community-based participatory research really is something that needs more clarification.  And I am glad that this issue is being addressed.  In fact, when you imagine a community-based participatory approach, it is possible to consider using a number of different methodological tools, depending upon the nature of the study and the goals that you have in mind.



So you could imagine, for example, a community-based participatory project in which some components would require informed consent for a face-to-face interview, something like that, and other components that would not require that kind of more detailed involvement.



So, this is a good issue.



CHAIR TILDEN:  Good.  Mike.



DR. GENEL:  You know, on line five, I think that development is probably a better word than design.  Development of the study plan.



CHAIR TILDEN:  Instead of these types of activities?



DR. GENEL:  No, no, no.  However the development of the study plan --



CHAIR TILDEN:  Okay.



DR. GENEL:  -- does not.  I mean, design connotes the actual study.  Yes, I mean, I think that is it.



DR. MARSHALL:  Mike, where are you at?



DR. GENEL:  Right up over in this area.  I am just replacing the design of the study plan with the development of the study plan.



MR. NELSON:  The development of the study plan.  Fifth line.



DR. MARSHALL:  Yes.



CHAIR TILDEN:  David.



DR. STRAUSS:  So quickly, can I just understand where this sits in relation to the others?  This is, is this a recommendation as part of clarification of the educational exemption?



So the idea is, if community-based action participatory research for educational purposes --



MR. NELSON:  Now that -- I am having the question as you now that I -- we did try to pull out recommendations that were applicable across the board or didn't fit squarely within one to the preceding, the first 11 that you saw last meeting.  But clearly community-based participatory research  is a much broader approach than just restricted to educational things.  So, I --



DR. STRAUSS:  I think it is an important recommendation.  



MR. NELSON:  Yes.



DR. STRAUSS:  I think it belongs here and elsewhere, perhaps.



MR. NELSON:  Yes.



DR. MARSHALL:  David, thank you.  Thank you very much for calling attention to that because I was just on remote control here.  I was not associating this specifically with education.  I think of community-based participatory research as a much bigger design issue, study design issue, not just for education.



MR. NELSON:  At the risk of moving slides around right now, where we should probably avoid that.  But I think we could certainly take it as a friendly amend to move this out of the category specific recommendations back to the general something to consider when you are looking at exemptions, but without dictate or presuming which category it falls under if that fits that.



So, somebody will make a note of that, I am sure.  How about if I just put it here?  For this one we are going to move to general regs and that will be an internal reminder when we package this to move it with  one through eleven.  Thank you.



CHAIR TILDEN:  It does say in the last sentence, that guidance should use examples.



MR. NELSON:  Yes.



CHAIR TILDEN:  Okay.  Whether or not these activities do not meet the definition of  research, fit under this exemption category or another category.



MR. NELSON:  Yes.



CHAIR TILDEN:  Or are eligible for IRB review under an expedited review procedures.



MR. NELSON:  Yes.  



CHAIR TILDEN:  So we are saying we don't know where the hell it belongs.



MR. NELSON:  It alludes to other categories but I think the grouping of it right here implies that this is kind of the major focus of it and I don't know that that is necessarily true here any more than other categories.  



So, we could -- I guess rather than referring to this exemption category we can just do not meets -- fits under an exemption.  Under one or more exemption categories?  We have done that in the past.  What's that?  The first --



DR. PRITCHARD:  I just note that if that is what you want to do, you may want to fix the first sentence, too because it refers specifically to this category.



MR. NELSON:  Yes, I must admit, I can't -- with 29 recommendations in flux, I can't tell you why this one is somewhere.  It's a roll of the dice.



How about is eligible for exemption?  Again, with the understanding we will move this.  How is that?



DR. GENEL:  Well, may I suggest then that the beginning also could be changed to say that, and just start with --



MR. NELSON:  Examples --



DR. GENEL:  -- guidance.  No.  Guidance should clarify.  In other words, everything -- period.  I mean, start with guidance should clarify whether action research or community-based is eligible for exemption.



MR. NELSON:  Yes.



DR. GENEL:  And so the additional examples and so forth, I think, are unnecessary.  What we are really asking for is that.



DR. POWE:  This may be a semantic, but I'm not sure that the way it is, action research is equivalent to community-based participatory research.  There are many more categories that many people would put in action research than just community --



MR. NELSON:  I think we would be happy for a term that reflects the group of approaches we are trying to get at here.  This, I think, wording was informed by the members of our Subcommittee who are active in action research, from the social and behavioral sciences, and the humanities.



DR. POWE:  If the intent is action research, maybe it should example, for example, community-based participatory research.



DR. MARSHALL:  Say it again, Neil.



DR. POWE:  If the intent was for action --



DR. MARSHALL:  Action.



DR. POWE:  -- comment on action research, maybe it should say in parens, for example, community-based participatory research as an example of action research.



DR. MARSHALL:  I am comfortable with that.



DR. POWE:  Unless this was more specifically geared to community-based participatory research, then it should address that.



DR. MARSHALL:  This is a good point because, as I just said a moment ago, when people say that they are doing community-based participatory research, or action research, what they are implying is an orientation to a problem.  What they are implying is usually some sort of involvement and interaction with the population within a community setting.



But you can refer to a fairly robust set of methodologies or strategies that would address the problem that you are exploring.  So, I like your reformulation of it.



MR. NELSON:  I think part of the difficulty in why this warrants guidance somewhere, wherever we place it, is that this is a new enough genre, if you will, that and  why we have used quotes because I am not sure everybody defines it in the same way or when you say action research to five different people that you don't get five different ideas of what that means.



But if that was where we were going was to get to zero and then --



DR. POWE:  I think you know, quality improvement research could be considered action research.



DR. MARSHALL:  Right.



DR. POWE:  I mean, many people have called it that.  It was called that for years.



DR. MARSHALL:  Yes, exactly.  And people who have been involved in community-based participatory research have actually been doing this in the health arena, in public health, in anthropology, sociology for a number of years.  I would say 20 years.  So, this is good that we are getting this on the books now.



MR. NELSON:  Sam, are you going to take a comment from the audience?



CHAIR TILDEN:  From Warren?



DR. LUX:  Two brief comments.  Number one, the way the first sentence reads now, it implies that either it is or isn't.  And I think maybe what could be a better wording as guidance should clarify when action research is eligible because presumably, there are times that it is and times that it is not.



And then, a much more trivial comment.  Down there, the last sentence, fits under one or more exemption categories or another category.  You need to take those through.



CHAIR TILDEN:  Alan.



DR. TRACHTENBERG:  As a funder of CBPR, I would like to suggest that after the community slash you reconsider saying the word subjects because one of the big issues is whether community co-investigators are co-investigators or are they subjects.  And that is the rock on which many IRBs have wrecked their ship or wrecked someone's ship, often the community's.



MR. NELSON:  So what are you specifically -- I think we recognize those rocky shoals and wanted to stay off of them and maybe this was a ham-fisted attempt to do that by trying to have it both ways.  But what would you specifically --



DR. TRACHTENBERG:  I would just say with the community and drop subjects.



MR. NELSON:  With the community?  



DR. TRACHTENBERG:  Yes.



MR. NELSON:  Okay.



DR. TRACHTENBERG:  Because that was almost implying that the community --



MR. NELSON:  That they are.  Yes.



DR. TRACHTENBERG:  -- equals subjects.  That is the problem.



CHAIR TILDEN:  Neil?



DR. POWE:  Now I think we have a problem because if you look at the whole rest of this paragraph, it really applies to what is being described as "community-based participatory research".  And other action research doesn't necessarily mean that --



MR. NELSON:  Right.



DR. POWE:  -- the community designs the intervention.



MR. NELSON:  If that is just one example, and if QI is another, then, right.



DR. POWE:  Yes, and I am sure there is many more, too.  So, we do have --



MR. NELSON:  Can we say community and/or subjects or some way to acknowledge that there a community, there may be subjects without -- Alan's point is well taken that we don't want to prescribe that the community are always --



DR. GENEL:  Why do we need to say action research at all?  Why not just say community-based participatory research?  That is what we are talking about.



DR. POWE:  Well, that is what I asked.  Is the intent, is it narrowed to community-based participatory research or the intent was to be broader?



MR. NELSON:  Well, I think I would have to defer to some of you who work in this area more closely than I do, but the sense of the subcommittee drawing on members who do work in this area was that we ought to use a couple of phrases to being people home to this that we didn't want to necessarily just restrict it CBPR.



DR. STRAUSS:  I am also, I don't know what action research -- I think I may know it when I see it but I don't know how I would define it.  But what are the characteristics of the kind of research that you intend to capture here, is what I want to ask.



I mean, what is the essence community-based participatory research that you feel merits its special consideration under a recommendation of this sort?  Is it that the development of the study planned doesn't follow the traditional model and, therefore, it may not be considered or it is unclear whether it would count as systematic?  Why does it deserve attention here?  What are the characteristics?



MR. NELSON:  I see Patty reaching for the mike and she is welcome to answer from her perspective.



DR. MARSHALL:  I was not able to make the meeting in which this issue was discussed.  So, I have a feeling, if I remember correctly, Ricky was there, right?  Ricky Bluthenthal?  He was probably talking about perhaps some of his ethnographic work with drug populations, drug users.  Is this correct?



Okay, so I am not sure what people were referring to when they talked about action research.  That is a little bit vague, I think, for our purposes here.  If you consider the use of community-based participatory research, people, there are people, there are papers, there is a body of literature.  There is a set of empirical data that you can look to for very solid examples of what people are talking about when they describe community-based participatory action.



Action research is, that could be a bit more nebulous.  When I think of community-based participatory research, I think of projects where you are working with say community organization in trying to address a diabetes problem, or a hypertension problem, or a drug problem.  And so you work on the design together and the way in which you approach the study design evolves in the course of that interaction.



MR. NELSON:  Maybe the way to frame the question is this to those who know better than we do, unless people say the word action research includes things other than CBPR that would be important to include here, we could certainly just reduce it, if you will, down to CBPR.



DR. MARSHALL:  How did people --



MR. NELSON:  I would have to look to you to --



CHAIR TILDEN:  I think, though we are moving a little bit away.  We are talking about -- I mean, our scope here, we are broadening this, I think, to a much greater extent than was ever intended by this.  This is, we are talking about educational practices and educational settings.



MR. NELSON:  Well we have moved out of that now.



CHAIR TILDEN:  And apparently, action research, okay, in the context of education, the question is, you know, does that, you know, how does that qualify under this exemption category?  That is, I think, that is the intent --



MR. NELSON:  That is where it started and we have agreed --



CHAIR TILDEN:  -- and exact purpose of this.



MR. NELSON:  -- to move this out of the --



CHAIR TILDEN:  Okay.



MR. NELSON:  It is no longer under the education, unless you want to take us back to where we started.



CHAIR TILDEN:  Okay, I'm just, that is where I am going here.



MR. NELSON:  Yes.



CHAIR TILDEN:  Now, that particular issue was vetted, to some degree, but certainly the subcommittee, the subgroup working on the exemptions, okay, this was thrown in.  I'm wondering if it just should be taken out completely, as you are saying.



MR. NELSON:  I certainly am not suggesting taking it out --



CHAIR TILDEN:  But I don't know that at this point, it may need to be simplified and just make a simple statement.  You know, guidance should clarify when and community-based participatory research is eligible for an exemption under 45 C.F.R. --



MR. NELSON:  All I hear is a point of confusion right now is whether action research is too broad and nebulous a phrase to leave in that first sentence or if we should just define ourselves down to CBPR where there seems to be a more cohesive definition, working definition.



DR. POWE:  Yes, well, now that I hear that the intent was education research I will begin to understand this a little.



Some 25 years ago, actually, the director of my fellowship program used this term action research all the time.  In fact, he encouraged many of us to do action research.  And I think what he meant was doing research in the context of your ordinary job or ordinary responsibilities, which gets to the issue of if you are doing education, collecting information while you are doing that or if you are doing improving quality, collecting information while you are doing it, in the action of doing it.  That is the definition that I understand, largely because someone taught me that and used that term quite a bit.



CHAIR TILDEN:  And I don't believe that the subcommittee ever vetted that issue.  And certainly, the working group on these exemptions didn't.  What we were left with was the concept of there was a great deal of synonymous usage of action research and the term community-based --



MR. NELSON:  And indeed, I think the implication of the second sentence here is that there is a study plan, there is an intent to contribute to generalizable knowledge.  So it kind of goes beyond the part of our normal job activity.  This is research, I think, we are all willing to accept, or to identify.



DR. TRACHTENBERG:  May I suggest something?



In the context of the education exemption, action research, that is the context it usually comes up in, is education research.  The action research term.  That is the only time I hear it.  In the community that does CBPR, they don't talk about doing action research.  Well, they might call it community-based action research, as opposed to community-based participatory research.  But it is always community-based and the action part is very much optional.



So the part that you move out of the educational exemption, dealing with CBPR, then I think it should be CBPR because it really does need to be addressed in the research community.  But for the educational exemption, I suggest you keep action as -- I think that was kind of education's approach to quality improvement, you know, starting years before the health field there heard of it.



DR. POWE:  Well, I have to disagree.  My fellowship director was a physician who was a professor at a business school.  So you know, I think it comes out of other disciplines as well.



CHAIR TILDEN:  But he was in the business of education.



MR. NELSON:  I think you all are nicely illustrating why we took a couple of different terms and stuck them in quotes in hopes of --



DR. STRAUSS:  But I think, I mean, I agree with Alan that I think that a general recommendation for clarification regarding participatory research, ethnographic research, anthropological research is valid because it raises questions of the sort that you nicely describe here.  



We don't know if it is really interaction.  We don't if consent is necessary.  We don't know if it meets the criterion for research.  It doesn't clearly fall.  If you look at exemption category three, it is not clearly a survey procedure or an interview procedure, or necessarily even an observation of public behavior because it may be more narrow than that.



So I think if you, apart from the education piece, because that is a separate issue already, if you broaden this to talk about, instead of simply talk about community-based participatory research, you talk about those categories of research anthropological ethnographic, then I think this seeks clarification of how those categories fit into our terms and definition.



The separate question that you are asking is is this part of routine educational practice?  In other words, when it is applied for education, is it exempt under the educational criteria?



But I think that with a modification  to this, it would be useful to have guidance to broaden as here, but I would just go beyond.  I don't know what action research is.



CHAIR TILDEN:  You know, I agree and I am almost thinking that either we just drop this recommendation now and move on, I think from this discussion.  Or, in terms of this, you know, we could come back with one that is more broader, or you would just say, I think the issue here, under other examples, is, you know, there needs to be some clarification of whether, okay, action research and when action research meets this exemption category, 101(e) or whatever.



DR. GENEL:  Sam, are you suggesting that this be split off?  I mean, I think that  that we have already agreed that there needs to be, that this recommendation, albeit it out of place, is relevant for community-based participatory research but that the first sentence of the draft recommendation still is relevant, standing alone --



CHAIR TILDEN:  Right.



DR. GENEL:  -- as a stand alone.



CHAIR TILDEN:  Correct.



DR. GENEL:  Yes, and I think the wording could be, we can tinker with wording but I think the concept here is the old wording of other examples in action research  ought to be retained.  Strike out the example of community-based participatory research because that is where the confusion lies.  And we can play with that.



CHAIR TILDEN:  Yes, I mean, from the complexity of the discussion, it seems to me, you get one sentence.  Additional examples should be added to the guidance to clarify whether and when action research, okay, fits under this category in educational activities.  You know, to me, I think, that is it.  And then, I think coming back, though, there could be a general recommendation outside of the context of going through the specific categories saying, we are going to go down these specific categories to make recommendations, then you want to pull it out.  Well, we can spend, I think we spent, actually, six hours, more or less, just at SAS in the split out and this action research piece was a big part of it.  You know, and I think that we might have to, anyway, that it may swallow up the rest of our day.  So I guess I am pleading for administrative efficiency here.  



