PAGE  
1

Disability Research Design Issues and Strategies:

A Conversation with Researchers

NCDDR Webcast #26

May 26, 2010, 2:00-3:30 PM Central

Presenters: Dr. Thomas Cook, Dr. Jeffrey Valentine and Dr. James Bellini

[Link to NCDDR webcast page to find an audio/video file with PowerPoint.]

Edited transcript.
>> JOANN: Good afternoon, everyone.  Thank you for joining the webcast today on Disability Research Design Issues and Strategies.  We are looking forward to a conversation with noted researchers, Dr. Thomas Cook, Dr. Jeffrey Valentine and Dr. James Bellini.  The discussion will focus on study methodology and design and their impact on the quality of disability and rehabilitation research.  Today's event is sponsored by the NCDDR's Community of Practice on Research Quality.

I am your host, Joann Starks, with the National Center for the Dissemination of Disability Research or NCDDR, based at SEDL in Austin, Texas.  I'll be moderating today's webcast.

I want to thank our partners at Baylor College of Medicine for providing technical support for the webcast and The Captioning Company for realtime captioning. Both are located in Houston, Texas.

You can submit questions at any time during the webcast and we will do our best to respond to them as time allows.  Please send your questions to webcast@ncddr.org.  We would appreciate it if you only use this address for questions for our panel, not for technical support.  If you want to address your question to a specific panel member, please make sure to note this along with your question.  And please focus your questions on today's topic:  Research Design Issues and Strategies as related to disability and rehabilitation research.

You can also call in your question or call for technical support toll free to 800-266-1832.  This number is both voice and TTY capable.

Some technical notes to keep in mind.  Our most common technical problem is that the Windows Media Player or RealPlayer window might freeze up or stop advancing.  If that happens, please just close it and open a new window.  The webcast will start up right at the current spot in the presentation.  So make a mental note if the window freezes up, just close your window, open a new one and you'll pick up right where the webcast is.

If you should have other technical difficulties, please call 800-266-1832.  You can find this number again by clicking the additional information tab under the presentation slides window to the far right.

We would appreciate your feedback today by filling out a very brief evaluation form at the end of the webcast.  If you click the "Downloads" tab at the bottom on the right-hand side of your Windows Media Player or RealPlayer screen, you'll find a direct link to the evaluation form.  This link will be activated at the end of the webcast.

If you are interested in receiving 1.5 continuing education units from the Commission on Rehabilitation Counselor Certification for participating today, you must fill out the evaluation form.  I will remind you about this again at the end of today's presentation.

Let's go to slide 2, please.  Our webcast today is the fifth in a series of webcasts sponsored by the NCDDR's Community of Practice on Research Quality focusing on issues around the quality of disability and rehabilitation research.  Instead of formal presentations, the webcast today features a discussion panel.  After some initial comments by each of our researchers, we'll have some time for audience questions.

Slide 3, please.  Now I'd like to give an overview of our speakers.  The facilitator for today's discussion will be Dr. John Westbrook who is program manager of SEDL's Disability Research to Practice, DRP, program, and director of the National Center for the Dissemination of Disability Research.  The researchers joining us today are Jeff Valentine from the University of Louisville, Thomas Cook from Northwestern University, and Jim Bellini from Syracuse University.

Slide 4, please.  I will now hand things over to Dr. Westbrook who will orient the discussion about a position paper entitled: The Challenge of Evidence in Disability and Rehabilitation Research and Practice.  Dr. Westbrook...

>> DR. WESTBROOK: Okay, thank you very much, Joann.  First I want to echo what Joann said and say how honored we are to have our three distinguished researchers with us this afternoon for this webcast.  It's a real treat for all of you to be with us.

In order to guide our discussion a bit, each of our presenters has been asked to give his reactions to the position paper that was developed by the NCDDR's task force on standards of evidence and guidelines entitled, as Joann said:  The Challenge of Evidence in Disability and Rehabilitation Research and Practice.

If any of our listeners haven't seen it, it is available to you free of charge at ncddr.org.  On the home page go to Task Forces, and you'll find a link to the paper at the bottom of that page.

To give a little overview of the position paper, it recognizes that many organizations and associations are moving towards an evidence-based approach to service delivery and/or product development.  Disability and rehabilitation research assumes a commitment to help people with disabilities perform activities of their choice and to help expand society's capacity to provide appropriate opportunities and accommodations.

In disability and rehabilitation, we're confronted with implementing a strategy to make use of the best available evidence that we currently have.  Many of the available evidence grading schemes include elements such as randomization of the design, blinding, statistical conclusion validity, including the size of statistical confidence intervals.  These elements can present views in many disability and rehabilitation studies.

The paper lays out several challenges and describes them in some detail.  And I won't go through all that detail this afternoon, but I'll briefly identify what these challenges are to knowledge development and evidence identification in disability and rehab research.

First, there is a considerable breadth and complexity in understanding and overcoming disability that is generated by a person with disabilities interaction with a wide range of factors in the environment.  Some say disability is caused by one's environment, as a matter of fact.

Another challenge involves the emphasis on empowering people with disabilities in decisioning at all steps of the research process which requires a certain type of research design and methodologies that can most effectively allow for this level of participation.

Another challenge involves small sample sizes.  Many interventions are highly individualized or customized, often leading to small samples at local sites.

Yet another challenge involves the difficulty or impossibility of complete blinding and placebo controls in research designs in D&R.

Another involves difficulty in defining an ethical and practical control group.  There is a challenge involving the need for enabling technology including assistive devices and environmental modifications to improve a person with disability's chosen activities and/or quality of life.  And we know that most evidence grading standards currently do not address this type of rehab engineering research methodology.

Another challenge, and this is a very common challenge, is funding.  While there may be funding for pilot development and intervention studies, generally money to support large, rigorous effectiveness studies is very difficult to find.

Lastly, there is a challenge involving a need to address issues in a large social system in that disability and rehab involves social, physical and economical parts of our environment.

Okay, so in the long view, it and rehab research may not be well suited in many instances for large RCT designs.  Our approach needs to focus on research designs, well, most advanced knowledge on the basis of the state of prior research and development and resource constraints.

