ocda-051216audio


Session date: 5/12/2016
Series: Orientation to the CDA Program
Session title: Development of VA HSR&D Career Development Research Plan
Presenter: Becky Yano

This is an unedited transcript of this session. As such, it may contain omissions or errors due to sound quality or misinterpretation. For clarification or verification of any points in the transcript, please refer to the audio version posted at www.hsrd.research.va.gov/cyberseminars/catalog-archive.cfm.
Molly:
At this time I would like to introduce our speaker. Today, we are lucky to have Dr. Becky Yano joining us. She is the Director of the VA HSR&D Seminar for Health Study of Healthcare Innovation, Implementation & Policy. 

She is also the Director for VA Women's Health CREATE; and Director of VA Women's Health Research Network called the Consortium; and a Professor of Health Policy & Management at UCLA Fielding School of Public Health. At this time, I would like to turn it over to you, Becky.

Elizabeth Yano:
Thank you so much, Molly. I just wanted to carry on. We have a lot to discuss today on research plans. I wanted to dive in. As you recall for those of you who were participating in the prior session, we focused on the identification of mentors and the mentoring plan. This time, we are going to focus on development of the research plan. In this case, it's called all 19 pages of it whereas the mentoring section is more like three pages. 

Just a reminder of the CDA evaluation criteria that we are talking about that are relevant to today – is the relevance of the planned research to the VA, and the feasibility, and merit of the planned research. 

I have just have anchored this again in one of the first CDA seminars with Dr. Paul Shekelle, who was then Chair of the CDA Review Committee; and Robert Small, who is the Program Manager for the HSR&D CDA program provided. That too is archived. They reminded folks about specific aim recommendations. 

Now, the specific aims are not officially in the research plan. It is the single page that comes before the research plan. But it is an absolutely critical page that sets everything else up in context. I just wanted to go over it one more time before we dive into the research plan specific. Their specific aim recommendations were clear, relevant, and logical. It sounds easy, right; and exist within a conceptual framework, achievable; and build upon one another but not overly interdependent. Can lead to independent projects; so, publications, survey instruments, and other tools for example – will lead you to an independent investigator initiated research project proposal or IIR is novel, meaning it adds something to the literature. 

I can give you an example of one. I recall some years ago where someone was taking something done at the university and basically doing – adapting it to VA. But it was not an adaptation that was actually going to add value; meaning there was nothing in that particular proposal that suggested that studying this particular issue in Veterans would be any different whatsoever. 

I mean, there are some situations where adapting to VA and Veterans is of high value. But in this one case, the committee said that it would actually add nothing to the literature. Then how this fits with other VA work in this area. Again, as I think I have impressed upon you, I hope, that you have to understand the context for your work. How it fits with research in this area. How it fits with operations and policy work. 

Of course, I have to say on another level, is that all? That is a lot to put in a single page that includes space for your specific aims. The research plan recommendations that they've put forward in that proposal workshop were that you would had to include more than one aim, or goal, hypothesis; more than one project, and probably more than one phase, or a combination of things all together. The short story version of that is that typically these are not a single project. These are usually two, or three, sometimes four, although that can be overly ambitious aims. 

The hypotheses should be clear. A hypotheses are not always clear in the specific aims page itself. Because there is often not space there to put them in. I have sometimes seen them there. Sometimes they are addressed in the methods itself. But reviewers are often asked whether or not your research quest – your aims, or your research questions/hypotheses are clear. You should probably make sure that you address that somewhere in this plan. 

They should also be feasible within the CDA time frame. Of course, what is hard is they should be ambitious but not too ambitious. Finding that right balance, it can be very difficult. But that again is why routinely we have found these things take about a year to develop effectively depending upon your work in the area previously. 

The additional recommendations they made was to make sure that the conceptual part about how it all fits together is clear. Each aim and project, and each training activity and each mentor needs to make it all fit within a clear, logical conceptual framework. You have to clarify both what you know and what you will need to learn and why. 

Again, we have talked about this being the foundation for why you would need a Career Development Award as opposed as to just pursuing an investigator initiated research grant directly. Also to not include any fluff or undefined jargon. I have a colleague who used to tell me that the more nervous she got, and the more uncertain she got, the more she threw jargon at. I do not know if that is anyone else's MO. But I could always tell when she wrote a paper or a proposal that she was going into turf she did not understand. Because suddenly formulas would appear and very complex technical language, it would appear. 

None of that works or applies with the VA Review Committee. Then help reviewers see the progression to an independent investigator. I think I have made the point several times. I'm just making it again. There has to be this notion of trajectory so that at the end of five years, it is not that you have got a bowed tied on top. But then, in fact, they can see where you are going to head so that they understand that there is an investment in you. It is not only during this five years, but in a future in productive high value, and high impact VA research. 

They also included some useful, and some actual summary statement excerpts. For those of you who were thinking about a second – a revision or a second revision. One of the killer statements is not responsive to LOI feedback or not responsive also to reviewer feedback. Unlike an investigator initiated research grant, when somebody – when the review committee for the CDAs do A, B, and C; if you were in a Scientific Merit Review Board meeting, you could more feasibly make a case for why you think the reviewers might not be correct in something. 

I have found that to be much more difficult to do with the CDA Review Committee. Because they really, unlike this SMRB where they are not supposed to guide you to improving something, the CDA Review Committee is in fact told to give you advice. There has to be an extremely strong reason for you to not follow their advice. You have to be responsive to that feedback. 