On the other hand, if one wants to contemplate a recommendation and we could come back later, a general recommendation outside of these specific exemption categories, I think that that would be something that, you know, after some thought on, that we are going to present.  That is what I would propose.



DR. STRAUSS:  Sam, I would support that.  So you are saying, a simple first sentence here as an addition to the education recommendations for guidance.  And then maybe Liz, Dan, and Patty, over lunch, re-craft recommendation 13 for broader purposes and we could look at it later.  Is that what you are saying?



CHAIR TILDEN:  Yes, recraft it and renumber it and move on.  It seems to me that would give us some leeway to move on and not get stuck here.



DR. STRAUSS:  So moved.  I don't get to call for a vote.



CHAIR TILDEN:  I obviously, would second that motion.  So does that sound reasonable?  Patty, are you okay with that?  So, I know Dan and Liz will vote against it.  So, if it is okay with Neil, then we have got a vote. 



MR. NELSON:  We are at your disposal.



CHAIR TILDEN:  Okay, we will pass.  Okay, so the last piece of what you presented is titled "Recommendation 14:  Other Agency Rules."  Does anybody have any issues with that?



(No audible response.)



CHAIR TILDEN:  So could we take a vote on what has been presented so far, which are the recommendations related to exemption category 101(b)(1).  And just to make sure there is no confusion, the recommendation number 13 would be additional examples could be added to the guidance to clarify whether action research should clarify whether and when action research fits under this category -- action research in the educational activities, okay, fits under this category.



Whether and when action research in educational activities fits under this category.



MR. NELSON:  Okay, and then start deleting?



CHAIR TILDEN: What?



MR. NELSON:  And then start deleting.



CHAIR TILDEN:  And that's it.  One sentence.



MR. NELSON:  You don't want anything else --



CHAIR TILDEN:  Right.



MR. NELSON:  -- before I delete it.



CHAIR TILDEN:  No, sir.



MR. NELSON:  Okay.



CHAIR TILDEN:  Well, yes, okay.  You might want to save it for future.



MR. NELSON:  Oh, I have got it saved somewhere else.



CHAIR TILDEN:  Okay.  So maybe we could move on then and vote on this group.  I wrote in but is it on?



UNIDENTIFIED SPEAKER:  It says on up there.



CHAIR TILDEN:  On, okay.



MR. NELSON:  Chang it to in.  Research in educational --



CHAIR TILDEN:  Activities fits under this category.



MR. NELSON:  Research in.



CHAIR TILDEN:  Yes, sir.



MR. NELSON:  Okay.



CHAIR TILDEN:  Okay, so does that sound like a reasonable statement?  I think that was the intent of the whole thing.



So I move that we approve this set of recommendations.



DR. GENEL:  Second.



CHAIR TILDEN:  Second?  Okay.



DR. GENEL:  I second, yes.



CHAIR TILDEN:  All those in favor?



(Show of hands.)



CHAIR TILDEN:  Okay, so the recommendations pass.



Okay.  So now we are going to Dan, when you finish, I guess we will proceed onto the exemption category, 101(b)(2).



MR. NELSON:  And that reads as follows.  Research involving the use of educational tests, cognitive, diagnostic, aptitude achievement, survey procedures, interview procedures, or observations of public behavior, unless information obtained is recorded in such a manner that human subjects can be identified directly or through identifiers linked to the subjects and any disclosure of the human subjects responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subject's financial standing, employability or reputation.



Our recommendations on this category are as follows.  Examples were needed.  Guidance should provide examples of each of the types of activities included in this exemption, which were educational tests, survey procedures, interview procedures, observation of public behavior.



Guidance should include the current OHRP interpretation of public behavior as being behavior generally open to view by any member of a community and/or which would not involve any special permission to observe, such as at a park, in a mall, at a moving theater, et cetera.



Guidance should also provide the OHRP interpretation that what occurs in a classroom would generally not be considered observation of public behavior.  Consistency across agencies is essential to effective regulatory compliance and OHRP guidance should resolve or explain any interdepartmental differences in interpretation of the applicability of this exemption.  This specifically refers to what we had thought was a difference in interpretation that was subsequently resolved.  And if that remains resolved, that is great.  And if it isn't, OHRP should clarify that for the users because we see the incongruence as a potential problem.



But again, our understand is that this is no longer an issue, so it is in something of a reminder or placeholder mode.



This recommendation continues, including examples and clarification in the guidance about research methods that are not  specifically listed in the exemption regulations but that may qualify for exemption would also be useful.  OHRP guidance should use examples to show how a research method fits into this category or when it does not meet the definition of research.  These methods include focus groups, ethnography, oral history.



OHRP should revise its current interpretation to indicate that for non-HIPAA regulated research, audiotape information alone does not, based solely on the medium constitute private, identifiable information.  So, this is a change from current interpretation that we are suggesting.  That is, it should not be automatically presumed that audiotapes are individually identifiable, as many are not.



On the other hand, there may still be times when audiotapes are identifiable, depending on the circumstances.  For example, limited sample size, unique voice characteristics, recognizable participants.



Guidance should include examples illustrating what, "through identifiers linked to the subject" means.  And just an editorial note here that in the original version of this, there were additional terms that were where we sought guidance and, in further discussion, we concluded that there was too much blurring of boundaries between determining whether something was human subjects research under the definition, as opposed to whether it was applicable, eligible for this exemption.  And it was cleaner it was to take it out and focus just on this phrase, through identifiers linked to the subject.



Examples should be included in the guidance that illustrate when research activities could be damaging to the subject's reputation.  Again, you will see some of the same pattern throughout all of these.  When we had examples at hand, we took the liberty of including them for OHRP to consider.  When we didn't have a good one that came immediately to mind, despite extensive discussion, we asked OHRP to come up with these to give them some leeway on how that did that.



Guidance should emphasize the use of the conjunction "and" in the wording of the exception to this exempt category and provide examples outlining when this exception is and is not applicable.  This refers to, if we go back to the beginning slide in this set, the highlighted word there, "and."  That is often overlooked in practice, is our experience.  And people take, use it as an or.  So, if there are any identifiers, it is out.  And that is not the case.  It is if there are identifiers and disclosures the results outside of the research could put somebody at risk.  And those two things have to go hand in hand. That part is commonly misapplied in our experience, and therefore, we ask OHRP to stress that in their guidance or to clarify.



Guidance should clarify that the nature of the survey or interview questions impacts the applicability of this category.  Examples of activities with greater than minimal risk should be used to show when then the exemption should not apply.



This harkens back to our general point in the first set of recommendations already approved that exemptions are meant to apply to research of no greater than minimal risk and somebody could get into areas that would cross that threshold.  



This too, is a reference to a foregoing recommendation already approved regarding Subpart D.  Subpart D limitations would be discussed in the general section, but for emphasis, general section of OHRP guidance but for emphasis, should be referred to under this heading also.  OHRP should give specific examples of agencies that did not adopt exemptions for children, for example, FDA.



And that, those are the recommendations for this category.



CHAIR TILDEN:  Okay, so it is open.  Move to examine these recommendations related to 101(b)(2).  So, discussion?



DR. POWE:  Under, I guess on page 15, the second slide, it gets back to this issue of a setting.  So, if I had my classroom in the mall or in the park, how would that be interpreted, if it was open to view?  The teaching is open to view.



MR. NELSON:  Well, I can --



CHAIR TILDEN:  Go ahead.  Go ahead.  You all are the higher be goobers. 



MR. NELSON:  No, I would rather watch you hang yourself.



I mean, just my personal interpretation that should not be taken as the subcommittee's, we have, the second point here is that and here we agree with current OHRP guidance that a classroom, maybe if it is a public school classroom, is, in our minds, is not open to the public for a researcher to walk in and observe at their will, so to speak.



So, I guess, if I was presented with that, I might be looking, well, if it is a classroom activity, that the teacher felt could be taken public to the mall, I guess if I was a researcher out sitting in the mall watching children walk by and, you know, the protected environment of the enclosed classroom, now we are back to four walls or not, might start to break down.  It all depends.



It also, I guess, brings back to something we discussed at the October meeting, which is the intersection of some of these categories.  Like, categories one and two tend to get conflated at times.  But that is just pure, that is just me.



DR. POWE:  A good example would be field trips to Washington, D.C.



MR. NELSON:  Yes, so if I am out on the big Mall, now we move from four walls of a shopping mall to the Mall over here, I would be willing, if I am reviewing this, this is just me personally, I would be willing to grant an exemption, I guess, as public behavior.  Now, it might be a combination of categories one and two, but whatever category we lump it under or both, walking around looking at the Lincoln Monument, would be something occurring out in a public area, that I don't need special permission to observe, which is what we have tried to get at.  But again, that is just me.  Not that I would embed that in guidance.



CHAIR TILDEN:  I do think in here, and we may have actually passed this already, there was a recommendation or it may be coming up that these exemption categories, you know, be examined independently.  Okay, so if you meet a public behavior exception, then whether, if you meet an exception, then it would be exempted.  You wouldn't have to meet every category of exemption.  You would have to meet one of them.



So, indeed, it is ironic but it, and I think this could be a challenge because of a manipulation that I hadn't thought before.  But suppose you wanted to test, you were a teacher and you are looking at normal educational practices, drug use among pupils.  Okay, so you decide to take them out of the classroom but during your classroom hour under your auspices, and stick them in a drug laden environment and say, okay, if you want to smoke grass or take crack, whatever you want to do it's okay, well, then it would be public behavior, maybe but in the context of a nontraditional but an educational setting.  So you say, oh well, gee, this is educational practice.  I am going to look at it and, you know, I'll get an exemption.



So, I think you can try to manipulate this.  I would, I think that it is hard to cover all of these little nuances but it takes so much effort to try to do things like that.  Those types of projects would, I think come under very close scrutiny because they have some bizarre features.



DR. POWE:  Not to belabor this, maybe just the record could show that these are the kinds of things that need to be thought about in providing the guidance.



MR. NELSON:  And I am looking here at the appendix to this text document that I referred to you that you received last time.  And that is a compilation from OHRP of their existing guidance.  And one of the FAQs that OHRP has online right now gets fairly close to this.  They refer to the narrowed exemption under this category number two and, sorry am I -- the narrowed exemption under category two which applies to research involving test interviews, etcetera, etcetera, where children will be involved as research subjects, however, the use of survey or interview procedures is eliminated from this exemption and so is research involving the observation of public behavior, if the investigators participate in the activity being observed.  In other words, the only research activities involving children that may fall under this exemption are those involving educational tests for observation of public behavior where the investigators do not participate in the activity being observed.



So, I think my gut response is probably congruent with that.  If I am sitting watching people walk through and some of them happen to be a classroom walking through the Lincoln Memorial, I would be within my rights, I guess, or at least potentially eligible for this exemption for that to qualify.



CHAIR TILDEN:  David.



DR. STRAUSS:  I like what you have done here with open to view by any member of a community and this idea of special permission to observe.  There is a concept in the regulations or in the guidance that refers to this idea of a reasonable expectation of privacy.  In other words, if individuals have a reasonable expectation of privacy, then you wouldn't say that the circumstance is a public one.  And I think the kinds of questions that I am sometimes asked to consider is, you know, if the researcher goes to a 12-step meeting of some sort or actually, more recently, participates in an online chat group, or sits in on a GYN clinic where they are doing terminations of pregnancy, that although anyone can log on, or show up, or attend those meetings, nonetheless, because of the shared unique purpose of the meeting, there is a reasonable expectation of privacy and we would not necessarily feel that those are public meetings and we might feel that some kind of permission was warranted.



So, the idea that permission to observe is warranted, I think may be hard to agree upon.  I am just raising the question for discussion.  We have taken conservative positions about some of these issues.  In part, we have witnessed a number of complaints, even from online communities that had a shared, you know, cancer survivors or hepatitis C, you know that they said hey, we are doing this because we share a mission.  Yes, you can log in but frankly we would have liked to know that you were collecting data.



I am just asking whether you think that this reasonable expectation of privacy concept is embedded in this or whether it would be in addition to it or -- I am asking for the committee's thought about it.



MR. NELSON:  I would like to think it is embedded in it but it may not be explicit enough for everybody to assume that.  So, maybe we should make it more explicit.



CHAIR TILDEN:  I do think definitely  that concept is embedded in the two-prong approach here, which states behavior generally open to view by any member of a community, and which would not involve any special permission to observe.  There is certainly, I would think, under those circumstances, no reasonable expectation of privacy.



Whether that is, you know, over broad, or not, or I guess it would actually be not broad enough is another issue, where your definition, reasonable expectation of privacy, you know, may not be as specific, but it may be more, you know, really identified, or the scope at more accurately.



DR. STRAUSS:  Yes, again, I think that that, I am not so wedded to the idea that the language of the recommendation needs to be changed.  But I just wanted to make sure that it captured that notion.  And I think that notion, I think that that is part of the guidance related to private, identifiable information in the definitions.  So, I am just supporting that concept.



CHAIR TILDEN:  Yes, I think everybody on the committee felt that the current OHRP approach was a reasonable approach and was already out there and provided, I think, enough, you know, was on point enough that that was workable for IRB communities and investigators.



MR. NELSON:  With or without this parenthetical?   



DR. STRAUSS: At your pleasure.



CHAIR TILDEN:  Pat?



DR. MARSHALL:  I'm glad that you brought that point up, David.  I think that the three cases that you used to illustrate the point are good ones.  Because there is, they are, theoretically, public spaces but I personally would not allow one of my graduate students to observe behavior in a public clinic area without, where they were doing abortions, something like that, unless there was some interaction with the people who were in charge of the clinic.  And the same would be true with a Triple A meeting, or I mean an AA meeting, not a AAA meeting.



DR. STRAUSS:  A lot of people are you know, relationships, men and their relationship to their cars.



DR. MARSHALL:  That's great.  I had an issue with my car earlier this week.  



You know, I am trained as a medical anthropologist and so these are some of the sticky issues that do come up.  When is it okay to observe behavior, when is it not?



CHAIR TILDEN:  Well, given that, I guess when you say reasonable expectation of privacy by whom?  Whose reasonable expectation are you talking about?



MR. NELSON:  The public, I guess.



CHAIR TILDEN:  I think I would make, if that seems to be something that would be added.



MR. NELSON:  Of those being observed.  I mean, Patty, no, I am agreeing with you, I think, or supporting you.  There is a reason we wouldn't include in here a "public area" in an abortion clinic.  Or, you know, we have had, that the dining area in an assisted living facility.  Well, it may be public within that, but it is not open to the general public.  You know, I hope I couldn't walk in off the street and have open access.  And that is why we tried to pick, I think, non-controversial areas, hopefully, like a park, a mall, or a movie theater, where the general public would view as public.



So, with that amendment, are we on to the next?



DR. McNEILLY:  Can I just ask one clarifying point?  So you are talking public, observation of public behavior.  So, whether you have to ask permission to get into some of these areas.  One of David's examples was a staff meeting and I think that things that are discussed at staff meetings are relevant only to that institution.  So, allowing access to that, --



MR. NELSON:  If it was my -- I mean, if I was holding a staff meeting in my office and one of you walked in, I would wonder what you were doing there.



DR. McNEILLY:  Absolutely.



MR. NELSON:  And I would expect you to get my special permission to stay.



DR. McNEILLY:  And I would expect that.