The paper concludes with next steps.  And these include such things as a need to redefine the field's evidence standards and methods for intervention-based research to expand the relevance of disability and rehab research to the needs of real and specific people with disabilities, and to establish an evidence grading system for nonintervention research and development areas which could include things such as measurement, prognosis and technology development.

Okay, that's it for my summary of the paper.  We'll turn now to our presenters and hear from them.  In that process, I would like to introduce first Dr. Jeff Valentine.  He is Associate Professor in the Department of Educational and Counseling Psychology in the College of Education and Human Development at the University of Louisville.  He is active in the Campbell Collaboration, serving as co-chair of the training group and former co-chair of the methods group.  He is also statistical editor for the Developmental, Psychosocial and Learning Programs Group of the Cochrane Collaboration.  A social psychologist by training, most of his scholarly work involves systematic reviewing and meta-analysis and its application to issues related to public policy.

Dr. Valentine, welcome.  What are your thoughts about the paper?

>> DR. VALENTINE: Well, John, thank you for that introduction.  And I appreciate the opportunity to start the discussion.  Let me just say that I think the position paper provides quite a good overview of the issues and I frankly found little to disagree with, so mostly I will spend some time trying to focus on some issues that arose as a function of me reading that position paper.

Part of the idea that you mentioned, John, is that you seem to be in a position to be wanting to spur the development of grading systems for disability research and I understand where that pressure comes from and I know that there are quite a few -- maybe even a bewildering number of grading systems that exist in the world today and they seem to have utility for people.  I do have to say that I am not convinced that they are generally well done and I'll give you just a few examples of things that you can keep in mind with your work on the task force to maybe try to avoid.

So, for example, some grading systems attempt to identify empirically supported treatments.  And in the process of doing this, they will often have a rule that says something like, we require two randomized experiments in order for us to say that this is an empirically supported treatment.  And I think there is lots of reason to be skeptical of rules like that.  So the easiest example is to ask the question, two studies out of how many that have been conducted?  It's a very different thing if two studies of the two that have been conducted suggest that the intervention works as opposed to two studies of the 50 that have been conducted.  And so we have to worry about that, that that feature is never part of the logic underlying the development of the rule.

So in general I think that these systems are plagued by a host of arbitrary rules that are very difficult to support.  So one positive note that I picked out from the position paper is that you seem to leave open the possibility of having different systems for different things, and I suspect that that's the way to go.  So, for example, you might have one system that's developed to assess the internal validity of common designs that are employed in disability research and then you might have another that's developed to assess issues of applicability.  I think you're in a better position to keep those separate rather than trying to roll them up into a single judgment at the end that tries to capture the multifaceted nature of the judgments you are trying to make.  So as separate descriptions I think they work well and the position paper seems to be open to that possibility.

I will say that part of my concern about evidence grading systems is based on my own experience in conducting a review of school-based intervention efforts -- excuse me I should say school-based prevention efforts, and I don't want to go into too much detail here, but I'll just say that in brief we found that studies using randomized designs were actually quite different from studies that did not use a randomized design.  They were similar in ways that you would maybe expect so that all of these studies relied on self-reports.  They had reported estimates of reliability that were highly similar and they seemed to experience attrition to the same degree, but they were different qualitatively in a couple of really important ways.  And one of the ways is the contact time for the interventions was much greater in the randomized experiments than it was in the nonrandomized experiments.  This is largely driven by the fact that the typical intervention in these school-based prevention efforts --

>> UNIDENTIFIED SPEAKER: Hello.

>> DR. VALENTINE: Hello.  May I continue?

>> DR. WESTBROOK: Yes, I can hear you just fine.

>> DR. VALENTINE: So I was talking about one of the ways in which the randomized and the nonrandomized experiments tend to be different in these efforts.  One of the ways is that they had very different amounts of contact time.  The bottom line is that the randomized experiments involved participants about twice as much as the nonrandomized studies did.  So those are sort of very different things.  You know, you can imagine meeting one and a half times a week versus meeting three times a week and how that might be different and what implications that might have for the results that one would observe in the study.

Another way in which the experiments were different is that they tended to involve the authors as implementers of the study and the developers as authors of the study much more often than the quasi-experiments did.  And we think that that's a potentially problematic aspect.  Because essentially what that means is the randomized experiments were more likely to be conducted and implemented by the program developers and there is lots of reason to believe that program developers will get effects that are generally stronger than would be observed if program -- if the program developers had less involvement.

So I do think that there is reason to be concerned about what -- simply taking at face value the idea that randomized experiments are always giving us the best kinds of evidence.

Back to the specifics of the position paper, I think that there are some major challenges embedded here.  The first is in developing or refining evidence standards for the non-RCT's.  I think for some types of quasi-experiments, such as the nonequivalent control group design studies, doing so will be only moderately difficult.  The hard part for the nonequivalent control group design studies will be identifying what variables ought to be controlled.  And I think we basically have no science to help us do that.  There is very little empirical work.  And surely this is something that varies by context.  And so the research matters.  If you're doing something in a public school, you're likely to need to control for different things than if you were doing something in a clinic just because of the way the selection mechanisms operate.

Developing the standards for other types of quasi-experiments I think will be more difficult.  So if you think about the relative possibility of work that has gone in trying to establish evidence standards for interrupted time series designs or even single case designs as a more specific example of the general type, I think that that's going to require a lot of effort on your part to do.

Even more difficult than that, I think, is the challenge of figuring out how to synthesize both within different types of quasi-experiments so within the interrupted time series design, how do we figure out some way of figuring out what all of them say about (inaudible) what is likely to magnitude -- the effects likely direction and magnitude and also we need to think more about synthesizing across those kinds of designs.  So if we have a body of research with a few randomized experiments, a few nonequivalent control group designed experiments and several single case studies, how do we make sense of what all of those different kinds of evidence say.  And I think that those are, in fact, going to be challenges that are exciting to deal with, but will be -- they'll take a lot of effort and thought and probably research.

