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Unidentified Female:
The presenter today, we have Dr. Elizabeth Yano joining us. She is the Director of the VA HSR&D Study for the Healthcare Innovation, Implementation & Policy; also, the Director for VA Women's Health CREATE; and the Director of VA Women's Health Research Network Consortium; and, an Adjunct Professor of Health Policy & Management at UCLA Fielding School of Public Health. I will turn it over to you now, Becky.

Elizabeth Yano:
Thank you so much. This is as it says here, Session Number 5; Putting it All Together, Designing & Packaging the CDA Application as a Whole. Up until now, we have focused on how to plan and develop an application in general, as well as discussed strategies for development of the career plans, and mentoring plans, and research plans. 

This time, we are going to focus on basically everything else. I wanted to just kind of point out and remind you that while the abstract is on its own page; the specific aims are on its own page. The research plan we talked about is 19 pages, and the career plan, five; and mentoring plan, three. That is about 29 pages. 

It is going to be a lot of work. Those of you who have gone through it already know very well just how much work it takes to pull those 29 pages together. But CDA application packages as a whole are not uncommonly an inch thick. Sometimes it is a half inch. I do not want anyone who has put one together to panic that you somehow have missed a lot of materials. But the key is that the bulk of the application is yet to come. 

I wanted to remind you, the CDA evaluation criteria; the nominees' professional background and productivity; and the appropriateness of the research and training plans presented; the suitability of your mentors in relationship to what you are aiming to achieve. The relevance of your research to VA. The feasibility and merit of the planned research. The anticipated long-term contribution to VA. Those of you who are reviewing this with me right now must be going, so where is the criteria for the rest of the package? Why do I as an independent and hope to be independent investigator have to worry about the rest of this? 

Well, it is really reflected in all of them. It is the grantsmanship of all of the pieces that fit together. That link and cross references clearly to a human subject section. That the biosketches do not disagree with what you have described as your qualifications in the materials. 

Your mentor does not include by accident a personal statement and a biosketch from some prior grant. It is an incredible amount of work. It requires often much more than even just your oversight and input. We will talk about those issues as well. I was just going to give the examples of each one. The nominee's professional background and productivity. If the material you provide in the CDA application itself does not mesh with your biosketch that becomes a red flag. If the appropriateness of the research and training plans presented do not mesh with a Gantt chart that you have in both sections such that the materials do not quite make sense; and then when you go to the budget justification, which we have not talked about yet. If the budget justification does not even represent the training; you said you needed or the research plans, and the research _____ [00:03:20] – the research assistance you might need, those raise red flags. 

When you think about the suitability of your mentors in relationship to your nominee's goals, my explanation of the personal statement of your mentors on their biosketches; linking to why they are right for you; and the letters being consistently related to your expertise. What you can offer. It becomes a real issue when someone is looking over the entire package.

The relevance of the planned research to VA. In terms of the rest of the package, you may be thinking that you have made a very good case in your solidly written 29 pages of narrative. Maybe your mentors have talked about how this indeed is the right area to go. But maybe in reality, you are missing a key letter of support from the leader in the VA policy or operations world who is in charge of this area. 

I have had folks put forward proposals before or a reviewed proposals before where they are talking about…. I think I have mentioned this before. It is diabetes quality improvement. It was as if they did not know there was a diabetes QUERI that had been functional for 15 years. It had advanced the entire field. You really need to know that you have looked at that literature. We sometimes see CDA applications where it is clear that they have missed a whole chunk of the literature. But if you do some exhaustive literature review, you had better know that there are only four pages of references that are permitted. 

If you mess up some of the administrative guidelines, your application is going to be rejected just on the administrative guidelines and ignoring the forms. Another area – the feasibility and merit of the planned research. The Gantt charts are going to help with some of that. The budget and justification where you describe teams and their experience together is going to help with that. Demonstrating that you have got a letter of support; again, for people who are experts in certain areas is going to help with that. A description not only in your narrative of how your mentoring team is going to come together; but how they have, perhaps, the professional network of people that they work with all brought to bear on your CDA. 