The plan, sometimes as_____ [00:07:07] said, the plan if very broad. It lacks clear hypotheses. You again, cannot make the reviewers do the thinking for you. It is very important that those things are well laid out. Another statement, approach is not well supported. It does not seem to map well to a conceptual model. Well, the flip side of that is these things do require conceptual or theoretical models. 

I can tell you that both within the CDA reviews, and the regular proposals for the Scientific Merit Review Board, it is not uncommon for someone to plop in or Donabedian structured process outcome model, or a_____ [00:07:46] Diffusion of Innovation model, or something like that; but then see no evidence of its influence on anything else in the rest of the proposal. The committees are very sensitive to that. If you are going to use the model, you actually have to use the model. The purpose of them is to drive your thinking and variable selection, et cetera. 

Another summary statement and methodology_____ [00:08:10] requires further development or clarification and more detail is needed on data analysis and variables. I worked with a CDA applicant just the other day and reviewed the proposal. I gave some feedback. I found that none of the data sources were specified. 

None of the actual variables were defined. Basically, that means the committee has to take your plans completely on faith that you have good data from the right years with the right variables to address your conceptual model let alone your research questions. That is too much faith to put on anyone no matter how smart and productive someone has been. They really do press on pretty darn clear methodological plans. 

Another statement could benefit from greater clarity and organization overall. Again, this is what I have been talking about in terms of the organic nature of all of the pieces fitting together so that the committee members can in fact, really perceive and visualize what your path will be like. What the experience of your CDA will be like. A few more summary statements and I think this one is important as well. Pilot work should clearly indicate what aspects of feasibility, effect sizes, et cetera are the focus of the pilot; indicate why pilot work justified, give some indication of what a larger study would look like. And, or the pilot intervention itself was not well described. 

Now, this is a tough one. I am sure it can be very frustrating for CDA applicants. We will talk some more about this one in some detail in a moment. But the notion that these early aims are going to inform a pilot at the other end so that you cannot really define a pilot intervention. It does not really fly at this point. I personally very much understand how frustrating that can be. But the competition for these is very real. 

If someone else has been working in a pilot area for some time; and they have even got a pilot study done ahead of time, they are going to have a leg up at this juncture. It is something to think about. Whether or not you really have enough information, and data, and foundation, if not burning platform for any pilot intervention you might propose to implement. 

The next one IIR, to be developed in year three. It is not developed with sufficient details to determine feasibility in relation to earlier aims and objectives. The same kind of issue; and one of the things that I think is a struggle in these is that historically they have wanted – HSR&D Career Development Award programs wanted you to have or at least propose an IIR by a year three. Yet, there is a variable expectation of what it will take to actually get that funded. Whether or not, since it can take two or three submissions of an IIR; just like it can take two or three submissions of a CDA to get funded. That your research plan unfortunately cannot completely rely on an IIR level of funding to be completed. That is tough. Because that means that you have to do things that are smaller than you might want to do. 

Back to the specific aims, again, they are not technically a part of the research plan. But it is perhaps the single most important one pager you have got. It comes immediately ahead of the 19 page research plan. It describes your short and long-term objectives in terms of career trajectory and the potential impact of the proposed research on the quality and delivery of Veterans' care. It is also supposed to include a succinct and specific objectives of each project proposed, the concise goals of each project, and summarize your expected outcome and research impacts. 

I would say that ahead of these aims, which are always in this one-pager is a concise and the most compelling argument for why you are going to pursue the reach – research you are going to pursue. Really you have helped this committee make a decision on the basis of this page and everything in the research plan that follows just further confirms and validates the decision early on. That is how important at least in my opinion this one page is. It is also an opportunity to demonstrate your knowledge of the policy impacts, the Veteran health outcome impact, the magnitude of the problem, and the implications and consequences of ignoring the problem. A lead up to your aims so that by the time you get to your two, three, or four specific aims, the Review Committee  is going of course, these are the right things that absolutely must be done. 

Now, to write something like that is not easy, which is why we always at least start all of our CDA applicants off on the aims page. They may be stuck on the aims page for a few months as they refine and hone it. Then after they do their research plan, they are still going to end up coming back to the specific aims_____ [00:13:18]page to refine it and hone it once they actually try to flesh out the methods and determine what was actually feasible. As I said, this is usually the first page we have anyone write. It has to make early, concise, and compelling case for the research plan, the career plan, and for you as a candidate. 

I also would recommend that you review others' approaches to the specific aims on the HSR&D website. The reality check there is do not expect that you can adapt what is there. Every application is unique to what the topical area is and its background, and its clinical nature, as well as the methods you are going to approach. But sometimes it is handy to see how other people have approached their Career Development Award applications. 

All of those aims, I mean, there are the abstracts. They are not necessarily a specific aim page. But they are actually several specific aims are written into their abstracts as well. I just reviewed a batch of those from the last ten or 12 funded CDAs thinking about how to help mentor our own local folks. It was very interesting to see the array of them. Now, I would not do that right before you submit in case you are the kind of person to read it and go, I should have thought of this. I should have thought of that. 

You do not want to do anything that creates left turns right before you submit. But if you are early enough in your process, it might help you think about how to structure yours. A bigger reality check is again to expect to revisit your aims page many times as you write your application. I know some people get very distressed by that. Because they are assuming this linear process. You write your aims. You write your research plan. Then you write your career plan. Then you write your mentoring plan. Then the references are there. You do all of the biosketches and everything else. 

I just want to give you a heads up that I have never have experienced any of our 25 CDAs over the many years here at the Center where that has been that kind of linear process where you do not have to go back; and revise, and revisit, and hone different parts of the application. The research plan, as I said. It is the 19 pages. Years and years ago, it used to be seven pages, I think for the prior PhD version of that, but no more. In this one, you really have to again include submission information needed for evaluation of the project you are talking about independent of any other document. 