Let me just close with the observation that I like the idea embedded in the position paper, and John almost quoted exactly right at the end of his talk that there really is kind of a trajectory for the development and telling of research ideas.  I think this is a notion that gets lost, but the idea that the best research design is not always the largest or the most rigorous one, but rather the one that will most advance knowledge is, I think, right on.  And I encourage you to continue along those lines.

>> DR. WESTBROOK: Okay, great.  Thank you very much, Dr. Valentine.

Next I'd like to introduce Dr. Tom Cook.  He is Professor of Sociology, Psychology, Education and Social Policy at Northwestern University in Chicago.  He holds the Joan and Sarepta Harrison Chair in Ethics and Justice and is a Fellow at the Institute for Policy Research, an interdisciplinary public policy research institute founded at Northwestern in 1968.

His interests include social science research methodology, program evaluation, whole school reform and contextual factors that influence adolescent development, particularly for urban minorities.  Dr. Cook, welcome.  Your comments, please.

>> DR. COOK: Thank you, John.  I very much enjoyed reading your position paper and basically have just three things to say about it.  The main argument, I think, is that the system one has for evaluating research in disabilities and rehabilitation should not be the same system as is used now in the medical area.  And the systems for appraising the quality of evidence there, as we know, revolve largely around the fact that you talked about the conduct of randomized clinical trials, blinding and the like.

Now, the argument is that this system is much simpler than the system for disability and rehabilitation research, and we'll come back to that later, but that's obviously a crucial argument in the position paper.  And one conclusion drawn is that in rehabilitation and disability research, not as much weight should be placed on the randomized clinical trial as the gold standard for inferring what works.  Now, there is a lot to be said about that argument, but it does look a little defensive, sometimes, if it comes from fields where randomized clinical trials have been done and have generally found no or disappointingly small effects.  And one has the sense then that one might be shooting the messenger, the RCT, rather than appraising the quality of the evidence by the best standards in the field, and I think it is incontestable from a perspective that we have no better methodology right now than the randomized clinical trial.  So anyone who wants to make an argument that is a technical argument, but will be read as a political argument, against randomized clinical trials has to know that the new standards that evolved that are not built around clinical trials are going to be seen as secondary in importance, perhaps defensive and not quite of the standard to which some people at least would like to hold the best conduct in science.

Now, my second point is that there is an argument in the paper that one should not only eschew the best evidence around RCT, blinding and the like, but one should move towards a stance which emphasizes better evidence as opposed to best evidence.  Better being evidence that is obviously better than we have gleaned to date in reviewing whatever studies have already been done.  So the aim should be not some gold standard, but some improvement in the quality of evidence.

Now, if one gives up on RCT's or assigns them great weight if they can be done, but doesn't want to pursue the argument to the community of researchers that they should press to do them, if they come up you should do them, but if not there are these alternatives.  Now, Jeff started to talk about these alternatives, and he was correct to emphasize that it is easier to trip them off the tongue than it is to construct a strong justification for them.

Now, some of the alternatives are better justified than others, and eventually the field will have to know what these alternatives are for producing better evidence than the RCT -- better evidence and the methodology used is not the randomized clinical trial.

Now, as I read this literature, there is one alternative to the randomized clinical trial that is not inferior to it with respect to being able to draw inferences or internal validity, but is inferior with respect to statistical power to the tech effect and that is the regression discontinuity study and eventually the field will need to be explicit about these alternatives.  And I think one should consider whether that's not in a special status among the alternatives as the best available.

Now, Jeff talked about nonequivalent control group designs, and there is in fact growing evidence from certain kinds of studies which pit against each other within the same design showing the same treatment group randomized experiments against different forms of nonequivalent control group designs.  And some of that literature has begun to identify those kinds of nonequivalent control group designs that generally do reproduce the same results as randomized experiments with certain kinds of sampling designs, certain kinds of covert selection, paying great attention to this reliable measurement of the best coverts.  So I think that there are some guidelines as to recommending better practice among nonequivalent control group designs.  It would take an hour here to go into greater specifics.

I think that in the disability research area, at least in school settings, there is growing evidence about the causal -- quality of causal inferences, high quality causal inference from interrupted time series that are done with students with learning disabilities in schools and single subject designs that also involve taking away -- giving an intervention, removing it and then reinstating it under control, what some of you recognize as class Al ABA designs, but there are -- it has been recently reviewed and though showed quite convincingly how children's school performance, who are learning disabled children -- school performance varies as a function of introducing, removing interventions, reintroducing them and the like.  So I think the sum attraction of these school settings for certain kinds of nonequivalent control group designs, so I agree with Jeff, it is going to be very hard to set up standards for producing better evidence that's not gold standard evidence, but I think that are going to be leads for you to make recommendations to the field because the field is going to be crying out after this report for saying, well, if I don't have to do RCT's, what on earth should I do?  And I want to know something pretty concrete.

The last point I want to make is that the position paper has an argument in it that we should start from an explication of what is complex in doing research on disabled and population and populations undergoing rehabilitation, and after we have explicated what's special, then we should choose designs and measurement plans and sampling plans, et cetera, that reflect our analysis of what is special or what is particularly complex about our kind of research.  And there is an account given of some ways in which research on disabled populations is different from research in clinical, medical settings, around blinding, complexity, the difficulties of finding dollars for research, et cetera.

I think there are a few red herrings here.  Blinding is indeed part of the clinical medical model, but in most of the other social science fields that do randomized experiments routinely, blinding is an exception rather than the rule and it doesn't seem to bother them very much about that.

The difficulties of being able to do large scale randomized clinical trials because of difficulty of finding money is an argument that is not easy to accept because it's not clear to me that all randomized clinical trials need a lot of money to do good quasi-experiments that cost at least as much if not more because they tend to be slightly less well powered and so need more cases, and there is the political argument which is if you don't do randomized clinical trials because you haven't got very much money, you might well find yourself with even less money in the future because you haven't done randomized clinical trials.  Because they have become the flavor of the decade all over the social and human sciences and my guesstimate would be that Congress and senior bureaucrats look less favorably, funding-wise, on fields that don't do them.