It requires this integration with all of the other pieces of the application. Then in terms of the anticipated long-term contributions to VA, again, that may be – need to be represented in letters. It may be represented in any host of other elements in the application. I suspect letters being the key area. In red, as a reminder, always review all of the requirements in the RFA first. If you have not read the entire CDA review and RFA, you need to just double check that you have reviewed the latest version from the ORD website. 

These things evolve. Even your mentors may not know how it has evolved over time. In anticipation of this series, I went back and reread things. I went okay, the amount of money that they offering for CDAs at COIN sites and not COIN sites has changed. I have got to bring that up to date. They have added back in an implementation plan and dissemination guide, or something like that. You need to make sure that you have covered those topical areas. You also have to follow the VA-SF424 RR Guide. That is basically all of our guides for all of us as VA researchers on the forms, the formats, the order, the structure, and with all of the gotchas that you need to know. Always double check that you have reviewed the latest version of that from the ORD website. 

You must also work with your Research Office to get the correct templates. They tend to change. The communication of those changes might vary. It does put you at the center of an organizational infrastructure around your own CDA. Now with that said, it is most Centers or Research Offices try and organize supports around CDA applicants. But even those structures and resources vary significantly. What are the components of a CDA application? What is this all other I am talking about? Well, there is a cover page. Our Research Office happens to do that for us up to a point. But we fill in the title and some of the other information. Some it is templated. Some of it is not. But it is the first thing that any CDA review committee member sees. If it is done poorly, you are already – first impressions not getting out of the gate well. 

But the good news is it is a simple one page pretty much form. There is plenty of help for doing it. There are plenty of examples out there, I suspect. The other section that is what is called other project information. That in the case for HSR&D excludes progress report publications, vertebrate animals, and biohazards. But that is where you have your abstract, your relevance, and introduction to a revised application, if that is applicable to you; your research plan, and the career plan, and mentoring plan, and human subjects, and letters of support and appendices.

You might think of the term other project information like yeah, just this other stuff, the dependencies. But no, this is where actually the heart of your 29 _____ [00:08:48] plus pages is. It is very much a plus pages because this is where all of the letters of appendices that became a subject materials goes. There has been in the project performance site location forms. We will talk about that in a moment. The senior key person profiles; which is where the biosketches and other support forms go; and then the budget with the justification. I am going to actually show you the examples. Because I want to make sure you have seen the forms at least once before you dive in. 

There is a template. The fields on this section should be prepopulated. But this is the grant application package overall. If they are not prepopulated, you have to work with your Research Office to get the correct information. I do know there are a couple of VA HSR&D Center of Innovation or COIN sites that actually do the forms for all of their applications. In our shop it happens to all be done through our Research Office. That varies. If you do not know already who helps with these things or does not help with these things, all of the more reason to go find out as soon as possible. I say in case they do not help with it, that means you are going to have to cast your net wider to get input to make sure that the form is filled out well. 

It is always kind of surprising to see someone who gets their science right, but messes with these forms. Because it comes glaring through to a review committee. If it even passes muster or passes the administrative criteria. This is in that category of ignore at your own peril. Again, and working with a template, there is a section here. It is just straightforward. It says this opportunity is only open to organizations and applicants who are submitting grant applications on behalf of et cetera. All of this is your last name and your station number. You have got to make sure you get your station number right. 

This is all the beginnings of the electronic side of your life in the event you get the CDA. The template, again, there should be people helping locally with this. As you can see, these are PDF forms that are fillable. Here you would click the document name in the mandatory documents to open the form or scroll down to get some different section of each one. Again, in my Center, we have staff within the Center itself who help people develop the forms; and make sure that they have got all of the pieces together. In other places, that is done by research service. 

I am not as aware, but it may be that in smaller VAs that do not have large research programs, the applicants, him or herself ends up having to figure much of this out. If that is your circumstance, then I would recommend that you reach out to other Centers that have more experience with this so that you are not trying to shoot in the dark on these things. Because there is a look and feel that is pretty consistent across these applications from experienced and larger programs. You just – you want to have everything lined up for you as much as possible. This is the front page I was talking about, the SF424 RR. I am not going to go into every single detail. But you can see it is a simple fillable form. 