MR. NELSON:  So, I would consider that off limits.  Now, I don't know how that may be --



CHAIR TILDEN: Right, but I believe what Patty was saying on the AAA -- or maybe I should be going to AAA, or AA, maybe I should be going to AA.  But if the general process is that because of confidentiality issues it is open, they don't create a barrier to access so you can walk into the church or whatever, when you see it on TV it seems to be a church, and you could come in, then you might have a reasonable expectation of privacy or hope you had some, even though if legally you may or may not.  But there is some reasonable expectation of privacy and you are doing this type of activity in a deceptive manner or whatever, then you know, I mean, there are issues there and I think that may not, although legally it may be a public viewed differently, ethically, it may be problematic.



MR. NELSON:  And that is hopefully why I think the parenthetical would be a valuable addition.



CHAIR TILDEN:  Right.



MR. NELSON:  Because the participants at the AA meeting would have, in our minds, a reasonable expectation of privacy.  Right?



CHAIR TILDEN:  Is that right, Dan?  So we are on to something.



So on this next one, --



DR. STRAUSS:  I think this is good.  And I think it does what we said before.  It asks questions about or it asks for explanation of current areas of uncertainty.  And whose methods aren't specifically named in the exemption.



CHAIR TILDEN:  If there are no other comments, we will move on.



I believe any thoughts about this with the audiotapes example, I guess?



MR. NELSON:  We had a great deal of discussion here and felt that it was overly restrictive to assume a priori that all audiotapes are individually identifiable and therefore -- well, we conversely wanted to acknowledge that there are some times when they are depending on who the people are that were recorded or the number of people in your sample, et cetera.  But we didn't want it off the table.  It's an option.



DR. LUX:  Just a question, Dan.  It seems to me that that is an empirical question.  And do we have any evidence on that from the intelligence community or anybody?



CHAIR TILDEN:  What is the question?



DR. LUX:  Whether an audiotape is individually identifiable or not.  That is, to me that is an empirical question.  And I just wondered if we have any evidence that it is or that it is routinely is or isn't.



MR. NELSON:  Right.  My gut response, and I don't mean for this to sound flippant, Warren, but if we were getting to the point we had to ask the intelligence community, maybe we are into an area of people under scrutiny that would take this in a different direction all together.  But I think we were just aiming at just the general populace, you know, the sense, well, the guidance right now is if I just record everybody in this room, or everybody out in a general population, it is presumed to be identifiable.  



I mean, I am sure, if they have voice recordings of Osama bin Laden, they can compare against, I'm sure they can be identified.



DR. LUX:  Yes, bringing up that as an example is probably not very good.  But the real question is, it is an empirical question.  I mean, are there methods readily available, I mean, I guess the real question from a research regulatory perspective is, are there methods readily available to investigators to identify specific individuals from audiotapes?  And that, to me, is an empirical question and one I don't know the answer to, which is why I was asking.



CHAIR TILDEN:  Right.  I think the discussion involved in this issue, is HIPAA, for instance, would -- and if you look at the identifiers, would, I think, categorize an audiotape, and there might be HIPAA experts here, as an identifier, you know.  Okay?  And so, if that is an automatic identifier, the definition under the Common Rule is not the same as the HIPAA definition.  And in some ways, it can be more accommodating and more reasonable.  Because if you are out on the street, let's say, doing some sort of research and you want to audiotape that for you to come back and use to verify and review but you don't identify the individual, you are interested in the content but not necessarily the identification, then just by audio taping that, is it reasonable to believe that the investigator has private identifiable information about you?  If they don't write your name or social security number, et cetera down, is that reasonable expectation?  And just the fact that you audiotape a session, and if you don't have that, those types of other data, you know does that create a presumption, un-rebuttable presumption that the investigator is using private identifiable information?  I think that is where the discussion was.  And just because you have something audio taped, that may not be the right standard.



DR. LUX:  Right, so even if the audiotape is identifiable by some technique that investigator could use because you don't have other identifiers, you are not in a domain that requires --



CHAIR TILDEN:  Well, if an investigator could identify the person, you would.  But in general, many investigators don't have the means to go back and, without more specific identifiable information, to say oh, that audiotape is so and so.  That was the gist of the discussion.



MR. NELSON:  Just to respond to Warren further, you know, it's probably, maybe people here are much more versed in intelligence techniques than I am, which is not at all.  But presumably if you had a reference tape identifying, if I taped Liz and then I anonymously record her, I could match the two up with voice characteristics with sonograms.  That is clear.  Kind of like DNA fingerprinting, I can have somebody's DNA, but it doesn't do me any good unless I have a reference sample over here that says that is John Smith.



I think what we are getting at here is the anonymous recording of man on the street interviews.  The assumption right now is just because I have that person's voice on tape I know who they are even if they never said their name and we're saying, no I don't.



DR. LUX:  In fact, you don't -- without that reference.  Yes, I think, as you point out, the analogy to having access to say DNA information without a reference is really quit analogous.



DR. STRAUSS:  I just, but even with this clarification, it is still the case that the second part of this exemption category needs to be applied.  In other words, that any disclosure of the responses outside the research could reasonably place the subject at risk.  So that has to be true also.  So you might not, for example, if you were recording anonymously the experiences of drug dealers,  you couldn't apply the exemption.



MR. NELSON:  If I was anonymously recording a hundred drug dealers, anonymously, the only thing I have is their voice on tape and no other record of their individual identity, then it would fail the first of those.  We are saying I don't have an identifier direct or indirect.  So even thought he disclosure could carry risk, there is no way to attach it to a person.  Therefore, the exemption could apply.  



Now, if I had two drug dealers whose names were in the paper this week and that is why I interviewed them, and you know, we have narrowed the sample size, there, just having them, even in an anonymous recording, that is why there is the caveat in the end that there may still be times when it is identifiable.  It is just the presumptive identifiability of all audiotapes, no matter what, that we are trying to get away from.



Does that address your question?



DR. STRAUSS:  Yes.



DR. TRACHTENBERG:  I think that may break down, in at least one instance that I can think of, that is, if you go out and do street ethnography in Baltimore, for instance, that's a pretty large population of drug dealers, if your anonymously collected tapes which do have the adverse information on that, were seized by law enforcement, they would not have a hard time putting that adverse information together eventually, with namable individuals because they have a flow of such individuals, including people from your sample, predictably.



MR. NELSON:  Would they have a way to link the anonymous voice on tape to that person that is now in their hands?



DR. TRACHTENBERG:  Yes, you know, if you have a database, they come through.  I get their voice print.  I match against your tapes and I have got a confession.



CHAIR TILDEN:  But then you don't have the -- it's not just the audiotape alone, I believe is what we are saying.  I think there are issues.  The circumstances, the setting, et cetera, and the risk of the research all play into this. 



In reality, those types of activities are the -- I mean, if you look at the vast percentages, I think there is a whole lot of research that is not exempt where there is no real issue of employability, et cetera, where somebody may record some information that is not identified, that is not otherwise identified.  And so I think I agree with you that, when you deal in the criminal context, you know, the and part, that that audiotape may become -- considered identifiable.



MR. NELSON:  Yes, certainly, Sam is right.  The intent is not to encourage people to run out and use this as a loophole to do all kinds of risky research without review.  I think it is to hit the huge part of the iceberg or the biggest slice of the pie where there aren't real threats attached to this information and that is why we had the caveat at the end.  There may be times when the IRB doesn't want to use this mechanism or employ it.



CHAIR TILDEN:  Next.



MR. NELSON:  This one is just basically OHRP to tell to us what it means because -- and I do think they have some working examples.  We just would like that included in guidance.



CHAIR TILDEN:  Maybe we should just delete the second sentence, delete it from --



MR. NELSON:  That was just only because the text document that was put in your hands had more text in it.  So this is just for today's presentation.



CHAIR TILDEN:  I know it is an editorial note.  A Dan Nelson editorial note.



MR. NELSON:  Yes.



CHAIR TILDEN:  Okay.  Any questions about that?



MR. NELSON:  Right here, Sam.



MR. GOESCHEL:  Dan, I don't mean to interrupt, but just I pulled up the HIPAA regs concerning voice.  It does say a voice print is a personal identifier that is within those safe harbors.  It doesn't define what a voice print is.  So a voice print they consider as identified, but I don't know the difference between a voice print and an audio recording.



MR. NELSON:  I guess the implication of that would be maybe we don't even need the caveat or the out for non-HIPAA-regulated research but I --



CHAIR TILDEN:  I believe that OHRP probably wouldn't make the call for HIPAA purposes.



DR. PRITCHARD:  Would we decide whether something fell under HIPAA or not?



CHAIR TILDEN:  Well, how you would interpret an audiotape, in terms of a voice print under HIPAA.  I would think somebody else would do that.



So, I think it is just a limitation, a jurisdictional limitation.



MR. GOESCHEL:  If I could put it in context.  That voice print is lumped with biometric identifiers including fingerprints and things like that.  So it may be some type of analysis or data analysis of the voice print, like a fingerprint would be, as opposed to an audio recording.  That may shed some light in where this is categorized.



MR. NELSON:  I guess the relevant question for today would be whether we should still instruct OHRP to restrict this interpretation, our suggested interpretation in non-HIPAA regulated research, which I think at the time these -- it is an interesting clarification.  It may mean that we don't need that carve-out.  But I would have to --



CHAIR TILDEN:  Yes, I think you could -- I mean, I don't have a problem for eliminating it.



MR. NELSON:  Eliminating it?



CHAIR TILDEN:  Less is better.  As long as it is not ambiguous or wrong.



MR. NELSON:  Yes, a voice print would get us back to this reference sample that --



DR. LUX:  Yes, absolutely.  And I guess I just have sort of a little bit of lingering discomfort because of that.  I mean, the same thing is true of fingerprints.  I mean fingerprints are not individually identifiable unless there is a reference.  But it happens that there is a broad database of fingerprints available as a reference for people and there is not a broad database of voice prints or audiotapes available.  And there is not a broad database of genome sequences, individual genome sequences available.  So, you know, at least for now that is all okay.  But there is just, you know there is an underlying discomfort with regard to that.



DR. MARSHALL:  A real quick comment.  You raised the potential for audiotapes to be confiscated and the harm that that might bring to participants if it were to happen in a study, you know, an ethnographic study of street behavior with drugs.  That is a good point.



And would that fall under this -- I'm trying to make the connection between that potential reality and the guidance here.  So do we need to change the guidance to account for that possibility or not?



I mean, even if you have a study with a certificate of confidentiality, you don't -- that won't necessarily protect you.



MR. NELSON:  You know, back to Sam's point.  I guess what we were really aiming at was the big slice of the pie where there just isn't a threat to having somebody's name.  And the last sentence here was meant to acknowledge there may be times when it is a small sample size, unique voice characteristic, recognizable participants or maybe unique risks, if they were identified.  That is not meant to -- that is not what we are talking about.  It is all the other stuff where it has been overkill, if you will, to presume that if I have you on tape anonymously and everybody else in this room, that is an identifiable threat so to speak.



DR. MARSHALL:  So we're okay.



MR. NELSON:  And there, too, Patty, you know, my mind went to if I am dealing with that population, it wouldn't be addressed under the exemption but we would be talking about a certificate of confidentiality to protect research materials, --



DR. MARSHALL:  Right.



MR. NELSON:  -- and force disclosures.



DR. STRAUSS:  Just for the record, and I know you work in international settings, it is harder to imagine, but I actually had a meeting with a researcher this week whose entire four boxes of research data was seized at the airport by a government in turmoil in an African country because they were concerned that she was doing something for political purposes, rather than for research.



And what was interesting is that she was concerned that the substance of her research data would inadvertently place her subjects at risk of harm.  But it was de-identified.  But it happened.



CHAIR TILDEN:  I don't know what IRB review would help in that regard, approval or denial.  I guess, if they didn't do the research at all it would help because they wouldn't have any information at all.



MR. NELSON:  This again, was just to emphasize the importance of the conjunctive "and" in operationalizing this category.



Next.



CHAIR TILDEN:  Again, I think that that also relates to the idea that this is minimal risk research and when you get into looking at criminal behavior, et cetera, --



MR. NELSON:  Yes, our drug dealers would presumably be a good example for the importance of the "and."  Just they are identifiable and there is some risk to it.



CHAIR TILDEN:  Right.  And it may not be viewed as minimal risk, which would then, would kick it out of exemption period.



MR. NELSON:  Would take it out anyway.  Yes.



CHAIR TILDEN:  And then recommendations -- David?



DR. STRAUSS:  Yes, I just have a question about the application of this because I could imagine a proposal, a research proposal where, as submitted, we would have concerns about the nature of the interview or survey, even though it was anonymous.  Let's say, we would have questions.  So we would want to make suggestions to the investigator to reduce the risk.  Now, do you imagine that the process could be that an investigator can then reduce the risk so that the research would then qualify for exemption?  Is that --



MR. NELSON:  I suppose that is one possible outcome.  Another possible outcome is that the research is focused on things that can't be reduced down and it bumps it out of this and up to expedited review at the least.  For example, if the entire nature of my survey is focused on PTSD survivors or things that may have -- and so we are not talking about disclosure outside and financial employability, criminal risk, but just risk to the immediate participant for participating, that might be one example of things.  If I am getting into an area that is sensitive, emotional, it is potentially upsetting.  So I could come at it from a couple of different directions.



This is just, this links back to the realization that there is nothing in the exemptions that say IRBs ought to pay any attention to risk and leaving at least AAHRPP to note that you could have greater than minimal risk research that is exempt.  And we are arguing that that wasn't the idea at the outset.



CHAIR TILDEN:  David.



DR. SHORE:  Just to clarify, because it sounds like if this applies to research in which there are no identifiers, that is, there are no codes that anybody writes down an identifier, that it would seem to contradict directly number 16 that, I assume that this applies only when there are identifiers, that the risk category matters when there are identifiers.  Because according to 16 and according to a reading of the exemption itself, the risk doesn't really matter if there are no identifiers.  And I think probably 90 percent of the applications of exemption two don't depend on the determination of the risk.



MR. NELSON:  I think what we are trying to say here, we are intentionally disassociating 16 and 17 because if we use the examples I just gave David Strauss in response, let's say there are identifiers.  Or let's there aren't identifiers.  It is anonymous.  Even if there weren't risks from disclosure outside of the research, there might risks of the research itself, just in the line of questioning that was undertaken. And that should be considered when the IRB or whoever is responsible for granting the exemption looks at this.



So it is not tied to the identifiability.  This risk determination isn't necessarily tied part and parcel to the identifiability plus the disclosure outside of the research.  The harm could come from other sources, if you will. Does that make sense?  No?



DR. SHORE:  It just seems inconsistent with the ways that IRBs determine whether research involves human subjects or not.  For instance, the repository-based research where it doesn't matter how sensitive the information is, if there are no identifiers, they are not human subjects for repository-based.  So, if your are suddenly saying even if these individuals couldn't possibly be identified, then we have to worry about the risk level, I think we are contradicting all the guidance from OHRP over the years and --



MR. NELSON:  But this doesn't deal with samples.  This deals with surveys or interviews by definition, direct interaction with a subject and then the -- what I am at least trying to say if I am getting right, is that at that point the identifiability isn't the issue we are trying to get at with this recommendation, it is the IRB should also be looking at the nature of that direct interaction.