As for the argument about the context in which the research is embedded being more complex, that's hard for me to judge because I don't do research on disability and rehabilitation; but I know I've heard that argument from every other single field in which I have put my nose, so it's not an argument unique to your field as it struggles to find some justification for not doing randomized clinical trials as the norm.  And it's hard for me to know who is to judge how complex the settings are in which research gets done, but it's better if that assertion comes from people not in the field than people who are in the field.  So I actually like this position paper quite a lot, but I think eventually the field will need concrete designs and analyses to go with the argument that we need better evidence and not gold standard evidence and an argument about complexity calls out for an analysis of those special -- those designs that fit the particular kinds of complexity that characterize our field.  And the latter is not quite there yet.

>> DR. WESTBROOK: Very, very interesting.  Thank you very much, Dr. Cook.

Next I'd like to introduce Dr. James Bellini.  He is Professor of Education at Syracuse University, School of Education, where he holds a dual appointment in the Counseling and Human Services Department, Rehabilitation Counseling Program; and in the Cultural Foundations of Education Department Disability Studies Program.

He is principal investigator and co-director of the Advanced Training in Rehabilitation Research and Disability Policy and Training project, which is funded by NIDRR, the National Institute on Disability and Rehabilitation Research.

Dr. Bellini has authored and co-authored numerous empirical and conceptual journal articles and book chapters related to federal-state vocational rehabilitation outcomes, rehabilitation policy and rehabilitation research methodology and training.

Dr. Bellini, welcome to you.  And what are your perceptions?

>> DR. BELLINI: Thank you, John.  It's a pleasure to be here.  I, too, really enjoyed reading this position paper and found a lot to agree with.  I think that I'll take a different tact from what Jeff and Tom spoke about though because I'd like to go into somewhat greater depths on the first point that was made in the position paper on the challenge of evidence.  The notion of the great breadth and complexity in how we conceive disability as an interaction of a person with -- in a complicated environment.

It seems to me and most of my research in rehabilitation counseling has been -- would be considered to be for research at the very bottom of the hierarchy, primarily because it's correlational and descriptive research.  And in fact in my reading -- and I serve extensively in working with journals and editors as a reviewer -- and in my reading of the rehabilitation counseling literature, it's actually quite rare to find a controlled -- an RCT or randomized clinical trial in the rehabilitation counseling area.  They might be more common in areas of cognitive rehabilitation and psychiatric rehabilitation, but even there they are not as common as in the medical field.

I think that it's a particularly poor fit, actually, to import -- although I do really appreciate what Dr. Cook had to say about political perceptions of not going along with the gold standard, but I think it's a particularly poor import to bring an evidence-based approach from -- specifically from medicine, which is derived from a highly reductionistic perspective and well suited to say pharmaceutical clinical trials into the area of rehabilitation where we're dealing with a person interacting in an environment.  When the randomized clinical trials' foundation is to make everything the same for the control group and for the treatment group except for the intervention.  And randomization is -- presumably allows one to make those assumptions, although statistically we know that randomization can oftentimes result in unequal groups as well.  So in general, philosophically, I think it's a poor fit for rehabilitation.  One reason I think it's a poor fit is if you look at the research programs in rehabilitation counseling, intervention research is certainly an important piece and standards of evidence are important there; but research more broadly also requires standards of evidence.  And I would question whether the randomized clinical trial should be considered the best science broadly.  And even among our panelists, there seems to be that basic assumption.  My question would be, okay, the best science for what purpose?  I would approach it in the way we would approach test validity.  A test is not valid for all purposes, you know, specific uses of tests need to be validated in turn.  So I would ask for what purpose is the randomized clinical trial the best science?  And are there other approaches that are a best science depending on other purposes.  And I would say that I think that there are.

The point is made in the position paper, and I think a good one, is that there is an overemphasis in evidence-based practice standards on internal validity, where even to the point where internal validity serves as a synonym for research quality.  Whereas, actually, research validity is the holistic concept pertaining to the strength of all the inferences to be drawn from the research decisions made.  A combination of all four kinds of validity, not just internal validity.

In looking at the research programs in rehabilitation counseling, intervention research is important and it's an area where the field does need guidance, but some of the other research programs that are also extremely important are more inclined to descriptive or correlational.  The impact of attitudes on the general public and on treatment of people with disabilities.  All of those things can be addressed through clinical trials, that is true; but the strength of more correlational type designs is that we live in a multivariate world and people with disabilities live in that multivariate world as well.  In that world, it's very difficult to identify any single cause for the most valued social outcomes.  Most commonly outcomes are the result of multiple causes rather than single causes and so -- you know, multivariate studies I think capture the nature of social reality and physical reality, too, for that matter better really philosophically than do clinical trials.

That said, I think that we do need a set of standards or a grading system of some sort or another for nonexperimental research.  Not all descriptive designs are equal, although in the classic hierarchy, they would all fit into the lowest rung, you know, of the hierarchy of standards; but such things as temporal precedence matters in terms of the strength of the causal claim that can be made, using solidly reliable and valid measures for what we're studying matters greatly, the appropriateness of the statistical analysis and the strength of the conclusions one can draw from them matters greatly as well, and different correlational studies differ, you know, on those dimensions and so the strength of the causal claim differs as well.

In general, I don't know that any grading system will be particularly satisfying to me because there are just too many considerations to be graded in a simple fashion.  It's not a rote activity and will require quite a lot of scholarly judgment to bring order to that kind of chaos of a research program.

In rehabilitation counseling, much of the -- and this was a point made in the position paper that I really appreciated -- much of rehabilitation research revolves around assessing the status and concerns of people with disabilities for which, you know, one cannot do randomized clinical trials.  Oftentimes these pertain to policy.  And in this area, I think that rehabilitation research has something to learn from economics.  In economics, as well, it's quite common to see what we would call the natural experiment, a before and kind of natural experiment.  We would call it a case control study as well.  I think that these kinds of studies or designs are well suited to examine policy outcomes where the control is largely through statistical controls, and the inclusion of relevant variables in the model.  This also has the benefit of being amenable to being theory driven which then aids in the advance of knowledge.