Remember that if you are on a second – on a revision, a second application, the reviewers, they will work very hard to their credit to give you the same reviewers. That is really important more so than you might know. Because this is a group that at least has read your material before and has some investments in it before. You do not…. Every time you submit something, if you make big changes, you are sometimes at risk of introducing new issues. If they were to give you new reviewers each time, each person comes with their own milieu or their own clinical experience, their research expertise; and may come up with new issues. 

They do indeed work very hard to give you the same reviewers. That said, it is not fair or reasonable to assume that they are going to remember a whole lot from six months before of the 24 applications that had to get reviewed. You have to again to make it easy in the flow. Do not expect them to remember even your aims and methods. They will begin to remember it when they re-review. But you cannot say well, as we said in this discussion – in the career plans, we are now going to do X. Well, you would have to say instead of Y, we are now going to do X. This is Y; so that you are cross-referencing everything you do. 

Another reality check, do not expect them to know the application like you do. You have lived with this. You have maybe slept with this application. You have to put in a lot of time and attention. We always have people provide a lot of cross-referencing; and number or letter different sections. You can demonstrate and make it easy for them to find information and materials to give you the best possible review. Not surprisingly, it is important to be specific and informative. To be fair, that is easier said than done. It is assumed again, many iterations; it maybe local or other pre-review as well as just time. 

This 19 page limit includes all of the texts, the figures, charts, graphs, diagrams, and tables. You cannot put any Gantts; those timelines with tasks and like, and other pieces of information into the appendices. It is simply not allowed. If you do it, they may or may not give you an administrative rejection of the proposals. But it will be mentioned. It will probably reduce your score. Because it is not considered a fair way of handling that content. 

Now, that said, I can tell you that there are people that once you create a diagram, or a graph, or a chart, or a figure, and make a picture of it, it may get melted down or shrunk so that it fits more easily. All I would say with that is while I am nearsighted, most of your reviewers are of an average say, if I may say. I will get in trouble for this probably. But where we are making things in micro type – will not be appreciated. It will get harder and harder for people to actually read and see your diagrams so that they have added value. You cannot make them too small. But you can work on that. 

I would definitely hand them off to others to make sure the printed version is something that is easily viewable and understandable. I would use the narrative to explain what you propose to do. Why the proposed work is important. What similar work has been done? How your work adds value to it. I mentioned that just to be explicit if not ad nauseum because you cannot assume that the Review Committee has all kinds of expertise relevant to your work. Even though you may provide a beautiful background section on what is known, they may or may not be able to know based on their own expertise, the specifics of how your work adds value. 

Again, make it easier for them and say – be explicit about what your work accomplishes. What gaps it fills and perhaps what the consequences are of not knowing this information to help add to the argument for the value of what you propose to do. Then, the last part of it is how the proposed work will actually be done. Now the background, there are three research plan sections with these recommended page counts. It is not to my knowledge or understanding that anyone sits there and says, they used three and a half pages for the background and significance. 

This is a bad applicant. These are recommended pages. That said, you need to make sure that you capture all of the issues that are required under each section. I would say again work with your mentors or any kind of pre-scientific review group to make sure that you are capturing the level of detail anticipated for each section. That said, if you make background and significance seven or eight pages; and you give short shrift to these other areas that is going to potentially raise concerns as well. 

The background and significance section should reflect the awareness of the critical issues related to the proposals. Why you're doing this. What is the scientific rationale for this area of work; the theoretical or conceptual framework? What is known or underway, and its relevance? This is where you are really kind of saying why it is important to VA. Why this should be done? How is it going to impact Veterans' care? What initiatives, policies, Blueprint for Excellence it is related to, things like that? 

Under preliminary – and we are going to go into these in a little bit more detail in a moment. Under preliminary studies in the four to six recommended pages, this should be all preliminary studies pertinent to the application. If you worked on five pre-studies, you do not go just describe all five prestudies necessarily. You might do that in your career plan where you are demonstrating that you have qualifications and experience in different kinds of scientific methods. But in the preliminary studies section of the research plan, you are only focused on the preliminary studies relevant to that research plan. 

This also helps the committee review the – and assess the likelihood of your success as well as both your and your mentor's work. It is okay to site your mentors. If you happen to be working with the premier guru in a particular area you are now extending research into, their preliminary study and their work can be preliminary studies as well. I tell my folks that you treat this as royal_____ [00:22:16] for the people that you have engaged in your career development and the application. 

Then as you can see, the largest page count is attributed to the research design and methods. The RFA provides extensive guidance on this. I am only going to go over some of it. The background significance; those first few pages. Again, you want to briefly sketch the background leading to the application. I usually suggest the big picture framing statement or paragraph, plus a roadmap sentence on what's' to follow so that the reviewers have an idea of what story line you are going to take them on. 

Then you present the scientific rationale and the theoretical framework. I often see background and subsections that tell the story with the paragraph of B1 on the overview. B2 is the problem is prevalent and costly. B3 is efforts to solve the problem have fallen short. As you can tell, it is story driven potentially. Now, I wanted to just briefly mention the theoretical framework, the requirement. 

Reality check is that this often a lynchpin for applications. Although, committee members are variable in how they view them. Most clinicians and many non-clinicians, including epidemiologists such as myself were not trained in theory necessarily. However, economists, sociologists, and psychologists, anthropologists and more all get trained in their own discipline, theory or theories. If you are not trained, what do you do? 