So we are not talking about specimens.  We are not talking about existing or otherwise.  We are not talking about identifiability as much as what am I going to be doing to this person in front of me and might that trigger an adverse reaction from participating.  Does that -- it still doesn't --



DR. SHORE:  It still seems contradictory to 16.  But --



DR. STRAUSS:  I think the example, because we went through a lot of the examples when we talked about minimal risk.  But let's just say an investigator proposed a six-hour battery of questionnaires to be conducted by a college level research assistant on a population of young adults who had just gotten their HIV quick test result positive.  Well forget HIV, because that would trigger the second part but anyway, who have some newly  diagnosed terminal illness, for example.  We might decide that the nature of the interaction between the interviewer and the subject was such that a careful review to minimize risks would be warranted.  So even though no information was recorded that could identify the subject and no information could, if revealed, would put the subject at risk, nonetheless the activity is inherently one that merits oversight.  That would be the idea.



DR. SHORE:  I think that is why we have one individual who decides whether the exemptions apply and what review is to be obtained.  And even some things that are considered to be possibly exempt, will still go for reviews.  And it seems that if the individual responsible for research at that institution decides that there are special risks, even though it meets the category of exempt, that that person can put additional restrictions on it.  It seems that that is the level at which those concerns are addressed.  And to say that the way in which most of the exemptions are written shouldn't apply if they are more than minimal risk -- and pretty much everything is more than minimal risk, then I think you are changing the whole purpose of the existence of the exemptions.



I agree that there are situations that might come up that might concern people, but I think there are other approaches that are meant to address those.  And to say that IRBs, for instance, information in a medical record is certainly more than minimal risk information.  And I think, routinely, IRBs say if you are not writing down the individual's identity --



MR. NELSON:  But again, you have shifted categories on us.



DR. SHORE:  That is four.



MR. NELSON:  Existing specimens, existing records.  We are talking about a face-to-face, well, other than observation of public behavior, everything in this category involves any interaction with the subject directly.  And all we are saying is that interaction might provoke things in some way.



So we are, it seems like your concerns would, maybe they are linked to category four but I am missing the --



DR. SHORE:  I'm just having a hard time seeing when exemption two would ever apply for greater than minimal risk.



MR. NELSON:  Because let's say I am interviewing your or surveying you and everybody else in the room about how well you are liking the meeting so far today.  Other than maybe boring you to death, not much risk in that line of questioning.  But if I am interviewing you about your experiences in or whatever else, things that might provoke a more emotional response, I think that is what we were trying to get at here and maybe it's not clear how we have done it.



DR. STRAUSS:  The first bullet is one I am more at ease with.  The second one, I don't know that it is as critical to this discussion or clarification of the survey issue.



DR. SHORE:  Yes, that is the issue to which I am responding.



DR. STRAUSS:  Because I actually think that there may be, and I guess, ultimately, I am agreeing with David.  I think that there are things that require oversight even if they don't get bumped into the greater than minimal risk category.  In other words, I think that there are things that fall within minimal risk which nonetheless might benefit from not being exempt.



CHAIR TILDEN:  But that would be an institutional decision.



DR. STRAUSS:  Yes, I agree with that.



CHAIR TILDEN:  I mean the questions is, I think the issue is that IRBs are making these decisions.  Now, you may have a separate official to do that.  I would say that most IRBs, and we have people who could correct me, would appoint an individual or a person or an experienced IRB member to do this type of review.  You know, and make these types of decisions.  And they would look at it from a prism of the IRB prism.  And in general, the prism says, if there is any question, let's  just kick it into expedited review.



DR. STRAUSS:  But I think that there is a general concern and maybe this is the concern being voiced by the representative from NIMH, is that many IRBs might tend to mischaracterize any, even, interaction research with, for example, psychiatric patients, as being more than minimal risk.  That once it is  vulnerable, once the population is vulnerable in a way that it is often overly applied, it kicks it into the more than minimal risk category.



MR. NELSON:  Well, you know, that might be a function of where we are coming at.  I think we were coming from, in drafting this, was the vast majority of surveys that are non-problematic, non-provoking, you know that would fit in here and we are just acknowledging that there may be times.  We certainly don't want to paint them all with a greater than minimal risk brush.  That is not the thrust.



I have to look to you guys how it reads.



CHAIR TILDEN:  Patty.



DR. MARSHALL:  What would happen if we just simply deleted paragraph two?  What would happen?  You are not comfortable with that.



MR. NELSON:  Well I am, as always, at your pleasure.  But I think we would have lost, I think we would have made a kind of vague statement.  If the idea here is that there may be times when, forget the identifiability, just the nature of questions, the nature of survey, ought to kick it out of this category, we are asking OHRP to give us some examples of when that might be.



DR. STRAUSS:  I think you can do that without reference to the greater than minimal risk issue.  In other words, you can expand the first bullet to say that examples can be described which may show what this exemption, when institutional officials may choose not to apply this exemption or something along those lines.



DR. MARSHALL:  That is what I was thinking.



DR. STRAUSS:  My only concern is that I think there is two separate issues here.  One if the use of the term minimal risk by institutions and the other is deciding that certain activities should not be exempt.  And I don't, I worry about the misuse of minimal risk.



MR. NELSON:  Well, I think in this case, it was purposeful linking back to our general recommendation that exemptions, that whoever makes it, and sometimes it is the IRB, sometimes it is an institutional official, whoever is appointed to make the determination, risk shouldn't be off the table, however we get the job done. 



CHAIR TILDEN:  Are you looking for advice?



MR. NELSON:  Yes.



CHAIR TILDEN:  I know the feeling.  I think it would perfectly fine to say with second bullet or without second bullet, examples of activities should be used to show when the exemption applies, period.



MR. KIRCHNER:  Could we not wait to see what kind of examples OHRP might be able to produce and that would then indicate whether or not this is really a valuable contribution or not?



CHAIR TILDEN:  I am sympathetic to that approach.  Examples would --



MR. NELSON:  Well  -- see that for a long time.



Well, I will ask for some feedback then.  I will give an example right now whether OHRP picks up with that and runs to the guidance, a survey that is on topics that might be anticipated.  So, on PTSD-related topics and I am going to interview somebody about their experiences.  That, just on its face, by virtue of the technique being used, i.e., interview questions, I am at least thinking possibly in this category.  And we are saying there may be some lines of questioning that even though, by the technique alone, it might fit in here, the nature of those questions kick it out.  It wouldn't be appropriate to apply an exemption because of the possible adverse -- now, and the reason this is an issue is because until our guidance comes out, nobody has ever said exemptions shouldn't apply to research that carries some risk with it.  It has been silent.  The regulations are silent on the risk of exemptions.  And we are saying exemptions ought to be reserved for research that is no greater than minimal risk.



Now whether OHRP reflects that or not, I don't know.  But I think that is what we had in mind.



DR. CARR:  Given the recommendation that you made about that all these exemptions should be for minimal risk only, the Committee already agreed to that.  Correct?



MR. NELSON:  Yes.



DR. CARR:  And was there a reason you thought this specific one needed a reinforcement of that?



MR. NELSON:  Because of exactly that.  Normal educational practices, presumably wouldn't get into it.  It is the existing materials and records wouldn't trigger this.  I think this was the one, now I am speaking for the group that bubbled this up through the ranks, but I think this is the one that has a direct interface with a subject.  There is more potential here for it than others.  That is why the specific recommendations or the specific category seemed to raise the possibility of that more than others.



Sam, you were there within that group.  Is that accurate?



CHAIR TILDEN:  Yes.



DR. CARR:  May I ask, Dr. Strauss, your point was, if I understood it was that minimal risk, that there may be survey questions that are minimal risk but, nonetheless, would still suggest that the exemption shouldn't apply.  Was that your point that that is not the standard to highlight here?  Because it would suggest that as long as it is minimal risk, the survey could be exempt.



DR. STRAUSS:  What I like about this is that it doesn't apply the second statement there.  In other words, this implies the guidance should clarify that the nature of the surveys impacts the application of this category, regardless and independent of how the IRB might determine the level of risk.



So yes, I think there are circumstances in which even what I would call minimal risk research should not be exempt.  However, my other concern is that there may be an overly broad determination that certain kinds of activities are always more than minimal risk, simply by virtue of the population, that issue.  And I think that is another problem that really relates more to the application of the idea of minimal risk.  But I just didn't want to conflate the two in this issue of exemption.



MR. NELSON:  Well, and your original question on this one was whether, through the review process, an investigator could modify and downgrade, in effect, the nature of the questions, the interviews and keep it within an exempt category.  And I think the answer there is yes as well.



We don't presume in here the vulnerability of the population being studied in this recommendation.  That may become part of it, but that is not the --



CHAIR TILDEN:  The last one is 18?



MR. NELSON:  And this is just a reemphasis of the Subpart D limitations which were discussed previously, but because this is the one where they are particularly tied to, we thought it was -- and this presumes that OHRP guidance is going to follow the same general pattern with general recommendations that apply to all exemptions and then category-specific guidance as we are just enumerating today.



CHAIR TILDEN:  I don't know about the terminology.  OHRP should give specific examples of agencies.  I don't know what examples of agencies are.



MR. NELSON:  Well and we listed one, the FDA.



CHAIR TILDEN:  Yes, I would just say should list specific agencies that did not adopt exemptions for children.



MR. NELSON:  Oh.



CHAIR TILDEN:  You know.  I don't want to make an example of them.



DR. LESS:  Thank you.  We appreciate that.



CHAIR TILDEN:  Well, so, and I think that would conclude this exemption category.  So, I hate to ask this question.  Any further discussion regarding this exemption category?  If I hear none, I think we should vote on this.



Okay, so all those in favor of approving this group?



(Show of hands.)



CHAIR TILDEN:  Okay, so it passes.



All those in favor of lunch?  



(Laughter.)



CHAIR TILDEN:  So, I think we take a break for lunch and come back in an hour.  Thank you.



(Whereupon, at 12:36 p.m., a lunch recess was taken.)

A-F-T-E-R-N-O-O-N  S-E-S-S-I-O-N

(1:45 p.m.)



MR. NELSON:  So when last we met, we had just finished recommendation 18, and this is the third exemption category.  The wording, the first part will look familiar because it is identical to the preceding exemption category.  Research involving the use of educational tests, survey procedures, interview procedures, or observation of public behavior that is not exempt under the one we just dealt with, paragraph (b)(2) of this section, may still be exempt if the human subjects are elected or appointed public officials, or candidates for public office, or federal statutes require, without exception, that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.  



I am reminded of how much fun I used to be during these presentations, and couldn't resist including things like pictures of the elected public officials, or those running campaigns for public office as examples.  But we've avoided all of those temptations today.  It is just words, words, words.



The recommendations in this area.  Guidance should include examples of public officials.  In particular, the guidance should include examples that OHRP has provided in the past, such as, and the clarifying of that is simply wording that was added during our recent revisions that weren't in the first iteration of this, and the suggestion was that we insert that wording, clarifying that university faculty, public school teachers, and police officers, in general, are not considered to be elected or appointed public officials, whereas mayors, governors, school superintendents, school board members, and police chiefs are considered to be elected or appointed public officials.



Again, this simply re-endorses, or endorses what OHRP has already issued as examples previously.



Guidance should specifically list examples of federal statutes that meet the criterion outlined under (ii).  Guidance needs to clarify that this category does not apply to state law.  OHRP should point out whether this exemption applies to research regulated by other federal agencies.



And that is the extent of our recommendations in this area, which is perhaps less commonly used than some of the others, but still subject to confusion, particularly around this first point, who constitutes a public official.



CHAIR TILDEN:  Okay.  Any thoughts or comments?



(No audible response.)



CHAIR TILDEN:  I'll move that we approve these recommendations, 20 and 21 -- 19, 20, 21 under the exemption category 101(b)(3).



MS. BANKERT:  Second.



CHAIR TILDEN:  Okay.  Am I missing that nobody wants to say anything?  Okay, so all those in favor?



(Show of hands.)



CHAIR TILDEN:  Okay, next exemption category.



MR. NELSON:  Number four, research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available, or if the information is recorded by the investigator in such a manner that subjects cannot be identified directly or through identifiers linked to the subjects.  And, as opposed to the preceding, this one is used more commonly, and has already come up in discussion today.



Guidance should provide clarification with corresponding examples that address the following terms.  The definition of existing.  Guidance should retain the current OHRP interpretation on what constitutes existing data, et cetera.  Guidance should include a clarification that the definition of existing is dependent upon when the study is determined to be exempt by the institution.



The insert there was a revision in February of when we noted that we had said, when the study was reviewed and approved by the institution, and we reminded ourselves that exemptions aren't reviewed and approved in the same way that other studies are.  And this would be more accurate.  Determined to be exempt.



The rationale for OHRP's long-standing interpretation of the meaning of existing, which was articulated in the 1993 guidebook, should be included in the updated guidance.  Guidance should specifically state that data obtained prospectively does not qualify for exempt review.



Definition of publicly available.  Guidance should provide examples and discussion regarding what constitutes publicly available data, for example, telephone directories.  For example, do discussions in online blogs or internet sites, such as MySpace, Facebook, or other networking sites, meet the publicly available criterion.



Guidance should site examples of data that are not publicly available, especially providing examples that are not publicly available due to federal legislation, for example, student records, and the FERPA.



The definition of recorded.  All of these are picking up phrases or single words from this exemption that sometimes cause uncertainty in applying.  Guidance should clarify that a researcher can view identifiers, but if the identifiers are not recorded in the research data or records, the study may still be exempt.  Guidance also should address overlaps and inconsistencies between the HIPAA privacy rule and 45 C.F.R. 46.  A longer phrase cannot be identified directly or through identifiers linked to the subjects.  Guidance should include examples of direct and indirect links, such as hospital numbers, codes, or links that tie dates back to the lists of subjects.  



One helpful example that OHRP has used in the past is that exemption category number four applies to a retrospective chart review, where the researcher records the dates of medical procedures, unless the dates of medical procedures would allow investigators to identify subjects.



Reference should be made in the guidance to the sequence of determinations addressed under recommendation number two above.  That would be one of those approved, the general recommendations approved previously, which reiterated what OHRP has often stressed, the importance of working through, in a sequential, logical manner, is it research, is there a human subject involved in that research, is it possibly exempt, and so on.  So, in particular, we thought that was relevant to this, so that the definition of human subject and exemption at 101(b)(4), and the applicability of expedited review categories are laid out along this sequence of determinations.



OHRP should point out whether this exemption applies to research regulated by other federal agencies.  And those are the recommendations for category four.



CHAIR TILDEN:  Move to approve these recommendations for category 101(b)(4).  I so move.



MS. BANKERT:  Second.



CHAIR TILDEN:  Second, okay.  So, discussion?  It is open for discussion.



DR. STRAUSS:  I just have a question, Sam.  It's just about the application of this, and it has to do with the notion that the exemption allows for access to private and identifiable information as long as the researcher does not record or remove identifiable data from the source.  And I just, I wanted to just ask if we could just talk about what kinds of protections that affords to people who believe that their protected information is, in fact, private?



MR. NELSON:  It is a -- well, one reason we commented on it is that is often the point of confusion.  The exemption that the regulation itself does say that it's recorded by the investigator in such a manner, and I believe OHRP has, for a long time and consistently, held that to mean that they may have access, but as long as they don't write it down and take it out the door with them, that it's still at least potentially exempt.



It does raise the question, I think at least at our Subcommittee, and the working group did not have the --was not inclined to raise the bar from where it has been set for a long time, in this regard.  But it does beg the question implicit in that is that people are being provided access to private information without going through any additional levels of review.  So --



DR. STRAUSS:  It's left to institutions to determine --



MR. NELSON:  Yes.



DR. STRAUSS:  -- for example, under what circumstances they will allow access.



MR. NELSON:  And that is certainly a good point.  Nothing in anything we are saying says that exemptions have to be applied.  It's setting the floor.