So that would be my contribution.  I see the value of clinical trials, but I think that we could do more in the way of natural experiments looking at policy over time.

>> DR. WESTBROOK: Okay, great.  Thanks.  All of your comments have been very, very informative at least to me, and I think that the members of the task force will feel somewhat reinforced by your comments.

I would like to say that the position paper was an easy one to develop, but it turned out that it actually was not.  So, you know, may indicate that we have some natural differences among those folks that are disability and rehab researchers functioning today.

We do have some questions that we have received, but I think before we move to that, I just wonder if any of you have any kind of comments or reactions to what you've heard others say at this point to bring up.

>> DR. COOK: This is Thomas Cook.  I would like to say a couple of things about Dr. Bellini's presentation, if I might.

>> DR. WESTBROOK: Sure.

>> DR. COOK: Which is that -- a first point is that in modern political discussions about evidence-based policy, it has a quite particular meaning and at least in the fields I know well, and that meaning is around identifying things that can be manipulated in the world in order to bring about desired results.  So it's evidence about what works.  Evidence about things that make life easier for populations people were interested in.

So the political discussions and the policy discussions I see are not about how to do correlational studies better, not necessarily how to do measurement better.  They are about how to identify what makes a difference better.

Now, it's true that the randomized clinical trial only deals with the causal part of what I've just said.  It says, if I manipulate A, does B change in the way I expect.  Now a randomized clinical trial could still have an intervention that you call something and you have mislabeled it.  It could still have an outcome you have called something and you've mislabeled it.  So the randomized clinical trial has nothing whatsoever to do with whether you have labeled the cause and effect correctly; nor necessarily, does it have anything to do with whether you've used statistics appropriately to say that the cause and effect are related to each other; nor does it have anything to say whatsoever about the external validity of your results, how far you can generalize them.  It is a very, very, very limited inference about causation and not about what is the cause, what's the effect, how generalizable is all of this and have I used statistics correctly?  Those are all addenda to experiments, but they have nothing whatsoever to do with randomized clinical trials, per se.  That's the first point.

The second point I want to make is that you talked why it would be desirable to use statistical controls to replace what's called the design controls or something like random assignment to treatment control status.  Actually, as I read the last 30 years, particularly in economics, particularly in microeconomics, what has happened has been a growing disillusionment with statistical controls and their effectiveness with a wholesale rejection of classical ways of doing things, of Hickman's attempts to do them differently, and when they've been put up against the results of randomized experiments in cases where the dependence is on statistical control alone and not design control, they have almost never worked.  And part of the reason why randomized clinical controls are being pushed today for evidence-based context is precisely because statistical controls have failed us repeatedly and people are falling back on design controls.  And by natural experiments, they don't mean something that happens you measure before and after.  There is a technical definition of a natural experiment based upon the exogeneity of the intervention that you're assessing.  In other words, the intervention could not have been the result of any processes that is ongoing but is a discrete event that enters into a system at a moment in time and has nothing to do with the prior existing state of the person or organism.  So just those two technical points, if I may.

>> DR. WESTBROOK: Excellent.  Thank you.  Any other comments?  All right, let's launch into some of the questions that we've received.  Some of them I think will give us a chance to maybe rehash some of the things that we've already gone over but perhaps in a more focused way.

One question is:  How do you see issues of rigor and relevance affecting disability research designs?  For example, participatory action research is an approach that's used by many disability researchers to involve consumers, meaning persons with disabilities, in planning, implementing, reviewing and translating disability research.  How do you think community-based participatory approaches contribute to research inquiries?  And what does that mean for research designs that best accommodate them?  Anybody have any thoughts about that question?  No one has any comments?

>>: Yes.

>> DR.BELLINI: I do.  Rehabilitation research is significantly challenged to incorporate the perspectives of people with disabilities.  You know, the notion is nothing about us without us, and it's taken very seriously.  That said, involvement in research at a high level does require a high level of expertise as well.  And so, you know, involvement should require a certain level of competency on the part of all the researchers whether they have disabilities or don't.  I see it as being essential for relevance, but only if there is sufficient rigor.  In a way, it's a rejection of you know an earlier model of 40 and 50 years ago, a perceived model of professionals without disabilities engaged in doing the research on people with disabilities as objects.

>> DR. COOK: I think that there is a great role for people with disabilities being involved in research, but it depends upon the purposes of that research.  It's impossible, for example, to do qualitative research on people's understandings of what it is to live with a disability; of the interventions that might make a difference in people's lives; the understandings of what the outcomes are that people might want to put into quasi-experiments or experiments.  People with disabilities are incredibly vital informants and nobody can do it better.  Similarly, if you move towards a standard model of RCT's or quasi-experiments, disabled populations are incredibly important in helping one think through what are the range of interventions that are worth implementing.  We saw with the women's breast trials -- breast cancer trials of 30 years ago that all of these mostly male medical researchers were coming up with interventions that the women with breast cancer were not in the least bit interested in doing, carrying it out, implementing.  And the women who had cancer had much better ideas about what was worth doing in the social side of research on women with breast cancer.  And so I think that people with disabilities have to be very important in the vetting of what's worth doing, including RCT's.  To repeat, that not at all stages -- or some stages, you know, narrow minded technocratic expertise is what's needed and if you have a person who has a disability and that expertise, that's wonderful, but having that disability is not a necessary condition for the narrow technical task.

>> DR. WESTBROOK: Okay.  Dr. Valentine, any thoughts?

>> DR. VALENTINE: I'll just reiterate the point that I would make, and I'm reiterating it because Tom made it.  The idea of people with disabilities as informants for what is valued both in terms of the components of an acceptable intervention and what is valued in terms of outcome I think is critical.  Because as Tom said, there really is nobody else who can do that better.  And as long as I think that's done in a reasonable way, I think that that's probably the best way to involve relatively large numbers of people with disabilities in this kind of sort of technical -- technology evaluation research.

>> DR. WESTBROOK: Okay, great.

Next question is dealing with familiarity that any of you may have with GRADE.  GRADE is a research grading checklist.  GRADE stands for Grading of Recommendations, Assessment, Development and Evaluation.  It rates evidence and judges the strengths of recommendations.  Just FYI, NCDDR has supported some webcasting and workshopping around the GRADE strategy.