Well, I would say go get help in developing the conceptual or theoretical framework. This takes time to do it well. Because again, you cannot just plunk it in as a section and expect it to have kind of a three dimensional life in the rest of your application. You also cannot just pick one and describe it up front. This influence of it on data collection, and survey content, and variable selection for analysis is something that reviewers look for. 

I just got permission from a couple of my CDAs that I mentor here in L.A., and Seattle to use to show you theirs. They are both funded. You can tell. They are also both epidemiologists. They did not have the ten years of training in this area. This one is Katherine Hogas. She is focused on substance use disorder treatment among women Veterans here in Los Angeles. 

She pulled something from the National Quality Forum on a path forward to measuring continuing care and management for substance use illness. This context really helped her lay out a rationale for the structure and the order progression of her project aim. I am not going to go into the detail of it. But the key is that she was able to find a published conceptual framework that fit what she wanted to do and fit the pilot work and preliminary studies, and the trajectory very well. The second one is Jodie Caton's. 

I am one of her co-primary mentors with John: Fortney, who is now at the University of Washington in the Seattle VA. The same issue here was trying to figure out how to take a theoretical or a conceptual framework; and adapt it in this case to maternity care quality. This is a combination of Fortney's work; but also, you can probably see in here, the predisposing enabling and need factors on the left side, which is Ron Anderson's healthcare utilization and access model that has been around for 30 plus years; then integrating some of the additional measures that John and his team have developed over time around access. 

Really building on Ron Anderson's work moving forward; and integrating it then with her aims. You can see exactly where her aims are going to try and tackle key issues in the conceptual models. Now that said, she may not_____ [00:26:10]. Her research plan may not_____ [00:26:12] every single box in it. But at least it is anchored in an established conceptual model. The reviewers can get an idea of where her work fits; and also have an idea of the other kinds of things that she might actually be able to use this model for well beyond her CDA. 

The other thing is both of those are conceptual models note. There is no theory apparent yet even though there is probably some theory you could get into the in Ron Anderson model for access and use. But, if you really do a theoretical treatment, you need to really again use it. If it gets too complicated – that it's too complicated to actually use a theory for each project. What they are usually looking for is a theory, or a conceptual framework, or something that can be used for your overarching research plans. 

That is why some of these take a lot of time if there is not something out there that you can adapt easily. Again, how these pieces of the proposed work fit together should be part of that conceptual modeled diagram. You also need to critically evaluate existing knowledge and identify gaps so that the proposed research will fit._____ [00:27:21]. Well, the reality check is there is nowhere near enough space to be as thorough as you might want to be. You really have to get to the key literature. 

They actually say cite only relevant and recent literature. They say do not try and be exhaustive. You do not want to mix and match VA, and non-VA stuff; do not jump between national civilian and Veteran VA statistics. That makes it extremely confusing to a reviewer on what is really about VA and what is not. Another reality check is to be aware of ongoing studies in addition to the published literature. 

Because there may be studies where there are articles in press that you are not aware of that could transform where you are. If any of the reviewers are the PIs on those studies or are aware of that work, then they may be I wouldn't say biased. But they may have a context that you are not – do not have access to. You should know about the other ongoing research in the area you are interested in. You also need to concisely state the importance and relevance of the work described in the research plan. 

This is all in those two or three pages. I know again, this is not easy. You have to relate your specific aims to some broader, long-term research and career objectives; that trajectory_____ [00:28:33] thing. Then for implementation studies, you are supposed to describe the importance of potential VA stakeholders and the potential for improving Veterans health and healthcare. Well, the reality check at this point in my view is that all VA research should in reality be able to describe this. 

You have to know how your work relates to what else is going on in the VA. Then how will your scientific knowledge or clinical practice be advanced if this work is done? Well, my reality check here for you on this one is that reviewers have not necessarily drunk the Kool-Aid on your topic. You cannot afford to assume that they have knowledge and some immediate embrace of the importance of what you are doing. Remember that they are reviewing anywhere between 20 to 30 applications, all of whom are saying that their topic is the most important. 

All of whom are proposing what should be compelling research plans. All of whom should have strong enough productivity and early promise in their track record to be of interest. You are in reality educating the reviewers as you are making your case. Just make it obvious what impact may prevail. If you do not know, find out. Think it through and talk to people; your mentors, other researchers, and operations policy leaders, providers, Veterans whatever the case may be. But if you are not really sure what clinical impact there might be – perhaps you are not a clinician. 

Go talk to clinicians – just get out of your stove pipe and get out of your silo and make sure that you understand these issues. Just for the sake of argument, I am hoping that you are each thinking about your research interest area right now. Think about what you think is known about that area so far. I mean, can you indeed think to yourself what are the top three to five articles that lay the groundwork for why this area is important? 

Then I want you to think about the key gaps that need to be remedied. Really what is missing from those three to five key articles? What do they point to as being the right next thing to do? Even with that done, why would this be important to VA? If you cannot answer that question, do not panic. But you have got to start talking to other people and getting outside of your writing process to make sure that you understand the latest and greatest of what is going on. 

For example, I just talked to someone the other day. They said a colleague was going to write a proposal on the impact of choice on something, the Choice Act. I was on the phone with Partners just yesterday. They were saying the Choice Act, they are already almost out of money. The Choice Act is going to end. Congress is working on something to replace it. It is all going to be different. Why would we fund a study on the impact of choice on something if choice is going to be gone? 