This is the Los Angeles one. The person who is actually to be contacted in our case is not the applicants. But we have a deputy administrative officer in research service who manages all of the forms for us. You can go through and get the employer identification number. Each part of this information is standard. You just want to make sure that the parts that are in particular are accurate. Actually, it all needs to be accurate. But you want to make sure that you have got a DUNS number from the Research Office. That you have got – whether or not this is a new or a resubmission clearly. You want to make sure that the title of your project, which is item 11 all of the way at the bottom in yellow is consistent with the title used from your letter of intent. 

It is consistent with your title used in everything else that you have done. Do recall that your title cannot be more than 200 characters including space? That is the title you are going to get to live with for the next five years. It is another important thing to think about. How you are going to specify and reflect what your CDA is all about. The start and ending at the very bottom of this form are hard sometimes for people to think about. Because the issue is you do not know how long it is going to take before the process goes forward. 

Your mentors should be able to give you an idea of what they _____ [00:13:41 to 00:13:42]. If you are submitting for a December cycle; and they review in March. I think that the HSR&D program under Robert Small can tell you what the average start date is. But you can kind of estimate out how many months it would take before you get your critiques or your scores. We are going to talk about that at the end of the session today. Maybe start this at the next fiscal year or something like that; it wouldn't be a December submission, obviously. It would probably be then an October, the next fiscal year start or something. They will not hold you to those dates. Because they know that this is a process. 

If you are actually awarded, you get the opportunity renegotiate what those start and end dates are. Then this last one, congressional districts. Just I think it is important for you to know that these things get reported up to congressional districts in the first place in terms of funding. Again, some Research Offices or Centers may complete this for you. That is the case for us.

There is a second page to this form. That is somebody finally gets to see your information. It is important that it is accurate. Because that is going to transfer to other sections of the form automatically. You need to also include in here the total funds requested for the entire project. That must be the same total as this other Section G on your cumulative budget page. As you can imagine, if those numbers are not the same, errors come up. Those take time to remedy. 

Again, another reason why understanding what the forms are in and around your research narrative, and career and mentoring plan narrative becomes important. Much of this information again is from your Research Office. Interestingly here at the bottom where it talks about preapplication and cover letter attachment, you do not add anything there. There are instructions that go with this in the SF424 Guide. This is just a quick overview so that you have seen this material at least once. Beyond that, there is a research and related other project information. 

This is actually where the meat comes in for you as a candidate. This is where you actually have _____ [00:16:04] human subjects involved. I am not aware of any CDAs where there are not human subjects involved at some point. I am not aware of or familiar with any projects that are actually exempt from federal regulations. That has been a no to our experience. Your IRBs should always be pending. It is because it means you do not actually have it in place already. If you do have it in place already, that is a different issue. 

The human subject assurance number in this top box is something that you actually have to get from the Research Office. They again will often prepopulate that. It just depends upon the size and the engagement of your Research Office. I have not also yet seen a vertebrate animal inclusion in an HSR&D one. But it may be relevant for biomedical laboratory or clinical, and maybe even rehabilitation science, if people are applying to those instead. 

The next section is typically that we do not have proprietary or privileged information in our applications. If you do, then you really need to check with other people in your research service or in HSR&D service in the Central Office to work through those potential areas. Environmental impacts do not usually come out of our HSR&D studies. Historic sites have not at least in our experience typically been a yes either. 

Activities outside of the U.S. or with international collaborators; if yes, then you have to list the countries. But we have not typically had people funded to do VA to National Health Service comparisons in the U.K. I am yet to see that. Our experience so far is that these are nos. but I suppose anything is possible in the future. Now, you might wonder these things are even listed? Again, this is the same form that is used for all of the other services. The questions have to fit everyone and the VA as you probably already know. It is linked to NIH's use of eRA Commons. Some of these are quite applicable to non-VA studies. 

For the next section, this is where you have your project abstracts. This is 40 lines max. You do not add words like project summary on the top. That will create another error and problem. It will make your research service a little batty as they try and get you to fix forms. This is why it is good to work with an experienced group of people so that you do not have to learn each one of these things the hard way. There is a separate one called the project narrative. This is not your research plan. 