It assists in the sorting of research by designs and suggests an evidence-base from research that -- from some designs that may not have used a randomized design.  So it's looking at what would be high quality among different types of studies like observational studies, for example.

The Cochrane Collaboration has now endorsed its use and it is implementing it.  Do you have any thoughts about how we determine evidence through things like GRADE?  Does it provide an approach that you think is viable for us in D&R?

>> DR. VALENTINE: This is Jeff Valentine.  I have a little familiarity with GRADE.  I'll say as disclosure, I know a lot of the people who implemented -- who came up with that system pretty well.

In my opinion, it's probably the best system I've seen of its type.  If somebody goes to the GRADE website and looks at it and then looks at some other ones, one of the things that becomes clear very quickly is that it's a much more complex system than is typical.  And for me, that's what makes it better, because I think that these are actually quite complex judgments that are very difficult to turn into some sort of software based things that could be done via computer as Dr. Bellini mentioned earlier.  But GRADE does come -- it's closer than anything else, and to pick up a theme from Tom Cook earlier, it's a better version of what's been done.  It's probably not best, but right now best isn't our goal.  We need the to do better and this is better.

>> DR. BELLINI: I don't know the GRADE, but I know in the literature in violence in schools that there are four or five different rating systems for rating the quality of evidence.  And unfortunately they vary quite a bit and it's a little disheartening to notice that and it says straight away that we don't have nationally common standards of evidence and that as people come up with standards of evidence, they'll have to bite a bullet and say this is the best we can come up with and the fact that -- no, the likelihood of that is attested by the fact that these systems are quite different.

One aspect of the system that's worth noting which is that people think that the best of these rating systems is something called blueprints out of the University of Colorado.  Others are put out by agencies that do work on violence in schools, and it's pretty clear that the federal agencies that do work on violence in schools choose their standards in part to get into the successful programs those that they have funded.  Right?  Because blueprint has fewer than the others and the other federal systems have more in them and the more they have in them, are things that they themselves have funded because they need to justify to Congress the money that they have used.  And if they have a system that says here are the violence programs that work in schools, and none of them are those that we funded and we've been funding them for 20 years, they are in trouble.  So remember that these systems are both technocratic and political.

>> DR. WESTBROOK: Any other thoughts about that?

>> DR. BELLINI: Yes, I think systems of this -- I'm not that familiar with any of them per se, but I have a sense of GRADE and some of the others.  To me, they are useful as a reminder checklist, but they are not useful as a -- as generating a summary score that has inherent validity.  That the higher score is inherently then the better piece of research.

I think Dr. Cook makes a great point.  They are both technocratic and political.  And I think we can usually count on a grading system being used in a much more simplistic fashion by end users than by the folks who developed them, which I think is a danger.

>>Right.

>> DR. WESTBROOK: Okay, great.  Next question will force us to change gears a little bit.

Could you comment on how disability research methodology or analysis might need to be modified in order to increase cultural competency and applicability of results to diverse audiences?  Issue of cultural competency.

>>DR. COOK: I cannot answer that since I don't know the research community very well.

>> DR. WESTBROOK: Are we stumped by that question?

>> DR. BELLINI: I'm a bit stumped in that I'm wondering if this is completely framed within an American context or the broader international context.  Because I know that the conversation around multicultural issues is a very different conversation within the United States than internationally.

>> DR. WESTBROOK: Right.  I think that this questioner is actually dealing with the national issues of cultural competency.

Well, let's put that one aside and go to another question.  What are the best research designs that are appropriate when the sample size is small?  In other words, less than 20?

>> DR. COOK: Let me take a first stab.  It depends, and mostly depends upon what the intervention is you're looking at.  I assume that this is intervention research and it depends upon how much control you have over the situation.  Remember, this really recent reinvigoration of the single subject design then meta analyzed across multiple subjects and those studies are at N of 1 or you could do two and three and four and five in order to get replication, but the requirement there was that you have to have pretest observations of people at, let's say, roughly four or five times before with the necessary condition, and you have to have the capacity to give the intervention to different people at different times.  So that you could look at the degree of correspondence between when the treatment was administered and when the response changed.  And you could look for each person at the amount of change after the intervention relative to the four or five times beforehand.  But this is a very restricted set of circumstances, but it is a frequent circumstance at least in schools dealing with students with learning disabilities where it's used a lot, but I don't know about other kinds of disabilities and rehabs.

>>DR. VALENTINE: No, I would agree with what Dr. Cook says.  If you have an N of 20 and you're interested in the strongest possible causal claim related to internal validity, then some variant of a single subject design would be the best option although it would require a lot of resources and considerable time for the reasons Dr. Cook said.

>>DR. COOK: You know and alternative is to give up on the idea that a single study is going to answer a question for you.

>>DR. VALENTINE: Thank you.  I've been thinking that all along.

>>DR. COOK: You're welcome.

>>DR. VALENTINE: Yeah.  It is true, we ask the single study to carry too much water.

>>DR. COOK: It's is the psychology of the single study is that the person who does it, and spends three or four years slaving over the study, is not asked to be modest in his or her claims about the impacts of that study, but I agree from a science perspective science perspective and not a psychology of science perspective, single studies are just one dot in a review.

>>DR. VALENTINE: And looked at that way, it actually doesn't take too many studies with sample size of 20 to add up to a credible evidence-base, especially if replications are done relatively thoughtfully and with relatively complete knowledge of the studies that have gone before them.

>>DR. COOK: But the problem is I cannot publish my own study of 20 cases.  So why should I do it just to be a dot in this future meta-analyses that somebody else is going to do?

>>DR. VALENTINE: Because I can publish that study and that review.

>>DR. COOK: You can.  (Laughter).

>>DR. VALENTINE: Well, because redemption awaits you in the future.

>>DR. COOK: Oh, of course.

>>DR. VALENTINE: The redemption through meta-analyses, the failed study that becomes relevant again.