Now, of course, the argument can be made that it is not just about choice. It is about non-VA care and how the VA is going to function and health plan, and yada-yada. That is fine. But if that person submit the proposal that says choice is going to be here for the next five years, they clearly have not done their due diligence. That is going to make it hard. Then what groups should you be connected to and, or aware of in making your case? 

We always have this issue. Somebody back when we had a diabetes QUERI; somebody was doing diabetes research and had no understanding of the tremendous amount of work that was going on underneath, under the diabetes QUERI. Even though things have shifted right now under the new QUERI program, the reality is there are ten plus years of work that was done by the diabetes QUERI that has substantially advanced the knowledge and science, and the implementation of new practices into the field. If you are touching that field and you do not know that existed for ten years that does not look very good. 

It is just means that you do not actually know as much as you need to about context just as an example. Okay. The next section is on preliminary studies. This establishes your experience and competence of the applicant to pursue the proposed research. That again may include that of your mentors of relevance. If there are parent studies that generated data from which you are taking a spin off or a new direction; that is okay. 

Perhaps it is preliminary studies also from key collaborators. That is okay. It may demonstrate your experience with a particular group of patients, or providers, or organizations. It can help point to the importance of developing a track record of work that builds logically to your research plan for your CDA. 

The preliminary studies may also just demonstrate the feasibility of obtaining samples from providers or different data elements that demonstrates the reliability and validity of the processes that you're proposing to use. Any of those things are quite reasonable. Again, I would want you to be stopping for a moment and deconstructing the elements of your research plan ideas. Really make sure you have thought through what kinds of skills and experience are needed to conduct each project on your part, on the part of your key collaborators and, or mentors; or on the part of staff to which you will gain access. Or, any pilot data actually available; and if not, how might you obtain some to demonstrate the feasibility of what it is you are proposing to do?

These are just fundamental questions that I want to make sure that you have asked yourself clearly and thoughtfully. Now, let us say you are wanting to do a qualitative study in your first project. You are an anthropologist. That is great. Perhaps you do not need a lot of mentorship in that area. It still cannot hurt to have somebody indicating that they are going to have access to expertise in the event they are applying their skills, their qualitative skills to a new topical area. Or, maybe they need to demonstrate since they are going to apply to use advanced skills in qualitative interviews and analysis. 

But they are doing it in a new area. They are demonstrating that they have linked in to somebody with experience in trauma or experience with diabetes management, or whatever the topical area is. But really think that through; but this of course, has relevance to the career plan as well. But I want to make sure that if you also do not have the skills and experience; for example, if you are a qualitative person who has a quantitative data collection aim, you really…. 

It is going to be harder for you to write your research plan in the areas that you still need training in. You are going to need to reach out to people who can help you write those areas so that you include the methodological details the committee expects even though you have not gotten all of the training yet. That is why you need to do this early and often. 

Okay, the next section – as research designs and methods. This is where the rubber hits the road. This is where you are describing your plan project as fully as possible. Again, the RFA has tons of this information. But it is the basic study design, sampling plan. When I look at research plans and they never tell me what the study design is. That is a problem. We do need to know that. 

You will need to know that when you write your papers. There needs to be a sampling plan so we really have an idea of what your target for data collection is. What your unit of analysis is. Whether or not there are control or comparison groups. If that is even relevant. You need to be able to speak to your data collection and analysis methods. 

Again, if you do not have strong statistical skills; or you need more advanced and sophisticated methods; or, the small pilot trial you are going to do by AIM 3 – you need to get that input early so that you can do a credible job of describing these methods in the applications. That also points to the fact that you are embedded in a place that managed to get you access to that expertise. That is one more way that the committee begins to realize you are in a good environment. The mentors are making sure that you are connected to the people and the expertise you need, and so on, and so forth. Again, specifying the kinds and the sources of data to be used. How the hypotheses will be tested. Are you going to do aggregate and subgroup analyses? What are your provisions for ensuring data quality and adherence to the study protocol? 

A lot of things folks may not have had experience writing. There is a whole human subject section we will talk about next time that is indeed how NIH grant writers or PIs have moved a lot of their material to. They cannot move too much to it. But as grants have gotten shorter and shorter, then – and the human subject section has grown some, you need to learn about these issues. 

You can again do a credible job. It does not have to be as detailed as an IRB application. But you have worked with perhaps local human subject protection experts in your center or your research service, or perhaps your university. You can speak to all of these issues to varying degrees. What does it look like in practice, though? Well, these subsections have to deliver on the methodological details. 

I would name these study designs and consider design diagrams. A picture is worth a thousand words; define sampling units, inclusion, and exclusion criteria, sample sizes. Again, you are probably going to need to get advanced information on the likely counts of people with different conditions or exposures. Maybe if you know something about their characteristics that demonstrates feasibility. 

You need to be able to describe your data collection approaches. If they have surveys, you have to describe your approach; and talk about your validated measures with psychometrics, if they are available. You can put survey instruments, as well as focus group guides, and those kinds of things in your appendices. That part is okay. But if it is administrative data, you have to be prepared to describe the variables. How you are going to use VINCI to get access to corporate data warehouse data. Somebody has actually determined that the quality of that information. Probably VIReC has the data resource guide that says that income is good or bad. 

All of those things need to be in there. Then describing your analytic methods; again, get help if you need it. Avoid any kind of hand wave statistics, and by that I mean, if somebody has created some nice thing that says for a continuous measures, we will do T-tests. For categorical, we will do Chi-Square. For a CDA or for five years of funding that virtually is going to cost a minimum half million to a million and a half, you have to get beyond hand wave statistics. 