CHAIR TILDEN:  I believe that the issue you are bringing up is, you know, is one that commonly arises, and some individuals feel, well, that information that is held by institutions, et cetera, is their information, and shouldn't be accessed for any reason other than, you know, was it needed for their health care.  And then it gets to be, what is a legitimate expectation of privacy?  Is that really, you know, a reasonable expectation that a facility that has records, et cetera, would not be using them for a whole host of different things?  And then where you might conceive a proper line occurs, where information is used about you, but doesn't compromise your privacy or confidentiality.



But I believe, you know, I think that's what the exemption implies, or states, you know, that researchers may have access to these types of materials, and as long as they don't record it, that the risk of privacy or confidentiality is not so great as to require or add these additional obligations for IRB review and approval, and continuing review, and all the whole host of protections that one otherwise would be afforded.



MR. NELSON:  Now HIPAA may, as we have noted on that particular slide, HIPAA may close that door a little bit.  Even if the Common Rule, or the exemptions from the Common Rule, would provide access, as long as it's not recorded, HIPAA may not, and that is one reason that we have asked that OHRP guidance note that overlap.



CHAIR TILDEN:  Okay.  Any other comments or concerns?  Was your comment, David, a question, or was it intended to say maybe we should change this current approach in the exemption?



DR. STRAUSS:  Not today, no.  It was just a clarification.



CHAIR TILDEN:  Okay.  Well, in that case, I suspect we should vote on the recommendations pertaining to 101(b)(4).  So, all those in favor of approval?



(Unanimous show of hands.)



Okay, so those recommendations pass.



MR. NELSON: Category five, on which we push the envelope a bit further.



Research and demonstration projects which are conducted by, or subject to the approval of, department or agency heads, and which are designed to study, evaluate, or otherwise examine either a public benefit or service programs, procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs.



Just a little, before we get to the recommendations, a little more background on this one because there is specific guidance issued by OHRP, which is entitled exemption for research and demonstration projects on public benefit and service programs.  It states that, unless the following criteria are met, the exemption cannot be invoked.  And this is lifted directly from OHRP guidance again.



The program under study must deliver a public benefit, e.g., financial or medical benefits as provided under the Social Security Act, or a service, e.g., social, supportive, or nutrition services as provided under the Older Americans Act.  The researcher demonstration project must be conducted pursuant to specific federal statutory authority, with emphasis on federal.  There must be no statutory requirement that the project be reviewed by an IRB. Fourthly, the project must not involve significant physical invasions, or significant intrusions upon the privacy of participants.



So our recommendations are as follows.  When developing new guidance, criterion number four above should be deleted.  And just to remind you, that was the one about must not involve significant physical invasions or significant intrusions.



Criterion number four above should be deleted because the foregoing recommendation stipulating not greater than minimal risk makes this a moot point.  Foregoing meaning, number eight approved last October, which said, reflecting the intent of the preamble to the final published regulation, exemptions should be limited to research of no greater than minimal risk.



Criterion two above, again, this is in the OHRP guidance, is interpreted too narrowly, and institutions should be able to apply this exemption to public programs supported by state departments and agencies, as well as federally supported public programs.  We had a great deal of discussion on this point, and this is a frequent concern or complaint that it's restricted so narrowly to federal programs.



OHRP has explained that the broadening of the exemption is not possible within the constraints of the current regulations.  When developing new guidance, OHRP should broaden its interpretation to include using the exemption for activities that involve federal flow-through monies to the state public benefit programs.  Note that it would need to be made clear that state university research did not fit under an expanded exemption.



If you don't buy that, how about this one?  If it's not possible to broaden the interpretation of this exemption category, the guidance should specifically indicate that state programs do not fit under this category unless the federal programs within the statutory authority to fit in the category.



And that's the extent of our recommendations there.  And a frequent concern is that IRBs, or state health departments and the like, might like to rely or apply this exemption category, but are unable because of the somewhat limited definition of federal statutory authority.



So we are intentionally putting something out there on the table in hopes that it might be pursued, but in the absence of that, then we would like very specific guidance for the field so that it's really spelled out exactly to what programs this applies, and by extension, does not apply.



CHAIR TILDEN:  Okay, so I move to approve the recommendations just presented under 101(b)(5), for exemption category 101(b)(5).



MS. BANKERT:  Second it.



CHAIR TILDEN: Any discussion?



I wish I could say this was some new or novel something that we discovered, but in going back and looking at the public comments to either 45 C.F.R. 46 or later, this argument had come up in those public comments before.  So it was noted that there was this disconnect.



But indeed, the state demonstration projects are allowed to have consent waived, or documentation of consent waived later on somewhere in the regulations.  So that piece was sort of avoided, but they were not accorded an exemption.



Peter?



MR. KIRCHNER:  I guess I wanted to ask Dan whether he felt that the item of minimal risk in recommendation 25 covers all aspects of what was mentioned in category four as significant intrusion on the privacy of participants.  I'm thinking, let's say, of an aggressive interview to a disaster victim, a woman whose husband has just been killed.  And I would think, you know, from my point of view, that's a fairly, could be a significant intrusion, but many people might interpret that as minimal risk in terms of outcome.  So I'm just wondering how you felt about that.



MR. NELSON:  I'm trying to get oriented.  Sorry.  Did we go back one?



MR. KIRCHNER:  I'm talking about recommendation 25 --



MR. NELSON:  Twenty-five.



MR. KIRCHNER:  -- that indicates that item four --



MR. NELSON: Sorry.  Here we are.  Here we are.



MR. KIRCHNER: -- is not needed. 



MR. NELSON:  Yes.



MR. KIRCHNER:  And I am wondering whether or not the minimal risk concept truly takes care of all aspects of significant intrusion into the privacy of participants.  That's why I was saying, an aggressive interview of a disaster victim, to me, tends to hit into the significant intrusion, and yet might be considered minimal risk.



MR. NELSON:  I think, you know, in my mind, it would.  However, I'd invite Sam or others to comment from the working group where this came from.  Conversely, I don't know that there would be anything wrong with leaving it, to reiterate at the level of this category.  And we have done that in other cases.  So, I could go either way, sir.



MR. KIRCHNER:  I would favor leaving it, because it just says a little bit more --



MR. NELSON:  Yes, it reinforces the point.



MR. KIRCHNER:  -- that might call attention to this aspect of it.



MR. NELSON:  Yes.  Sam, was there any particular reason, other than just cutting out redundancies, I guess, that recommendation 25 was put forth?



CHAIR TILDEN:  Well, I believe it was in an effort to create maybe more harmony and efficiency.  It may be that the minimal risk standard actually is less accommodating to this than this particular item number four, because you'd have to develop a definition of what's significant, and that threshold actually may be even higher than the minimal risk threshold.



MR. NELSON:  Well, it does beg the question, if we leave in a term like significant, then now we need a definition of that, or possibly examples.  Maybe that was the logic.



MR. KIRCHNER:  Well, in any case, it becomes part of the interpretation of an IRB.  But this simply calls attention to another way of looking at a criterion that is not minimal risk in the sense that we often apply.



MR. NELSON:  I believe it would be fair to say that maybe four, instead of it being just deleted, might, you know, go to the research involved is not greater than minimal risk.  I think that it is implied, because we say all of this is based on that, but it might be articulated as a fourth criterion, as well.  And that way, the IRB will still make a judgment, but it would be using a standard.



I think one of the difficulties of that was that the definition of minimal risk applies to all the regulations, but there's always this debate, well, if it's exempt through the definitions that apply, et cetera, we think the definitions do apply, even though it's an exempt project.



MR. KIRCHNER:  I guess one of the reasons I brought this up is I have this sense that, in modern day, there are more and more intrusions on privacy, and I personally feel very sensitive about that, and I like that language because I think it expresses something that may not always be thought of in the same way as minimal risk.



CHAIR TILDEN:  I'm fine with voting on this up or down.  I guess that's the only, it really doesn't need a change.  It probably just needs to be approved or disapproved.



MR. NELSON:  Well the proposal I hear on the table is to drop recommendation 25.



CHAIR TILDEN:  Right.  Yes, to amend this set of recommendations to drop this.



MR. NELSON:  To eliminate this one.



CHAIR TILDEN:  So is there any other discussion, or  anyone who wants to look at that and see?



So, why don't we take a vote on that?  Right?



MR. NELSON:  On that particular point?



CHAIR TILDEN:  Yes, on that point.  Recommendation, the slide listed recommendation number 25 to approve or not approve it.



MR. NELSON:  Don't look up there yet.



CHAIR TILDEN:  So, okay, so all those in favor of approving recommendation number 25?



(Show of hands.)



CHAIR TILDEN:  Okay, so it's failed.



MR. NELSON:  So it's failed.  Okay.  So now the other ones.  So, that leaves 26 and 27.  Here is what we would like it to say, and if it can't, here's specific items.



CHAIR TILDEN:  So now I think we should -- are there any comments on the other recommendations before we take a vote on them?



(No response.)



CHAIR TILDEN:  All right.  So all those in favor of the remaining recommendations under 101(b)(5).  Yes?



MS. BANKERT:  Are we doing 26 or 27?



MR. NELSON:  We are voting on the set minus number 25.  Right?  The two remaining.



CHAIR TILDEN:  Yes.  Okay, great.  

(Show of hands.)



CHAIR TILDEN:  So they pass.  That's why I like, from a technical amendment piece, when this comes out, I would hope that we're voting on the substance of the recommendation, and not the numbers.  And I would hope that we would renumber them in order, sequentially, to make it, you know, in a package deal, so that we are not voting on the number of the recommendation.  We are voting on the recommendation.



Is that okay with the Committee?  That's our intent.  Okay.  All right.



MR. NELSON:  The last category, number six.  Taste and food quality evaluation and consumer acceptance studies.  If wholesome foods without additives are consumed, or if a food is consumed that contains a food ingredient at or below the level, and for a use found to be safe, or agricultural, chemical, or environmental contaminant at or below the level found to be safe by the FDA, or approved by the EPA, or the Food Safety and Inspection Service of the USDA.



The first recommendation on this last category.  This category is used inconsistently, and sometimes inappropriately, by the research community, because it is not understood by institutions or researchers.  Guidance should indicate that the category addresses two different types of research activity.  Then, each type of activity should be discussed in detail, providing explanations regarding when this category can be used, delineating any corresponding regulations that apply, and discussing examples of studies that fit within the category.



The Secretary of -- sorry.  This other one is a follow-up general --



CHAIR TILDEN:  It's a final recommendation.



MR. NELSON:  A final recommendation back to all exemptions.



So, this is the only recommendation on this which, in many of our experiences, relatively and frequently used, but for those who do, it's worth understanding.



CHAIR TILDEN:  So I move we approve the recommendation under 101(b)(6).  



DR. POWE:  Second.



CHAIR TILDEN:  Okay, seconded.  It's open for discussion.  And I really hate to do this, but I have to do this.  Could someone, one of our ex officios, or more than one, explain this category of research?  Because I think we were all really just confused.  I don't know how many people are using it, what they're using it for, but, you know, and is it really needed, I guess?  But anyway, how would this be used?  And I'm looking at like the EPA, and I guess Food and Drug Administration, or whatever.  I mean, how much research is done under, that is performed under the human subjects protections regulations, you know, and how often do these come up in terms of using this exemption?



Just like Ada Sue and other people, I mean, it's a very, I think one of the problems is, you don't see it.  So it's very confusing when you go to try to apply it, because it's not high volume exemption, I guess, or something, or issue.



DR. MARSHALL:  Sam?



CHAIR TILDEN:  Yes.



DR. MARSHALL:  One of my associations to this category is, if you were someone who was interested in doing obesity prevention programs, then you might consider having people talk about, think about, what they're eating, and the taste, you know, look at issues of satisfaction associated with taste.  I really like those oatmeal cookies, for example.  So, you know, theoretically, you could ask me a set of questions about that oatmeal cookie that I would be happy to reply to.  You know, texture, taste, I don't know, what would be some other?  I don't do that research, but you get the point that I'm making.



Marketing research wouldn't necessarily fall under this, because that's business, or private business.  Or are there -- well, I don't know much.  I don't know about marketing research.  Very good.  Very good.  Peter says lunch programs.  Food, hospital food.  David?



DR. STRAUSS:  I'm not sure what you're asking.  Are you asking what this is referred to?



DR. MARSHALL: Yes, because Sam had asked what it refers to.



DR. STRAUSS:  I mean, I think before they rule out a new blue M&M, they have thousands of people come and decide whether it looks and tastes the same, and is it satisfactory, or better.



DR. MARSHALL:  Right, marketing.



DR. STRAUSS:  I think this is referring to that kind of thing.



DR. LUX:  Absolutely.  With regard to EPA, I mean, EPA promulgates standards of acceptable residues of certain substances in foods.  And, you know, testing, this does not apply to testing of food for whether or not it meets that standard.  It assumes that you are testing a food for other purposes that has already been determined to meet that standard, so that the blue M&Ms have previously been tested by Mars, or whatever the company is, to know that the blue doesn't have unacceptable levels of pesticide X in it.  And then, once it's achieved that level, then it can be eligible for exemption.



That's the way I interpret it from -- EPA, this category is irrelevant to EPA and EPA's own research, however.  We don't do any of this sort of thing.  We simply set the standards that allow somebody to get food into the category in which it might be tested under this exemption.



CHAIR TILDEN:  Right.  So when we say that exempt research, you know, should be reviewed by institutions, or some official, or whatever, then we're suggesting that any type of food evaluation with consumers, or whatever, it may be exempt, but that that should be submitted to the IRBs, or the institution, to get an exempt determination.  Is that the implication?  So, if you want to test --



MR. NELSON:  Well, now we're back one rung below.



CHAIR TILDEN:  No, I'm just talking.  I don't want to change this --



MR. NELSON:  No, no, no.



CHAIR TILDEN:  -- I'm just asking, what, is that the implication?



MR. NELSON:  And my answer is no, not necessarily, because I think your entry point just took us back one rung even lower than, is this research or is this human subjects, and that is, does any of this stuff apply?  So if a person who wasn't at an institution with an FWA, or that had an investigator at yours or my institution doing work like this, if it was, I don't know, let's take Mars, and they weren't working with federal funds, I guess, that would trigger this, then, you know, we can't pull in people who aren't under the Common Rule, anyway.



CHAIR TILDEN:  But if our school and nutrition --



MR. NELSON:  Yes.



CHAIR TILDEN:  -- where we have an FWA, and he has contracted with somebody to look at the satisfaction of a certain food or whatever for a company, a contract, then they should have submitted a --



MR. NELSON:  That is correct.



CHAIR TILDEN:  -- request for an exempt determination.



MS. BANKERT:  If it's research, and if it involves human subjects.



CHAIR TILDEN:  Of course.  If it's research, and if it involves human subjects.



MR. NELSON:  Yes.



DR. LUX:  And with regard to the first category of research, if wholesome foods without additives are consumed, that's a very vague category, from our perspective, and I think from everyone's.  It's the, you know, the ecosystem is so interdependent that I don't even know what research with those sorts of things means in some ways.



DR. McNEILLY:  I think a lot of this does talk to research, or things that go on that we don't normally think of research.  But you know, when you are testing foods, and now you are adding, you have additives, or new products that are being added to foods, for example, olestra.  We test potato chips.  Potato chips have, you know, with taste tests on potato chips, but if you're going to add olestra to them, which maybe had not been at the time proven to be safe, then that kind of, a study of that particular would not, maybe not be approvable, or maybe not be exempt.



MR. NELSON:  Yes, I mean, whether, as Warren said, whether olestra was safe and fit to be added to anything, I mean, we did some of the original work with that, and that was heavily overseen looking at GI transit affects of olestra, but once that's established, then the consumer acceptance of that could potentially fall under this, once it had been established as a safe additive.