>>DR. COOK: We have to be interested in the psychology of science as the politics of science.script

>> DR. VALENTINE: Tom, let me pose this question to you because I -- I sort of get this question all the time.  And in fact I did a peer review of an article in which an individual made the case that studies that were not sufficiently well powered to detect small effects shouldn't be done.  And I, as a person who conducts reviews, I just -- I disagree with that and I can't imagine how that's good science policy for the country or for the world for that matter; but what do you tell the person who only has resources for a small sample about what they should do given that you know probably the kind of research they are going to do is going to be a group design?

>>DR. COOK: Well, I would answer that in two different ways.  The first is about science policy.  In medical research with multiple sites, it is the norm to have too few people at anyone site in order to draw any inference that anybody is going to publish ever.  And so what's happened is that traditions have evolved of making sure that the clinical investigators at each site are very well paid.  It's very expensive.  So there is a lot of money floating around to support each site.  And second, is the tradition of being able to publish one paper with 20 odd authors in it.  That last part, of course, does not hold in the social sciences.  So I tell science policy that small studies repeated many times are extremely valuable.  They are better for external validity than the one big study; and that they have to be paid for and there has to be some way of scientifically rewarding the investigators as well as putting money into their pockets and helping build up prestige in their local institution.

At the level of the individual who comes along and says what can I do with an N of 20, Dr. Cook, I never say don't do it.  I say if your heart is in it, do it.  It may not pay off in these ways like publication; but there is lots of things you can learn from it because causation or a description of a population from a random selection of cases from the population, you know, these are the two things that science loves; that's not the only part of science.  There is exploration.  You can explore a lot of things.  There is correlations which are necessary conditions for causation and you can try and look at some sources of covariation.  Even if it's never to get published.  So I say change your purposes for doing the study since causation and description in a demographer sense are not the only goals of science.

>> DR. WESTBROOK: Great.  Very interesting.  All right, we've had a question that's come in:  What suggestions do you have for appropriate control group conditions in intervention studies?  We're always challenged to find good control conditions to minimize the dropout rate within an RCT.  Any thoughts?

>>Jeff, you want to go?

>> DR. VALENTINE: Well, I'm not sure I have enough context to answer the question.  Do you know if this question is specifically about loss from the control group only?

>> DR. WESTBROOK: I believe so, yes.  I think it can also be that the comparison group when people find they are in a comparison group that they tend to drop out of it, too.

>>DR. VALENTINE: Yeah, this sort of also relates to a thought I had about the position paper, and Tom hit on these points a little bit earlier.  It seems to me that in a lot of ways the best kind of comparison is this sort of current practice stuff.  And so we have, I think, sometimes a little bit of a misunderstanding that a true experiment requires a no treatment control group.  So nothing at all happens to these people, but clearly that's not the case.  If we're doing a study of a new treatment for depression, some people are going to get the usual treatment and some people are going to get the new treatment and everybody is getting something and I think that that -- you know, those sorts of models are perhaps one way to help combat the attrition problem, especially if it's group specific.  I guess the other thing that I would suggest is -- this is another time when it's good to have people on the ground who can tell you why attrition is occurring and (inaudible) that that knowledge is helpful in both planning studies and figuring out what has happened in studies once they've been carried out.

>> DR. BELLINI: I'd like to follow up there.  The Helsinki Declaration related to research ethics makes it the international declaration, makes the point that no treatment control groups are of questionable ethics.  In that context, the providing a standard treatment comparison against a new treatment is both ethical.  It is helping people who need help because typically people come to a rehabilitation intervention because they need something.  And if they are wait-listed, then presumably they are not getting what they need during that time and that's an ethical issue; but so there are good reasons beyond just the science.  But the science is a compelling reason, too, to have come comparisons between treatments versus treatment and no treatment.

>> DR. COOK: And I think it's quite rare to have a genuine no treatment control group in which usual practice is withheld from somebody with a need.  I mean, that active withholding of service would be considered very, very unethical.  Most comparisons are between current practice and some attempt to improve on current practice; or between different ways to improve on current practice.  I mean, the tradition of experimentation, rather randomized or because science is very much a traditional amelioration and not a tradition of withholding.

>>You still do see though placebo controls, which is not exactly withholding, but it's also considered an inert treatment.

>> DR. COOK: You very rarely see those in the social sciences.  I agree you do in the medical sciences, but it's very, very, very rare in the social sciences at large.  In fact, off the top of my head I can't think of a single one.

>>Well, I was just thinking of (inaudible).  I guess that's been awhile now.  It's 16 years.  So maybe it is fading out.

>> DR. WESTBROOK: We have some directed questions now.  So this will really put you guys on the spot.

Dr. Valentine, from your perspective within the Campbell Collaboration what are the challenges in developing and obtaining approvals for systematic reviews involving disability centered review questions?  How can we maximize awareness of what we know from the current volume of disability research that's been conducted?

>> DR. VALENTINE: Well, I think I'm only going to be able to partially answer that question.  The Campbell Collaboration has within its education group a group that is devoted to issues of disability and so from that standpoint Campbell has a group that is probably more able an certainly more willing than one might find elsewhere to engage with this sort of research; but I do think that it's difficult to under estimate the challenges associated with synthesizing nongroup-based studies.  So Tom mentioned the work that's been done by Shadish by synthesizing single case designs.  It's shocking to me that it's 2010 and that sort of work is just now being done, but imagine trying to synthesize interrupted time series designs or even several regression discontinuity designs.  I'm just not sure that we have an infrastructure that will handle that yet.  So I think that that's one challenge.  Synthesizing within those kinds of designs and then trying to make sense about what different designs seem to tell you about the direction and likely magnitude of an effect of an intervention is tough.  So I mentioned this earlier, but when you have a series of single case designs, maybe one or two interrupted time series designs and a nonequivalent control group design all looking at the same intervention, how do you make sense of potentially conflicting patterns of research and I don't know the answer to that question.  I do believe that it will take a lot of scholarly judgment in addition to methodological expertise to do that well.

>> DR. WESTBROOK: Okay, Dr. Bellini, there has been talk about development of evidence-based rehabilitation approaches or guidelines.  What's needed for this to become a reality?