The reviewers do understand that the earlier projects may be more fully developed than the later ones. I mentioned a little bit of that earlier. The reality checks, I would just say is that all reviewers are not created equal. Some expect you have to have an insane level of detail by the project 3, even though you kind of know that you will figure it out beforehand. 

You will figure it out as you work through the aims. That said, to handle the diversity of reviewer perspectives, and expertise, and expectations, it does mean that you need to be as detailed as you possibly can be_____ [00:39:44] under a project that works. Even recognizing that you may, if funded make left turns, and right turns, and jump over hills and valleys based on what you learned from the earlier projects. They know that. But they still want details on the later projects. 

The other reality check is you cannot have a later project be so dependent on the earlier ones that you really do not know where you are going to land. That would be considered risky. Committees as a rule are pretty risk adverse. If you – an example is if you were pursuing something on racial and ethnic disparities; and your first project was go determine whether or not those existed. All of the rest of your projects and your research plans are predicated on you had better find out that disparities exist. That is risky. Because if you then do project one and there are no disparities, the rest of the plan falls down. You do not want to set yourself up in a situation like that. Again, make sure you describe how all of the projects are conceptually linked to each other and to your career plan, and the larger – longer career trajectory. 

Now, the RFA again includes additional details. Do read them carefully. We hear a lot that people just skip on some of those details. You do so at your own risk at this point. It is a study designed suited to the specific aims and the population. What are the advantages and disadvantages of approach? 

In my own grants, I always describe if I have put in new methodologies. I'd say why this – they are worth doing. Because that means I am doing something in contrast to what most of the committee knows. Rather than have the committee put forward limitations, I often will have in these grants something where I acknowledge the awareness and the alternatives to some of the methods that I might propose. Now, there is not space to do it exhaustively. But, it demonstrates that you actually know what the limitations are of the method. That can have some value. 

If you have a usual care group, also define what that is. I mean, those are just basics. The settings, we need to know where you are going to go. Why it is appropriate. If you are only going to do something in Los Angeles, like here – we often get people saying but L.A. is very weird. We do not trust anything that is done at L.A. Well, thank you very much. But the reality is that means that I have to indicate that any study that starts here is going to have some kind of next steps that are going to make sure that anything we test and try here would indeed be generalizable. Or, the next studies will get us there. Describe your study populations, the sample selection, the response rate that you are anticipating getting? The retention rates you're expecting to have? 

These are just standard proposal requirements for an investigator initiated grant. You have to think about it here, too. Now, historically, the VA has been more in the recommendation rather than requirement mode on adequate representation of women and minorities. That is emerging and evolving over time. Whatever it is you decide to do, I think you need to have a section that actually at least expresses whether or not you are including women and minorities. Because the reviewers actually have to say something about your inclusion of women and minorities. 

Figure out what you are, and are not going to do, and why, and move on. Independent and dependent variables, you have to…. Sometimes people just give lists of these. But they do not describe adequately how they are linked in the analysis. Or, how they are related to the conceptual or theoretical models; which by page 17, people have completely forgotten, if they are not super hooked on theory. Again, you want to make sure that has a life in the rest of the grant. Reliability and validity, and appropriateness of measures; again, if any of these things are not your area of expertise, you are going to have to get help. That is okay. But do get it so that you are not trying to get somebody to give you feedback on this the week before the thing goes in. 

Furthermore, you have to talk about data collection strategy and the timelines for these things. Thinking through the potential problems, and data quality controls; have a missing data approach, and think about what it means if you lose a lot of people. What are the incentives also for our participation in your projects? How are you going to get financed for those incentives?

You have to have the data analysis_____ [00:44:15] strategy and outlined your planned analyses. Again, the same deal, think about your strengths and limitations. I will give timeline examples next time. Although, I only have one in this session. 

I want you to just think about project development approaches. I know we have got 15 minutes left. I will go through this fairly swiftly. I apologize for the speed. We could have maybe made this a two session one. But we are almost there, actually. These are just a few examples. The research plan as I said before is a mix of projects rather than a single study. This is not an IIR. If you want an IIR funded just go ahead and write that. That is okay. 

What I typically tell people is for their first project, can you hit the ground running with it? Because in reality, you cannot start your CDA with a bunch of training. Then say you will start your research project in year two or three. That does not_____ [00:45:14]. They are expecting you to be training and researching from day one. 

You have to think about based on your existing strengths and talents; or maybe there is training you are going to get right before you start your CDAs. Maybe you can make that case. Typically it has to be_____ [00:45:28] something though that you can do right now. The second project can be done with either existing resources then. Or, will you need to apply for money? 

Well, reviewers are going to expect that you are going to have to wait for one or more cycles for your first pilot or other small grant. Or, maybe your Center provides_____ [00:45:46] initiate a project funding or something. But you will have to think about how you are actually get it done in the absence of major funding. If you want…. 

What the key here is to think about how you take your research ideas and break them into component projects. What kind of order might they have to be in based on your training and experience? Based on what data perhaps are already available? How dependent are the later projects on earlier ones? How might you handle those dependencies? Which ones can you do now with your existing knowledge and skills versus will need training? 

Now, double check that I have plenty of experience with folks who feel that they are fully_____ [00:46:23] in a particular area. Then I check with a senior professor or expert guru in that area. That person says actually no, they are not as expect as they think they are. Open yourself up to that kind of scrutiny with your friends and family, and your Center mentors, and before putting yourself out there with a CDA Review Committee who may make their own judgments. 

Make sure that you have got that mentorship, and experience, and training you need. Then thinking which projects you can do alone versus the local resources – versus really require an IIR. Those are the things. Here are some examples. The one on the left is first project with secondary analyses. The person who was already very experienced with VA data and has big data experience and quantitative skills. 