DR. McNEILLY:  Once it was established that it was safe.



MR. NELSON:  Yes.



DR. LUX:  Yes, the initial.  This doesn't have anything to do with the initial safety research.



CHAIR TILDEN:  Alan, do you have comment?



DR. TRACHTENBERG:  I was just wondering, is the USDA a Common Rule agency?



MR. NELSON:  I believe they are.



DR. TRACHTENBERG:  If they are, this might have a lot to do with what they do.



MR. NELSON:  Well, and they are named specifically in this exemption.



CHAIR TILDEN:  Right.  I think it still goes to what Warren said also, though, that they probably set certain standards, as well.



DR. STRAUSS:  Can I?



CHAIR TILDEN:  Yes, any other comments out about this?



DR. STRAUSS:  So you say in recommendation 28 that the guidance should address the two different types of research activities here, and I guess I'm afraid I don't -- I'm not sure I understand.



MR. NELSON:  Just Roman numeral one and two, I think, is what that refers to.  Wholesome foods, whether there is such a thing as a --



DR. STRAUSS:  The consumption of wholesome foods.



MR. NELSON:  -- I don't know either if that's the kind grandma made, or whatever a wholesome food without additives, or a food ingredients.  And now we're to the predetermined levels.



DR. LUX:  Yes, the thing that's, I think, hard to define, is wholesome foods.  I think additives could be something intentionally added to the food by the food manufacturer, I think you could interpret that.



DR. McNEILLY:  Do those terms have specific meanings for FDA?  Unless, does CFSAN have specific definitions of wholesome food?



DR. LESS:  Not wholesome.  I think there's a definition of natural, which is, like, you're not adding some unnatural things to it.  It's kind of a circular definition.  But additives does have a definition, and it's not clear to me whether that's our definition, or just some other sort of layman's term for additive, or layman's definition of additive.



DR. LUX:  And with regard to USDA, I don't know the answer.  You know, I know they have standards for inspections, so they have process standards.  Whether they also have standards for content, I can't speak to.  I know we do.  We apply standards for content.



CHAIR TILDEN:  Well, I think this could maybe help being clarified a little bit.  So I think it's time we can take a vote on this. 



So, all those in favor of recommendation under 101(b)(6)?



(Show of hands.)



CHAIR TILDEN:  So that recommendation passes.  All right, recommendation 29.



MR. NELSON:  So this is a, I guess, a more forward looking, farther reaching recommendation.  And now that I have looked at it again, I'm not sure why we didn't bundle it up front with the general recommendations that apply to all exemptions, other than it was kind of tacked on as an afterthought to all of the existing regulations or to the existing exemptions.  And it calls for consistent application.  



Specifically, the Secretary of HHS, acting in consultation with the Secretary of Education, should convene an interagency working group to draft a joint guidance document on the relationship between the federal policy for the protection of human subjects, i.e., the Common Rule, the Family Education and Rights Privacy Act, FERPA, and the Protection of Pupil Rights Amendment or PPRA.



This work group should also address any differences in interpretations of the exemption requirements.  For example, definitions of educational settings, whether classroom activities are publicly available, etcetera.  These references to areas where we had at least heard wind of some possible conflicts and interpretations that may or may not be real and perhaps easily resolved.  But we would like to get the agencies together on these exemptions, where possible.



CHAIR TILDEN:  Okay.  Great.  So we move to approve recommendation number 29.



MS. BANKERT:  Second.



CHAIR TILDEN:  Jeff, you have any comments?



MR. RODAMAR:  Yes, I just note something in passing.  One of the walls that we regularly run into is that there are so many statutes and regulations that deal with confidentiality protections.  And these are two of them, the Common Rule and FERPA.  



It is not unusual to find other statutes such as HIPAA, or the Privacy Act applying to studies.  One example of this being the congressionally mandated study of autism conducted by CDC that wanted to use both medical records and school records to identify the populations, to develop estimates of the frequency of autism, etcetera.  And so, at the ground level, as a researcher, people frequently run into the issue of how do you comply with all of these statutes.  And information that would be helpful to guide the researchers and IRB's attention to where they have to pay attention would be extremely helpful.



For example, both Common Rule and FERPA specify elements that have to be included in the informed consent forms which differ slightly.  And you can often have your researchers blind-sided if they are not aware of these differences.  So, just to draw your attention to the fact that this operates in a broader context, you don't necessarily have to deal with the entire context now.



DR. STRAUSS:  I mean, is part of what you are saying also that researchers need to know all the applicable rules and regulations when they are doing research in school populations?  I mean, it is not just related to exemption, it is they needed to know what specific rules apply.  And I would imagine that these are not simply federal rules, but they are going to be additional state and local rules.



MR. NELSON:  And that is certainly true, I think, to the extent that we could send a signal or send a request to the Secretary to do something within his power it would be to convene to work together with education and other agencies as appropriate, but maybe wouldn't be in the same position to dictate how states handle it.  



But your, the general point is, yes, we would like, certainly, investigators ought to be aware of all of the rules and standards that apply.  I think this is a request to give them guidance so that they are aware of what those are.



DR. STRAUSS:  I'm sorry.  It's just that the underlined introductory phrase consistent application of exemption categories applies to the second sentence.  This work group should address any differences in interpretations of the exemption requirement.  The first sentence that they should draft a joint guidance document on the relationship, is a broader request, which I think is a useful but distinct request.



I guess what I would say is that if you deleted the underlined thing, you have accomplished two things with this recommendation.  If you deleted the underlined statement consistent application, the recommendation asks for a joint guidance document, number one, and it asks for some attempt at reconciliation of different exemption requirements.  And I think both are things we need.



MR. NELSON:  I was hearing you saying, David underlying and you mean underlined.



DR. STRAUSS:  Underlined.  Sorry.



MR. NELSON:  Right?  As here?  Yes, this was somewhat --



DR. STRAUSS:  It's my southern accent.



MR. NELSON:  -- a handle for us to keep these straight as they went through Subcommittee work.  So I don't know that we are attached to any of these little phrases.  But nothing lost to remove that if that clarifies anything.  That is what you are suggesting.  Right, David?



MS. BANKERT:  Yes.  And then the second paragraph after this one.



MR. NELSON:  They'll be lumped together in the letter anyways.



CHAIR TILDEN:  Any other discussion before we vote?  If none, then take a vote.  All those in favor?



(Show of hands.)



CHAIR TILDEN:  Motion passes.  Okay.  Well, congratulations.  I though this would never occur.



MR. NELSON:  Well, we are not done yet.  We actually would ask you, or at least wanted to share with you our thoughts or our uncertainty at the level of the Subcommittee as to whether this now closes the book, ends our work on exemptions.  The preceding recommendations have all applied to existing regulations.  And we feel that guidance is needed for the research community and that is what we have been working on with regard to these recommendations.



We, at our last Subcommittee meeting and the working group that focused on this most intently and then the Subcommittee as a whole spent some time kicking around at more of a brainstorming level, without being handcuffed or limited to existing regulations, the following questions.  And basically we would invite your broader input on this.  And some of the questions are as stated there.  



Is there a need for either revisions to the existing exemptions or new categories of exempt research that weren't itemized in those six or even a completely new approach to defining and applying exemptions, however we, whatever we think that means in today's research environment.  There is at least some sense that these were drafted in -- well, things are different now than they were when these were first drafted.  And is there a need to step back and kind of rethink this whole approach?  And some of this may tie in, dare I say it, to yesterday's discussion on quality improvement.  If we accept that more and more quality improvement looks and more and more like human subjects research, should we be more and more pointing toward exemptions as one possible place to park this and handle it? 



Now, we are really just talking about loud but that is the point here.  We would like some thought.  As far as we are concerned at least the work immediately at hand is done but we didn't want to put it on the self without at least putting this out for more open thought and discussion.



MS. BANKERT:  I will just add, it came, as you can see the recommendations 29 all ask, not all, many of them ask for clarification.  So there is a lot of confusion and guidance needed out there.  And some of the exemptions seem to not even apply to our world now and there is a lot of new ones.  And so we are just wondering again, as Dan said, just to add, should we just rethink the whole thing?



And there was another comment where, and I think we decided that we wouldn't go the route, but there was a comment that expedited categories, for example, are separate and so then can be reworked slightly easier than exemption categories.  And should that be what happens with exemptions and I think we said no.  But these are the types of things that came out after our very detailed conversations about the exemption categories.



And again, we wanted kind of a big broader view, thought on what, if anything needs to happen.  Because if a group was going to do it, we thought it would be this group, not Subpart A group, but SACHRP in general.



CHAIR TILDEN:  Well, I guess the question is, is there a need for revision, you know, or reconsideration of the types of activities that would qualify for exemption from the human subjects protection regulations as we now have it?  That is the issue.  Or, should there be a new scheme if research is going to be exempt.



MS. BANKERT:  Even the term exempt confuses researchers.  If they think their research is exempt, that means they don't have to -- so just that word alone causes confusion.



CHAIR TILDEN:  Do you have any thoughts, Mike?



DR. GENEL:  You know, you open up a Pandora's box here.  And partly what I am thinking about is it is not an easy task to amend Common Rule, which is what the logical extension of this would be.  So, you know, we are constantly trying to work within guidance and recommendations and so forth.



Partly what I am thinking about is is it worth putting out a public notice and inviting people to comment on whether or not there is a perceived need for a modification or revision of the exemptions?  That would be probably what I would do, rather than sit here  at 3:00 on Friday afternoon and try and figure out how to answer this.  I said, well, maybe it is an opportunity to get public comment on.



MR. NELSON:  And you are right.  It is not an easy task and one reason we haven't trotted forth with a whole new schema or a whole new set of regulations for you to consider.  It is this kind of thought, though.  Really, the underlying question is does the existing approach work or is there a whole, are there such a growing number of activities that don't fit in here somewhere that we, our researchers, the research community, IRBs, institutions would like to fit, or see a need to fit in, that it warrants a rethinking.  But a notice, a request for input would be one way to get that, perhaps.



DR. GENEL:  It is really begging the issue because now the question is what do we do with the comments that come back?  You know, I understand that.



I think partly where I am coming from is that we have all been talking about how the system is dysfunctional and I am struggling with how fine tuning the exemption category solves that dysfunctionality.



MS. BANKERT:  Maybe it wouldn't be fine tuning.  Maybe it would be making them broader somehow and easier to implement.  Right now, that is what we are doing.  We are asking for more guidance.  It just seems, I don't know how many meetings it has taken to go through the exemptions, but then it just made us think, maybe there is a better way.



DR. STRAUSS:  Yes, I am with you, Mike.  I mean, I think that we really do have an obligation to look at the complaints and concerns about the current functionality of the system.  And I think one of the ways that we do that is we decide what kinds of activities really should and should not be covered under the Common Rule.  And we may, I mean, as the framers decided that research on food quality and consumer satisfaction didn't need IRB review, there may be things now, like some quality improvement activities, for example, you know, as with certain agency demonstration projects that similarly don't need IRB review.  Maybe oral histories in that group, maybe histories in that group.  



But I think that the options would be to think about where we want the regulations, what we want the regulations to cover and then see if the solution to that is in a redefinition of research covered by the Common Rule or an expansion of exemption categories.  So this is one option, I think, of expanding what we don't look at.



But I think that where we go with it is to put together some, put an effort forth from this group in answering that broader question.  Are we doing more than we ought to be doing?



CHAIR TILDEN:  A fundamental question for me would be is research in 2008 substantially different than when the regulations were put together some almost 30 years ago or before?  But I guess whenever the exemptions, etcetera, were put in.  Is the landscape significantly changed such that the exemption categories have limitations that add to burden or inefficiency or inability to do the job?



MR. NELSON:  I am glad Liz reminded us of one of the ideas as we did some brainstorming.  And you can see the implications of this is why we didn't think that our little group of three or four people or even our slightly bigger group of ten people were the ones to come up with some master plan on how to address this.  I think it does need much broader input.  But one of the ideas that was kicked around is what if we pulled the exemption categories out of where they are imbedded in the regulations and put them on a list that served as an appendix to those regulations that was more easily modifiable over time, expanded, contracted, revised, as the expedited review list is to good effect, we think.  One thing to consider, at least.  



And granted, that wouldn't be done without some paperwork by somebody but we didn't want to take anything off the table.



DR. GENEL:  Well and it is a Pandora's box.  I mean, I think if you invite comments about, I am thinking it is true if you invite comments regarding simply one aspect of the Common Rule, you really are almost obliged to ask people to comment on the whole thing.  I mean, why ask people for comment on one narrow portion of the Common Rule, that is the exemption, or exemption categories because I think it is pretty hard to comment on that without commenting on the entire process.



MR. NELSON:  On the other hand, OHRP just put out a request on the expedited review categories and focused in on two in particular and then invited comment on the rest.  So, it is doable.  it has been done.



DR. GENEL:  Well, the short answer to your question is that is how I would deal with it, is to put out a request for comment on the exemption categories and how they are applied.



I am happy to make that motion. 



DR. STRAUSS:  But isn't that doing exactly -- you just said why limit it to the exemption.



DR. GENEL:  Well, right.  It was partly a rhetorical question because that is what I am asking.  It is what I am asking myself.  But trying to be a little pragmatic about it, I think a very pragmatic decision is to put out a notice inviting comments simply on the exemption categories.  Are these adequate, are these appropriately applied, and so forth, without opening up the whole thing at this point.  It is just a more limited, narrow look at it.  Because at 3:00 in the afternoon, I am not prepared to open up the whole Common Rule.



CHAIR TILDEN:  We will send the comments to your email address.



DR. STRAUSS:  I don't think we should open up the discussion now but I think that we could decide to plan a discussion of the Common Rule and its broad application at another time.  Because if we ask for a request for information or comments on this, you know, we are going to get the American Association of University Professors saying that what they do should be exempt and Quality Improvement Council will ask what they will do and so on. And I think we should be considering it as part of a broader look.



DR. GENEL:  No argument.  I agree.  I have no argument.  I agree.  And maybe that is something we ought to consider in part of the discussions that we have been having about how we, where we go next and what we really look at.



CHAIR TILDEN:  It seems to me that these RFIs are a notice for comment of some sort.  They don't, they are just not sent out without some leg work or background work or to know what you want to ask for and etcetera.  Do you have any, can you educate us a little bit on that Ivor?  When one goes to do one of these requests, etcetera, how much leg work is put in before you would, you know, put something out?



You know, we are not going to just say, gee, we are considering revising exemptions or something, send us your comments.  I mean, you want to have a little work in there, preparation and know what would be important to ask for.



DR. GENEL:  Well, in particular, since this involves other agencies, not just OHRP, I mean, I realize it is not as simple thing as --



DR. PRITCHARD:  I mean, if you just ask, if you just say the agency is contemplating making changes to the existing exemptions or to the existing regulations, send us your suggestions, you are likely to get a fairly random array of recommendations.  And if what one is really looking for is to try to tap whether there is a consensus, potentially out there about a particular kind of major shift in the way the exemptions or the regulations are written, then you are more likely to discover that if you ask at least a somewhat more pointed question about what kind of shift you are contemplating.



CHAIR TILDEN:  So my sense, Dan, is that if a Subcommittee could go back and come up with a recommendation.  Well, and I think you have a couple of things here, provisions, new categories, new approach.  But some of these questions, you know, in a more formal way, that they would be something that we could consider.  I guess and consider.



I don't think, except is there a need for it, I guess, is the issue.