>> DR. BELLINI: Well, there aren't -- I think funding is a key in rehabilitation counseling there hasn't -- I'm not seeing a lot of randomized clinical trials being published in the main rehabilitation counseling journals.  I'm seeing more correlational research, some group designs, causal compare ton in nonequivalent groups.  Gosh, I don't know what's needed to bring that to reality.

As I've said earlier, I'm fairly skeptical of these sorts of standards as a basis for making judgments.  I think that the human mind is a better at complexity than applying a simple scheme.  Now, I do understand the benefit of applying the simple scheme is that presumably everyone applies it fairly consistently.  Nonetheless, I incline toward complexity and would like to leave that open to scholarly judgment.

>> DR. WESTBROOK: Okay.  So we can assume that evidence-based rehab is not on the immediate urge of becoming a reality?

>> DR. BELLINI: Well, I would put it differently.  I think that it is all evidence -- everything published from the best to the poorest research constitutes some evidence.  I think what we're talking here about is how to evaluate that evidence.  Frankly, the four types of research validity taken as a whole is an excellent tool -- conceptual tool for evaluating the strengths and weaknesses of designs and research decisions.

>>Right.

>> JOANN: Excuse me.  This is Joann.  I wanted to let you know we only have about five minutes left.  So we need to start looking towards wrapping things up.

>> DR. WESTBROOK: Okay.  I have to ask Dr. Cook a question and we have several for you.  I'll just ask you one at this time though.  One person writes that they are involved at the start of an evaluation -- outcome evaluation.  Could you suggest indicators that would be associated with a high quality disability research study?  This may be a question that emanates from the fact that NIDRR usually in their selection criteria will not only have a section dealing with research design, but a separate section dealing with evaluation, if that happens.

>> DR. COOK: I'm sorry -- I really can't answer that one because it's about indicators for use about quality in -- research on rehabilitation and I am not a substantive expert in the area.  And so I am not as aware as I should be of the specifics of research in your area, other than through the position paper that I just read.  So I think one of the others can do a better job than I can.  Forgive me.

>> DR. WESTBROOK: All right.  Anybody else have thoughts?  As I said, we had more than one question for Dr. Cook.

Here is another question:  Can you comment on field experimentation and its potential for disability in rehab research?  Your recent paper with Will Shadish focused on randomized and nonrandomized experiments and quasi-designs?

>> DR. COOK: Well, all I can say is it seems to me that the field of disability and rehabilitation, judging from what Dr. Bellini said, is not a field that is rich in its tradition of randomized clinical trials or of quasi-experiments other than nonequivalent control group designs.

Now, if that's true, and again I have no independent knowledge it is -- forgive me -- but if it's true, that is a state of affairs that ten years ago characterized education at large in the United States.  Then came along a group at IES, under Russ Whitehead's leadership.  They decided the quality of field work should become higher and it should be built around high quality quasi-experiments they were willing to define and around randomized experiments that they were really willing to push.  And they made it a cultural agenda to change the agenda of educational research practice.  And everybody thought -- a lot of people thought this is bound to fail.  Yet it was surprising how many people climbed on to the new agenda -- some of them from outside education, but most of them inside education -- and they did evaluation work both in sort of contract level and at field initiated grant level and a culture has emerged of younger people in educational research who do this kind of work of more teaching of such research styles in graduate schools, of more workshops informing people in education how to do this work, of more editors who like this kind of work, and of more submissions to journals of papers that are like this.  So my guess is that the situation would change most rapidly if there was a political will with some resources behind it that was willing to push this kind of agenda as opposed to taking the politically convenient route of saying let 1,000 flowers bloom and let's not offend anybody who has been funded in the past now that we focus our funding more narrowly.  It takes a lot of political courage to do that.  I don't know if I answered it well, but that's at least what came to mind.

>> DR. WESTBROOK: I think that's a great answer.  A great answer.  And I suppose Joann will tell us that we're about out of time.

Just let me say how great it's been talking with you this afternoon.  I think your remarks are very, very informative to our listeners in many different ways.  So thank you again.

>> JOANN: Thank you, John.  We have run out of time.  We're actually a little bit over.  I also want the thank you, Dr. Westbrook, and our panel of researchers for your comments and insight today.  And thank you to everyone for participating in our webcast this afternoon.

It's our hope that today's webcast, sponsored by the Community of Practice on Research Quality, will stimulate discussion within the disability and rehabilitation community on these issues with a goal of sharing knowledge and generating ideas, suggestions or best practices for addressing factors that affect research quality.

If you have a suggestion about a topic we could address or are interested in being involved in future discussions and activities, please make sure to note that on your evaluation and include your contact information so we can get in touch with you.

I want to remind and encourage everyone to fill out the brief evaluation form.  This will be helpful to us for planning future events.  And it is required for those of you who would like to receive the CRC continuing education units.  It just takes a minute and you can do it right now before we sign off.

Please click on the "Downloads" tab at the bottom right-hand side of your Windows Media Player or RealPlayer screen.  And you will find a direct link to the evaluation form.  A link to the evaluation is also found on the NCDDR's web page related to Webcast 26.  If you find you can't access the evaluation right now, it could be that there are too many people all trying to get on at the same time.  So please try again in a few minutes or wait until tomorrow.

Also in the next few days, an archived audio/video file and a written transcript of the webcast will be available and posted on the Webcast 26 page.  We will send out an E-mail to everyone who preregistered when those items are ready for review.

Please visit our website at www.ncddr.org for more information and to view additional archived webcasts on topics related to research quality and knowledge translation.

Before we end, I want to invite everyone to join us next Thursday, June 3rd, at the same time, 2:00 p.m. Central, and 3:00 p.m. Eastern, for our next webcast presented by the Center on Knowledge Translation for Technology Transfer. The topic is Begin with Knowledge Translation; Have the End -- Technology Transfer -- In Mind.  

Finally, I want to thank the National Institute on Disability and Rehabilitation Research (NIDRR) that provided the funding for the webcast. Once again, on behalf of our speakers and the rest of the NCDDR staff, thank you and good-bye.