They got support from the local Center for in-kind programming to additionally support the CDA. The second one was qualitative interviews of patients and providers. In the first year while this person was doing their secondary data analysis project, they were getting the qualitative training. By the time they got to the second project, they were good to go. They had a mentor who was going to guide them. 

Then the third project was a regional or national organizational survey. They got additional organizational and theory training along the way. The example on the right is someone who started with a systematic review, which actually ended up being prework getting the topic nominated to an evidence synthesis program so that actually it got funded externally when they started. 

Their second project was qualitative interviews and a one site pilot. They had some expertise in this area. They were able to either get the work done; but they proposed an HSR&D pilot just in case as well. Then they were going to shoot for a multi-site pilot as their third project. The approach for that can vary. They can say they are going to apply for an IIR. But they also made it small enough that they could probably do some of this work with the support of operations partners, or their local VA, or local Centers. 

A couple of more examples; one on examining multi-levels and determinants of disparities starting with qualitative interviews and practice check lists to understand what is going on with providers and clinics in terms of potential determinates of disparities. They are also going to look at administrative data. 

Now, if you see in this example, there were only two projects. But really the first project has got three pieces to it. There are lots of different ways of putting these pieces together. When and how you need training can dictate how you put these pieces together. Then the second project was really to dive into a pilot intervention to reduce disparities. They were going to look at acceptability and feasibility. 

Now, even on this one, you cannot just say you are going to pilot test an intervention. You are going to wait to design it based on project one. Because in reality, you have to be able to say is this going to be a health literacy one? Is this going to be retraining doctors to make sure that they are not unbeknownst to them instituting bias in how they deliver care? You have to have some pretty good ideas on where you are going to land on that. 

Then the one on the right is really integrating the patient voice into intervention design using qualitative interviews and a short survey. Then pilot testing and intervention on that basis; and that information testing, acceptability, and feasibility; and then perhaps saying you are going to do a larger pilot test or an effectiveness study. But you have to again figure out whether or not you can do that. You cannot guarantee you will get an IIR in time. What are the alternatives financially? The other thing I wanted to mention was pursuit of funding during the CDA as I talk about IIRs, and pilots, and things like that. 

VA HSR&D services, the principle funding sources are the investigator initiated research grants or merits. They have a 1.1 million cap and no more than four years. But the reality is that you are unlikely to get something this big the first time out. We recommend to people that they break their projects into smaller fundable components that the committees are more likely to view favorable your first time out of the gate. 

Another thing to pursue is pilots. They are a hundred thousand dollars in less than a year. You have to get IRB approval in advance or in parallel. There was some concern raised by COIN directors recently about whether or not these were really meeting their goals as originally stated especially for junior investigators. HSR&D put together a nice appraisal of the pilot program. It actually showed that they do have a higher funding rate than IIRs. 

There is additional quality improvements going on around how they are reviewed. Unfortunately, there are no more QUERI rapid response projects, which was a frequently used option for junior investigators and CDAs. I do not know if that is going to change in anywhere in the near-term. Another – two other sources are Center locally initiated projects, if you are at a place that has a Center of Innovation. If you do not have that, there may be MIRECC pilots. 

I know_____ [00:51:31] give out pilots in some places. Some VISNs actually give out pilot resources in innovative areas. I am sure there are other opportunities beyond even the partner funded work, which we actually are able to get for a fair number of our folks, typically from VHA program offices. Again, next time, we will talk more about Gantt charts. But I want you to just be thinking about the right flow for what it is you need to accomplish. How the career plan would be organically linked to your research plan; and also to really honestly ask your question of do you need for five years? Or, will three to four do the job? 

There is nothing wrong with that. I just want to get that thinking in your head before we do the next session. I wanted to spend just a minute or two on resubmissions. There were very few CDA applications that are funded on the first submission anymore. That has been true actually for a very long time. The reality check and reminder here is do not submit, if you do not have the best possible application in hand. Never submit just to get a read on the reviewers or try it out. Any kind of poorly conceptualized or executed application not only will get a poor score, it sets in process – in motion, a process where reviewers try to make recommendations to fix it. 

If they get you to try…. If they try and get you to fix it; and it ends up in a direction you do not want to take, you have really set yourself up for failure along the way. Now, resubmissions also allow for a three page response letter and a revised plans must address all of the concerns that are noted in the summary statement highlights; and some major issues identified by individual reviewers. I usually get people to start with the response letter on a resubmission as a place to start and not dive into the narrative until they have got that fairly worked out. The work accomplished should include any new work done also since the previous submission. It is a chance to say and I published that paper you were not sure about. 

I collected a little feasibility information. This too gets an iterative review. It is a roadmap for the changes you make in the narrative. I would also say do not be afraid to wait a cycle to resubmit. You may need to negotiate coverage and funding during that time. Your mentors may understand and push back. But if one of the feedback is you do not have enough papers. Or, you do not have…. You really are lacking pilot data that makes them believe you can do your research plan. 

You cannot go halfway on some of those things. You may in fact need to and benefit from waiting a cycle. I think that again, it is the chance to refine and reconsider. Or, they could_____ [00:54:09] critiques more clearly. Also, in all honesty, it takes a little time. If you did not get funded on submission to sit back and mourn the process – and be able to re-review the critique a little while later so that they do not sting quite as much depending upon how closely held your ideas are with how people criticize your ideas. 