DR. GENEL:  Well, not to belabor this, but I really think David's point is well taken and that is and I am very attracted to the notion of sort of an open-ended discussion but really looking at the overall process and whether or not the current application of the Common Rule is really appropriate, you know, I think that type of open-ended discussion.  But whether that is the sort of thing you would invite public comment about, I think I would prefer to try and assemble a very thoughtful panel first and then look at that before going out.  I think that might inform us as to some of the questions we would ask.



DR. STRAUSS:  If that is a suggestion, if that is a motion to develop a panel or develop a session, looking at those broader questions, I would second that.



DR. GENEL:  Yes.  A motion has been made and seconded then, I guess.  However you want to word it.



CHAIR TILDEN:  Everybody has weighed in but Neil and Patty.



MR. NELSON:  Well, just to be clear, we are talking about a panel on why is the system broken, if it is.  And much broader than just exemptions plus or minus.  Right?



DR. GENEL:  The Human Research Protection system but also the Common Rule, and the applications of the Common Rule as a basis for this.  I mean, we can play around, I mean, I think, with exactly how that is phrased but that is the sort of thinking I have about this.  I think it would be more useful than simply just sending out and asking for comments on exemptions.  It is not just the exemptions, it is the process.



CHAIR TILDEN:  Patty?



DR. MARSHALL:  I think that it is a terrific idea to bring a very thoughtful group of individuals with diverse backgrounds who can speak to this very big complex issue.  

One of my concerns is the question so then what?  So we have a very good panel of experts who identify new issues and issues that we have thought about ourselves or have experienced ourselves.  Then what?  Then what do we do? 



I'm not asking for an answer.  I am just making an observation.



DR. STRAUSS:  But I think it merits an answer.  I mean, I think what we do is we look to see whether the recommendations or the solutions that we arrive at as a result of that kind of discussion can be addressed through either reinterpretation of the existing rules, the addition of additional exemption categories or modifications or additions to the regulations.  And I think that those are all within our charge.



DR. MARSHALL:  Okay.



DR. STRAUSS:  I mean, they are not all equally manageable but I think that we shouldn't shy away from an opportunity.



DR. MARSHALL:  Okay, actually that is helpful.  So, you are focusing it very much on the issue of exemptions.  Is that right?



DR. GENEL:  No.



DR. MARSHALL:  No?  Just on the broad --



DR. GENEL:  No, no.  It just happens to be provoked by the question.  But I think it goes much --



DR. MARSHALL:  That is what I thought.  Okay.



DR. GENEL:  It goes way beyond exemptions.



DR. MARSHALL:  That is what I thought.  Okay.



CHAIR TILDEN:  Well, I don't know.  I really, I think if we are talking about having a panel, I think the committee certainly, the motion could be that they are expressing their wishes to hold a panel in this area.  I don't know that we, you know, that it has to go to the Secretary that as a recommendation.  I'm just saying we want to move and so, that this Committee has expressed a sense that that would be something to explore.



DR. GENEL:  Oh, absolutely.



CHAIR TILDEN:  Okay.



DR. GENEL:  Yes.



CHAIR TILDEN:  So, I think, you know, we -- do the ex officios have any comments or thoughts?



DR. LUX:  Just one brief one.  As a Common Rule agency, not HHS, I would endorse the direction that the Committee is taking to look at this very carefully and thoughtfully.  Because however the system is or isn't broken right now, one thing that is clear from my perspective and perhaps from the perspective of other Common Rule agencies is that the fact of a Common Rule and the rule itself have provided enormous benefits to us all and should not undergo any kind of a change without the sort of careful thought that you all are contemplating right now.



CHAIR TILDEN:  Okay.  Well, I think  we all have a sense that that is an area we should pursue and that pursuing it through a panel would be maybe the first step in that process.



So, at this time, I think we should take a break.



MS. BANKERT:  Can we -- I thought we had a motion and a second for a vote to create, to recommend that we have a panel.  Do we need to do that?



CHAIR TILDEN:  Yes, I don't think we need to have.



MS. BANKERT:  We don't need to.  Okay.



CHAIR TILDEN:  I think we changed the motion as we were expressing our sense --



MS. BANKERT:  Okay.



CHAIR TILDEN:  -- that we should have a panel.  You know, resolved that we should pursue a panel in this broad area.  I think Ivor has heard that.  Unless someone thinks otherwise, that it would be benefit to have a motion to the department on this.



DR. PRITCHARD:  Do you want the Secretary's approval before you decide on this panel?



CHAIR TILDEN:  I usually don't.  In fact, I was always jealous of Bern because his supervisor turned over so often, I figured he really didn't have one.



So let's take a break for ten or fifteen minutes and get back so we can address these other.



(Whereupon, the meeting went off the record at 2:57 p.m. and went back on the record at 3:14 p.m.)



MR. NELSON:  All right.  All in favor say aye.  I just called for a vote.  I thought we were fast forwarding.



CHAIR TILDEN:  Yes, I vote that we get started and that we take an absolute termination time of 4:25.



MR. NELSON:  Let me just get you oriented in the interest of time and sanity, we are going to skip over the next installment of recommendations which applied to documentation of informed consent and we will pick that up at the next meeting.



For those of you who are following along in your books, that will bring us up to page 39 on the slide that is on the screen right now, referring to membership, IRB membership rosters because this set of recommendations are fewer in number and more contained, I think, and will need less background and hopefully deliberation.



And then we would also stop at that point and not bore you with all of our kind of internal machinations and thoughts that we are still percolating on topics yet to come, the next steps.  They are in your binders for your interest and we look forward to bringing those to you at a future meeting.  But at this point, I am happy to turn over to my new co-chair, Liz Bankert, who will walk us through these recommendations on membership rosters.



MS. BANKERT:  Okay.  My first disclaimer is that I am not used to just reading from slides.  So, that is what I will be doing.



Okay, I actually wasn't on this working group but to get me broken in here, I am going to try and walk us through this.  And this is 45 C.F.R. 46.103, where they are talking about IRB membership.  And in order to constitute an IRB, there must be a list of IRB members identified by name, earned degrees, representative capacity, indications of experience such as board certification, licenses etcetera, sufficient to describe each member's chief anticipated contributions to IRB deliberations and any employment or other relationship between each member and the institution.  For example, full-time employee, part-time employee, member of governing panel or board, stockholder, paid or unpaid.  So, we all know IRBs have membership rosters.



Changes in IRB membership shall be reported to the department or agency head, unless in accord with 46.103(a) of this policy, the existence of an HHS approved assurance is accepted.  In this case, change in IRB membership shall be reported to the office for human research protections or any successor office.  Okay, so that is the regulation.  



Is there any guidance on the reporting changes in which, what we focused on, there is no time period commented on in the federal regulation.  And when we discussed it at the Subcommittee, we discovered we all reported changes in IRB rosters, membership differently.  Everyone at the table reported it differently.  And then we found this guidance which says, what is the time period of an -- OHRP guidance, what is the time period for IRB registration and how quickly does the information on file with OHRP need to be updated?  If we had more time, I would ask everyone.  The answer is, the IRB registration is effective for three years and must be renewed at that time.  If the information on record with OHRP for the IRB needs to be changed, for example, IRB membership change, these changes should be submitted within 90 days of the change.  Any updates of the IRB registration using the electronic system automatically renews the IRB registration for another three years.



And finally, on the frequently asked questions, complete updates for the FWA is fully completed, submitted in hard copy, renew in FWA for another three years, while limited updates, the FWA is partially completed, submitted in hard copy, will not change the FWA expiration date.  So figure that one out.



Go ahead, Dan.



MR. NELSON:  Well it may be worth just drawing the distinction for those who don't run in these circles every day.  There are two mechanisms addressed on the same FAQ, one being IRB registration, the submission of the roster, the acceptance of that roster by OHRP, your IRB is registered.  That is different than an institutional assurance, the promise by the institution that we know what the rules and agree to play by them, basically.  So although they may be referred to, one versus the other, they are not the same.  And this FAQ touches on both of them.



MS. BANKERT:  Right.  So, what did we decide were the issues?  Well, we decided that institutions, for one thing, are unaware of this OHRP guidance that we just went through.  So that as we noted in our meeting, everyone does it differently.  There is an administrative burden for institutions and OHRP related to filing these changes.  In other words, some people at the table sent in their roster every time there was a change.  So every time there is a change, you are sending in a roster, OHRP is then reviewing it.  Because IRB memberships change regularly, the version filed with OHRP is frequently out of date.  The FDA does not require IRBs to be registered at all or rosters to be filed.  Thereby, this OHRP requirement is in discord with the FDA requirement.  



Institutions, in the meantime, maintain the current roster onsite.  Even in the absence of a requirement to submit to the federal level on any basis at all.



So, our recommendation is that OHRP should interpret 46.103(b)(3) to require that changes in IRB membership be reported to OHRP every three years versus the guidance that is every 90 days.



And OHRP should pursue changing the Common Rule to harmonize with the FDA by eliminating the requirement to register IRB membership rosters at all.



So those are the two recommendations that came out of this working group.



We did hear from OHRP in the room, and that actually is kind of what helped prompt this discussion in that we were talking about the resources OHRP has, where best to put the resources.  And this review of rosters on a continual basis is a significant burden to OHRP, is what we were told.



And the recommendation for three years would put it on the same cycle as the registration requirements.  So we just lump those two things together.  Every three years, you are re-registering your IRB and you are sending them your new roster.  At the same time, you are keeping your roster onsite for submission at any time OHRP requests.  It is a burden-reducing recommendation.



CHAIR TILDEN:  Well that is a way to end the day, I will tell you that.



Okay, well, I move that we consider the recommendations on page 42, I think, the two recommendations on IRB membership rosters. 



I have a question.  In slide number two, the first time I read it I was a little confused.  I think I do have it figured out but when you say by eliminating the requirement to register IRB membership rosters, at first blush I thought it meant to eliminate the requirement to register IRB period.  But you are talking about eliminate the requirement to submit an IRB roster.  Or because we say here, require that changes in IRB membership be reported to OHRP every three years.  Why aren't you just submitting the roster every three years?



MR. NELSON:  These are two very different recommendations.



CHAIR TILDEN:  Okay, that is where I am confused.



MR. NELSON:  One is what we think we might be able to get done in relatively short order if OHRP agrees.  Two is, in an ideal world or maybe in our pipe dreams.



CHAIR TILDEN:  Oh, I see, so you should pursue changing --



MR. NELSON:  Yes.



CHAIR TILDEN:  -- the Common Rule.



MR. NELSON:  Yes.



CHAIR TILDEN:  But when you read -- okay, so the every three years is to meet the requirement of the Common Rule.  To have something on file, changing the membership.



MR. NELSON:  There is nothing in the Common Rule about timing.  



CHAIR TILDEN:  Right.



MR. NELSON:  It's an interpretation which --



CHAIR TILDEN:  Right.



MR. NELSON:  -- therefore, would be subject to reinterpretation.



CHAIR TILDEN:  Right, so the agency would be free to determine how that filing, the timing of that filing.  Okay, I am with you.  I just wanted to clarify that.  Question.  Mike?



DR. GENEL:  I am confused as to why recommendation two would be very difficult.  All we are saying is that you know if FDA does not require registration of changes and OHRP agrees.



MS. BANKERT:  Well, it's in the Common Rule.  It is in the Common Rule.



CHAIR TILDEN:  It is a regulation change.



DR. GENEL:  Oh, okay.



MS. BANKERT:  Yes, sorry.



MR. NELSON:  The wording up on the screen --



DR. GENEL:  Back to previous discussion.



MR. NELSON:  -- is the regulation.  Yes.



CHAIR TILDEN:  Neil?



DR. POWE:  Sorry, I was out of the room when this started.  But I was trying to figure out what is the intent of the regulation?  Is it to assure that the composition is correct on the Committee or is it, as I look at like reporting, it tells me well might you want to know how much individuals are turning over, whether they have experience?



MS. BANKERT:  I think it is meant to ensure the composition of the IRB as appropriate.  And there is very, OHRP has good guidance to help us with that.  And so that is  all good.  The guidance of the IRB has to be appropriate.  We have to maintain that on a local level.  Really the only point here is how often do you submit that roster, that appropriate constituted IRB to OHRP?



DR. POWE:  So if you have an IRB that is turning over for whatever reason that people are churning through, you know, a lot, and at the end of three years, you would report all that churning that happened.  And then what?  What would --



MS. BANKERT:  No, you would just report the --



DR. POWE:  The current roster?



MS. BANKERT:  -- the current roster.



DR. POWE:  So then you would miss the churning.



MS. BANKERT:  You would have it at your local level.  So how many IRBs?  There are 5,000 IRBs reporting these changes.



DR. POWE:  Right.



MS. BANKERT:  So what we are saying to reduce the burden, it is really just a reduce the burden act, is to keep, maintain those on file in your local site.  If OHRP ever needs to see it, then you pull out your current one and send it to OHRP.  



But why would there need to be this redundant filing?  The one reason we discussed would be if indeed OHRP is reviewing every single time there is a roster change to make sure that the membership is appropriate.  And they do as much of that as they can.  But the balance as to how useful that is didn't seem equal to the burden that it uses.



DR. POWE:  So, if I interpret recommendation one, it would mean that on record to OHRP, every three years there will be a snapshot of the composition --



MS. BANKERT:  Yes.



DR. POWE:  -- but it would not take into account the two years before --



MS. BANKERT:  Right.



DR. POWE:  -- the composition really -- they could ask for that information --



MS. BANKERT:  Yes.



DR. POWE:  -- but it would literally be the snapshots every --



MS. BANKERT:  Yes, three years.



DR. POWE:  -- three years.  And that is kind of what my question was.  What is the value of that snapshot?



MS. BANKERT:  Well we thought about not having that at all.



MR. NELSON:  Well and that is why recommendation two is in an ideal world.  To some respects, the three years is something of a compromise.  It is a compromise that puts it on a same cycle as the registration updates or renewal.  It is still three years more often than the FDA with congruent membership requirements, except with the reporting and the registration aspect.



In other words, we are expected to have, there are membership requirements that we all look at to satisfy FDA as well as OHRP.  We have turned it into one agency not to the other and this would be just accepting that we still have to turn it in to OHRP to report changes because it is in the Common Rule but just less often.



DR. POWE:  So, let me ask.  I mean, I understand.  That is exactly what I wanted to know, the intent of this.



So, it says that it is required at every three years.  Could I do it more than every three years so that, let's say I anticipate a bad year, I could choose my year.



CHAIR TILDEN:  Right, but you know it is possible that you could be filing and changing your -- I don't know.  You know, IRB has got 60, 75 people or something like that total.  And you must have hundreds.



MR. NELSON:  Yes, we take a large institution, a hundred members across eight IRBs.  It doesn't have to be churning, they just people come and go.  And then there is also part of the underlying logic or rationale here was even if we are diligent in our reporting, there is always a bit of a lag time from real time.  So, by the time OHRP gets it, if they have the resources to look at each of these, we may have already turned over again or changed somebody.



And certainly, and it was somewhat humorous, we were all comparing notes around our Subcommittee and some people thought the day you made a change, it had to be in their hands.  Other people weren't quite sure.  Other people were 90 days out.  And that is a pretty well connected group and we didn't know that in fact it was --



DR. POWE:  So, yes, this is what -- I understand the compromise.  But I am also asking well gosh, if you are going to collect information, it has got to be useful information and you need to know what you are going to do with that information.  And so that is only the question that I am asking.



DR. STRAUSS:  I just think for the record we should ask OHRP to comment on the utility of the current system and if they feel there will be any loss to the Human Subject Protections enterprise if these recommendations are accepted and implemented, at some point.