Okay, I did not get as much time for questions and answers as I had hoped to. But I knew this one was going to be a long one. The next seminar is what I call putting it all together. It is designing and packing the CDA application as a whole. While you and probably your mentors will be focused on the details of the research and career plans, the actual majority of pages in the CDA application are actually outside of those pages. Believe it or not; so failing to pay attention to those details, it is at your own risk. They provide the foundation for all of your assertions. That is where all of the biosketches and_____ [00:55:07] support forms are; all of your letters of support, all of your letters of recommendation from other people that say that you are worth investing all of this money in. It signals grantsmanship. It also demonstrates whether or not you have the real support and integration with your local center or facility. You should be making sure that all of those pieces are together. That is the conclusion of my talking at you for this time. I am very happy to answer any questions.

Molly:
Thank you, Dr. Yano. Can you go ahead and leave up your last slide while we do Q&A? For those of you looking to submit a question or a comment, just use the question section of the GoToWebinar control panel. It is located there at the bottom. The first question – when you mentioned pilot data, do you mean work that was done in a VA population? Or, can this be done with a non-VA sample?

Elizabeth Yano:
If the pilot data are relevant to your proposed research and you have demonstrated a feasibility of collecting data. For example, from patients outside the VA with the same condition. I would say that should be fine. You will just need to make the case for why that feasibility for example, that you demonstrated would also work with Veterans who are considered – what on average – they have two more chronic conditions than the same age and same gender, and same race, ethnicity civilian. They would just need to…. If that is the nature of those pilot data, you would need to be able to include them. But then give the case for why that is relevant to your proposed research. 

Molly:
Thank you. The next question – what is the general timeline of notification regarding a submission?

Elizabeth Yano:
That is a very good question. That is probably sent to Rob Small. Notifications, once you submit on a cycle; so our next cycle is June. It says June 15th. But most research services at least ours, and most of the ones I am aware of require a submission to a research service one to two weeks, sometimes three weeks, depending upon the facility ahead of that due date. Because of the ERE comments process. You will get notification of that process along the way. 

The review groups though, do not meet until several months after. A June submission, the review groups usually meet the end of August and beginning of September. For the December review groups, my recollection that those CDA review committees meet in March plus or minus. Then once they do the reviews, they work very hard and diligently to get scores out within a couple of weeks. Critiques take a few weeks thereafter. That answers the question.

Molly:
Thank you. Is there any money included for the actual project in the CDA? Or, will we have to obtain outside funding to support our work?

Elizabeth Yano:
A great question, the RFA, I believe specifies something_____ [00:58:14] order of forty thousand dollars a year. It has changed each year. I would say definitely go double check the RFA. I believe that you are allowed to do a budget for I think the first three years of the CDA. But not, I think for years four and five; I do not think it is for all five years. But, just double check the RFA; but there is some modest funding include in there for projects. But it is pretty modest.

Molly:
Thank you. Should we wait to apply for a CDA until pilot data is published?

Elizabeth Yano:
Not necessarily, I mean, I cannot speak to what your assigned reviewers will think. But I would think that if you really – if the pilot data fit your needs for what you are trying to explicate; and you otherwise have enough published papers so that number of pubs is not an issue, I don't think you necessarily have to wait. 

Sometimes it is difficult to publish pilot data anyway. That could add a year or so. I do not think it is a requirement. You would have to kind of take it on a case by case basis for all of those other contingencies I mentioned. 

Molly:
Thank you for that reply. I have been involved in a program development intervention and would like to use this as a feasibility pilot data. Would I need a release for this data that is an expedited IRB?

Elizabeth Yano:
Operations – let me see if I can answer that question. Operations data is a great way to get pilot information for any grant, including a CDA. If you are describing it as preliminary data leading to your research plan, you shouldn't need anything other than…. You shouldn't need to do anything else for it. If what you mean is that you are talking about using the program development data for secondary analysis or something like that, you would not have to worry about that until after the CDA got funded. 

If you are going to use it for research purposes, you would need to include human subjects protection information in that part of the application package on how you are going to transform operations data to research data. Unless your IRB and other experts in your area say that even this first project is okay as an operations project because you in fact have a program office that needs that work done. You have to work with each one of your local groups to figure that out. We have done a lot of work on kind of the research QI_____ [01:01:03] divide. 

We have a lot of QUERI funding here. There is a push towards randomized program evaluation work and the like where the Office of Research Oversight has indicated that it is okay to not be research. But I am not comfortable saying in a blanket way, Becky Yano in L.A. says it is okay for you to do that. You need to make sure you have worked through the specifics of who owns those data. Who are the partners involved in that data. What works with your IRB and your Center's expertise in that area? 

Molly:
Thank you for that reply. That is our final pending question at this time. Do you have any concluding comments you would like to make real quick?

Elizabeth Yano:
Well, sure. This is quite a process. It is an enormous opportunity to be able to work through research issues even if a person does not get funded. This should serve as a roadmap for the next set of grants. I hope that this has provided at least some framework shy of having a workshop that basically sits with you and with a bunch of external people. It helps you design your plan. 

You can see why your mentors really need to be invested in your work as well. Because it is a process. It is a big investment of your time. I just wish everyone well in this process. We will talk about things that are a little less exciting. But all that is just as critical next time. I hope it is helpful.

Molly:
Thank you so much for coming on and lending your expertise to the field. Of course, thank you to our attendees for joining us. The next session will be on June 9th. You can register now on our online registration catalog. For the attendees, I'm going to shut down the meeting now. Please wait just a second while the feedback survey populates on your screen; and take just a moment to fill out those questions. We do look closely at your responses. Thank you once again, everyone. Have a great rest of the day. Thanks Becky. 

[END OF TAPE]
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