MS. BANKERT:  We did ask at the Subcommittee meeting.  So, I don't want to put any --



DR. STRAUSS:  But for the public record.



MS. BANKERT:  Yes.



DR. PRITCHARD:  I think our inclination is to think not.  By the way, we are still waiting to hear back from OGC about whether we can legally interpret the current regulation to allow us to use this three year period notion.



There was the possibility raised in our discussion that even if it were not in fact the case that OHRP was on a regular and frequent basis checking these rosters to see that the membership changes still met all the requirements for IRB membership, that the act of having to make a report to OHRP might mean that the institution was more careful about ensuring that its institutional review board membership always met the requirements of the regulations.  But that is sufficiently speculative that we don't think that that is an adequate basis for preserving the current system, given the administrative burden that it involves.



CHAIR TILDEN:  There is the potential if one, I mean, the way the regulation reads, that changes an IRB membership shall be reported.  So then there becomes some question in my mind about the process.  You know, is the registration process fully electronic?  Is the registration process built such that when you file the IRB roster, you really file, you have to file the entire IRB roster with each submission.  Or can you just file a change?



I mean, these are the more detailed questions but is it as user-friendly as it can be now as well?  I mean, that would be another question I would have.  Because it may be from a legal perspective when you get a legal opinion and it says well it is reasonable, 90 days is a reasonable period of time to report a change, and that might be why it is 90.  I don't know.  But you know, three years might be considered not in the spirit of the common rule.  And in this time period, I think that is what you are alluding to, you may not be able to implement a three year window because there is some limitations.



On the other hand, there is this other piece that since you are requiring  just to report changes, is it as user-friendly as possible?  Which would eliminate your burden as well, if you were just looking at the changes.



DR. PRITCHARD:  That is the question  that we are raising with OGC.  With respect to user friendliness, remember that we have a two-track system.  We have an electronic system but we do not require people to register electronically in the belief that there are some institutions out there, probably a dwindling number, that want to submit or can only submit by paper.  And there are differences insofar as in the electronic system, it is always an automatic renewal if you choose that vehicle.



As to how particularly user-friendly they are, I guess I think I should probably defer to Irene Stith-Coleman to comment on whether she gets any sense from the field about relative ease or preferences with respect to the two different systems.



DR. STITH-COLEMAN:  Specific to the question of whether or not once you make a change in your roster, you need not complete a new roster.  You can, if you are doing it electronically, you can submit only the change.  In other words, once you have complete roster, you make a change and one member, you need only submit that change in the system.  Currently, it is not as intuitive for us to identify that change but we are in the process of developing enhancements to the system, which would make it a lot easier for us to identify the change.



But when submitters are submitting changes they need, only submit the change of the particular member.



CHAIR TILDEN:  Thank you.  Might I suggest, Ivor, to assist with the budget for OHRP that you might consider charging, just like IRBs do, but you might want to charge for manual submission.  I would suggest a hundred dollars to file a TreasuryDirect.  You are splitting a hundred dollar charge to use TreasuryDirect beginning in April.  And that way, you might put yourself -- your revenue may go down as you promote electronic submission but you still would have a source of revenue to justify the use of paper.  But you might consider that.  You might collect the money and never see it.  I don't know about that.



Any other discussion?  Sarah?



DR. CARR:  I have a question to our FDA colleagues as to whether they have any experience with the issue that Ivor raised about whether the lack of submission of the rosters affects the composition.  I mean, I guess when you have had inspections, do you look at the roster and have you found any problems in that area?



DR. LESS:  I am not aware that we actually check all the rosters to make sure that it is a requirement with that part of the regulation.



Normally, when I have looked at warning letters or letters that we have sent out for noncompliance, it has to do with IRBs not having a quorum or following procedures, rather than you know, you didn't have this person or that.  I think we have seen that and we have issued that from time to time.  But whether we spend a great deal of time every time we do an inspection verifying that, I am not sure.



You know, sort of like with the clinical investigators, we have tended to, the qualifications of clinical investigators, we have tended to leave that to the sponsor, that they need to identify qualified investigators.  And so with this, we are sort of deferring to the IRB that they pick the appropriate people to meet the requirements.  And we spot check it once in an awhile but not routinely, I don't think.



CHAIR TILDEN:  Irene?



DR. STITH-COLEMAN:  Just for clarification, a number of IRB organizations that are covered only by FDA also register with us and we do not require a roster in cases in which the IRBs that only review FDA regulated products are registering with us.



And so what we do is we require that they affirm that they are not reviewing IRB regulated products or they only review IRB regulated products.  And once that changes, then they would then have to submit a roster.  So, just for clarification.



MR. NELSON:  From the standpoint of the submitting institutions with respect to the FDA question, I can't speak to how often problems are found in this area, but it has certainly been a routine part of any of our audits or inspections that rosters are requested, at least.  I don't know how tightly they are scrutinized.  But that is certainly a routine part of the documentation we are asked to present, along with minutes and files and --



DR. LESS:  Right.  We do request it.  I guess when I have seen deficiencies, it is usually because a pediatric protocol was reviewed but they didn't have a pediatric expert, rather than, you know, they looked at the whole roster and said you didn't have this expertise or that.



DR. PRITCHARD:  And certainly if we were doing some kind of site visit or evaluation of a particular activity, that is something I would expect we would be asking for.



CHAIR TILDEN:  Pat?



MR. NELSON:  I guess that was underlying our bullet point, our supporting argument that institutions have a vested interest in keeping their rosters up to date because every time we add a member, we need to be thinking what slot are they filling?  Do we have the right number of members?  Do we have the right distribution in the right category?



So whether or not anybody outside requests it, we have a vested interest in keeping it up internally.



DR. PRITCHARD:  It appears as if perhaps this calls to mind the distinction between prevent, control, and detect control strategies.



DR. McNEILLY:  I just wanted to be clear and make sure.  Recommendation two is asking just for submission of the roster and not for not requiring IRB registration.  And I certainly would envision that if that was to change in the Common Rule, that the required IRB registration, people would interpret that to mean that IRB registration is not required at all.  Is that what you are suggesting?



CHAIR TILDEN:  Well that is exactly -- I was a little bit confused.  It might be worded eliminating the requirement to submit an IRB roster with IRB registration.  That could maybe clarify it but I think that was the intent.  Is that right?



MR. NELSON:  Well, I think the notion of harmonizing with the FDA, the FDA doesn't have IRB registration.  And our intent thus far, shooting, you know, go for broke if you are going to go, was to eliminate IRB registration period.



DR. McNEILLY:  I think that raises some real issues, I think probably with OHRP when it comes to identification of IRBs that are being used by another institution.  Say you know, this university wants to use an independent IRB, for example.  And if that is not registered, who is monitoring or who knows which IRB is reviewing what research and things like that.



DR. STRAUSS:  Well, no.  You are not calling for that IRBs don't need to register.  You are just talking about submitting the registration roster?



MR. NELSON:  No, they actually were requesting total elimination of registering IRBs.



MR. NELSON:  There is a reason there are two very separate recommendations here.  And we would ask your separate vote on these.  This is not a package deal, unlike the others.



MS. BANKERT:  Well, we were told that the FDA and OHRP are in discussions on the whole IRB membership registration roster scene.



DR. LESS:  I would just like to clarify that FDA did go out with a proposed rule to require registration a couple of years ago and we are in the process of finalizing that rule.  And actually, it is ready to go into clearance.



DR. STITH-COLEMAN:  As did OHRP.



DR. LESS:  Right.  So, trying to remove that IRB registration, I mean, from FDA, would be difficult at this time, unless somebody else above us stops it.  But the intent is to do it.



MS. BANKERT:  Yes, at the Subcommittee, apparently, we weren't aware of that but the idea would be to harmonize rather than duplicate registrations.



DR. LESS:  Right, it is a single registration system.



MS. BANKERT:  Okay.  Then we probably don't even have to vote on recommendation two.



DR. STITH-COLEMAN:  Excuse me.  I'm not sure if OHRP was aware that the Subcommittee was proposing to eliminate IRB registration all together.



CHAIR TILDEN:  Right.



DR. STITH-COLEMAN:  Our assumption was it was the roster only.



MS. BANKERT:  Okay.



DR. STITH-COLEMAN:  That the organization is operating and IRB would continue to have to register with us and also identify its one or more IRBs --



MS. BANKERT:  Okay.



DR. STITH-COLEMAN:  -- with specific information, including the chair because that is one of the components on the IRB registration.



MR. NELSON:  Certainly one of the motivators for recommendation two was to harmonize with the FDA because the FDA is moving to look more like OHRP, if you will, with a registration system, I think it would be, the spirit of our intent would be to get them on the same page, whichever page that is.



CHAIR TILDEN:  Right.  But in all fairness, I think the slide in recommendation two really goes to rosters.



MR. NELSON:  It does.



CHAIR TILDEN:  It was a little confusing to me.  And I wouldn't support, actually, not registering IRBs at all because I think that flies in the face of where everything is going.  I think there is more pressure for FDA to register IRBs and generally in society to have a stronger handle on what IRBs are out there.  The issue is, by having to file these rosters, does that really help?  And if it is not really helpful and needed and it is going to be more in the auditing, available for auditing purposes so that is why you are maintaining it, then I think that is a better solution than what I would be willing to recommend, personally.



MS. BANKERT:  Yes, I think we are comfortable to withdraw recommendation two and just to focus on recommendation one.



DR. GENEL:  Well, you could also change the wording.



MS. BANKERT:  We could change the wording.



DR. GENEL:  An essentially say something like the OHRP should harmonize registration of IRBs with the FDA.



MS. BANKERT:  Yes.



MR. NELSON:  Well and it may the use of --



DR. GENEL:  Maybe that is redundant.



MR. NELSON:  You said the term register was a poor choice.  If we mean go ahead and register IRBs but stop short of filing rosters as part of that registration.



DR. STRAUSS:  Submit membership IRB rosters.



MR. NELSON:  Maybe since harmonization --



DR. STRAUSS:  Complete rosters.



MR. NELSON:  -- harmonization is a goal here, can we ask if we know where FDA is headed in terms of that part of things?  If they register IRBs, does that include filing rosters as part of that registration?



DR. GENEL:  Does it matter?



MR. NELSON:  Well, kind of.



DR. GENEL:  The sense I get is it is the harmonization that matters, not necessarily whether or not --



MR. NELSON:  I guess the question is, what are we harmonizing to?



CHAIR TILDEN:  And I think that does matter.



DR. LESS:  Does that mean you want us to answer?



MR. NELSON:  Yes.



DR. LESS:  Our regulation does not require the submission of rosters.



MR. NELSON:  But you are headed toward registering the IRB as a committee.



DR. LESS:  Registering the IRBs but we would be following our current regulation, which does not require the submission of a roster.  At least, that is the current plan.



DR. STRAUSS:  I think that makes sense.  I mean, I think if the language were changed to say by eliminating the requirement to register -- I'm sorry, to submit complete IRB membership rosters.  Because you are saying they still have to submit the name of the chair who is a member, then I think that we achieve that harmonization.  And because, as Neil is pointing out, you know, having a snapshot roster once every three years isn't really all that important, I would think.



I mean, the fact is that every time the IRB meets, its minutes have to reflect the appropriate membership and quorum and votes on every protocol.  So, I think there is lots of local documentation of compliance.



MS. BANKERT:  Actually, what we are doing, maybe I am reading it wrong now, is submitting every three years with registration.



MR. NELSON:  We are acknowledging there is going to be registration --



MS. BANKERT:  Right.



MR. NELSON:  -- but that we would follow where I hear the FDA is headed, which is register without rosters.



CHAIR TILDEN:  Yes, and I think you can take complete out.



MR. NELSON:  Yes, I wondered.  Well, the complete was presumably because where did the chair part come with?  The chairs would still be registered or identified.



CHAIR TILDEN:  That's fine.  I think you still can take the complete out.  Just IRB membership.



DR. STITH-COLEMAN:  I think the key here is to get rid of the roster.



CHAIR TILDEN:  Right, yes.



DR. STITH-COLEMAN:  The chair is listed on the roster but the chair is also listed on the form before you get to the roster.



DR. STRAUSS:  You can just delete as part of IRB registration.



DR. LUX:  And in fact should delete it because you want to get rid of rosters all the time, not just during IRB registration.



MR. NELSON:  Well, we'll delete it but that is the only time they are submitted.  Right?  So, --



DR. LUX:  Not now.  It depends on whether your first recommendation is accepted or not.



CHAIR TILDEN:  Okay, that is helpful.  Any other comments or thoughts?



So I think we can just vote on both of them at the same time.  Is that fair enough?  Both recommendations at this point?  Okay.  So I move that -- well, we just need a vote.



DR. GENEL:  Move to approve it.



CHAIR TILDEN:  What?



DR. GENEL:  Nothing.  I just moved approval.



CHAIR TILDEN:  Okay.  I agree.



(Show of hands.)



CHAIR TILDEN:  And it is passed.  Great.  Okay.  Do you want to make any closing comments?



MR. NELSON:  No, I think that concludes.  Well, just to repeat what you already told this morning that we did continue our discussion on the topic of diversity and clinical trials following up to the panel presentation last year and agreed to prepare preliminary recommendations for you to consider in this area and those are still in progress.  So, we look forward to the next time around.



CHAIR TILDEN: To get to the closing, adjournment, there are a couple of other items that have come to my attention.  Number one, David wants to revisit one of the slides because he refashioned it to be clearer.  Clarification big IRBs.  And so we can do that, which shouldn't take very long.  And then we are going to have, we need to have our public comment session and then we can adjourn.  No one signed up?  Okay.



Does anyone in the audience intend to make a comment and signed up for?  Okay, well then we won't have the public comment session.



DR. TRACHTENBERG:  Can I make a quick comment? 



CHAIR TILDEN:  You can make a comment, yes.  We need something to discuss.



DR. TRACHTENBERG:  I just wanted to support what was said about the user friendliness of the registration process.  I have walked several tribal folks through it and it is very user-friendly, in my view.



CHAIR TILDEN:  Great.



DR. STRAUSS:  This should take less than four hours.  It was just a grammatical error in what we fashioned at the end of the discussion, I guess yesterday afternoon.  No, this morning.  And so we just broke the same statement into two so that it is clear that what is considered is the requirement for re-disclosure and that the frequency of these additional procedures, consent procedures, should be appropriate to the circumstances.



So I think this reads in a way that conveys the meaning.  When changes in participant's consent capacity are anticipated or discovered during the course of a study, requirements for the re-disclosure of relevant information re-consent and reassessment of consent capacity should be considered.  The frequency of any necessary reconsent procedures should be appropriate to the circumstances.



CHAIR TILDEN:  I'll move we accept the modification of  IIIe as presented here by David.



Okay.  All in favor?  Aye.



(Show of hands.)



CHAIR TILDEN:  Okay.  Now, is there any other items that need to come forward to the committee before we adjourn?  So, would someone like to move we adjourn the meeting?



DR. GENEL:  Well, may I, before we adjourn, can I acknowledge the fortitude of the chair in persisting through the two days of the process and keeping us on schedule.



CHAIR TILDEN:  Well, thank you, Mike.  And that reminds me that I need to thank Kevin Prohaska and Kelley Hill and all of the members of the committee and ex officios for their efforts in making the meeting a success and getting as much accomplished as we did over the two days.  And so, thank you very much.



So now we will just move to adjourn this meeting.



DR. GENEL:  So moved.



CHAIR TILDEN:  All in favor -- second.



(Show of hands.)



CHAIR TILDEN:  The meeting stands adjourned.  Thank you very much.



(Whereupon, at 3:54 p.m., the foregoing meeting was adjourned.)
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