This is a ten line max; and again, do not add the words project narrative to the top. The file itself will be called that. This is really the relevant statements that most of us actually add to our project abstracts. But in these forms whether it is for a CDA or an IRR, in these forms, that relevant statement gets pulled into a separate document. It ends up getting put on its own page. 

Now, in the years that I was a reviewer on the CDA review committee, I tended to look at the relevant statement at first. Then I saw the project abstract. Then I started diving into the specific aims and the rest. Again, I tend to recommend people not leave these to the last minute. Because they are what is in order first before anyone gets to dive into your carefully crafted research and career plans. 

Again, the bibliography for the entire research plan is a four page limit. That means that you are going to have to pick the best references not all references. Then the last section is facilities and resources. I do not necessarily recommend that you write that by yourself. Because you may or may not know in your place in the organization just how far the reach is of the Center in which you work. 

Most places have an existing version of this that you should look at, and adapt, and consider whether or not there is anything else you need to do to describe how a scientific environment in which the research will be done contributes to the probability of your success. This is the institutional support, and the physical resources, the intellectual rapport. In these, I tend to see a description also of the linkages to the university perhaps; and their access to expertise there. I may see that it says how many square feet of research space there is. How close the applicant's office may be to their mentors. What kind of access there is to the computers and the software that might be needed?
It is again, everything that is going to support and create a bubble of wonderful resources around the CDA in order to ensure their success. I have seen this be a paragraph. That is not what I see frankly in successful applications. When I review for NIH, or _____ [00:21:09], PCORI, the facilities at our resources page are often five and six pages. I am not saying that yours has to be. Because you do not want to just fill in junk. But, it is not just a yeah, we are affiliated with UC, whatever and we have got nice people here. 

There is usually someone in your organization who has already drafted this. You just want to make sure it is adapted to your needs. For equipment, you just need to list what it is that you are going after. Then the other applicant attachments; it is other little tiny Item 12 here. It's where the entire rest of the application goes. I have always been a little annoyed by that just IT thing here. Because it makes it sound like it is just the stuff you throw in at the end. But that is where your _____ [00:21:56] is. 

There are what they call Item 12 attachments to the CDA that you have to name every document this exact way; or you will, in fact get errors. At some point when your sections of your proposal are far enough along – where your intro or your aims statements maybe in a single document, you begin to have to break it out. Start to name it so that you are prepared at the end for getting these uploaded individually so they fit the eRA Common's format. 

As you can see, as we have already talked about on the specific aims page; the research plan, career and mentoring plan. This entire human subjects plan, which we will talk about in a moment where now, you must include an inclusion enrollment report; which is what NIH requires. That is where you are talking about gender and race ethnicity enrollment plans. There is a whole section for VA agreements only if you have existing consortium or contractual agreements. 

For our CDA applicants, I do not think we fill that out that often. You could see the sections we have crossed out that you do not have to have for a CDA. We will talk about these other letters as well in a moment. I do want to point out, there is this lovely little document called 09_VA_Checklist. If you do not have this page in your application, it does not matter how gorgeous the rest of the application is. You simply will not be reviewed without it. There are gotchas in this other packaging that again, hopefully there are people at your medical center, and research service, and HSR&D Center, if you have one – will help you with. But again, you can see why you cannot leave this to the last minute. 

Now, project and performance site locations, your primary location is just submitting VA Medical Centers. Are you going to again get your congressional districts from the Research Office? It may be prepopulated. But you can actually Google if you have to. The senior key person profile as I mentioned before, this is where again, your name. Once you get your name right on the front of the form, it prepopulates the rest of the form. 

You have to have an eRA username. If you do not have one, get it immediately. Then this is where you upload your biosketch and other support pages. The other names will be entered into alphabetical order; not in the order of your perceived importance. That is important to know as well. This is where you attach the biosketches and other support forms for your mentors and co-mentors. Now, just a reminder, the VA is using the NIH biosketch form completely now. These are now five page maxes. 

The old VA versions used to be four page maxes. We all have to have personal statements on why your experience and qualifications make you particularly well suited for the role in leading your CDA. It is very important that your mentors target you as the applicant and mentee. I have seen all too many applications where the biosketches have been thrown together. Or, where the content may be accurate except the personal statements are from somebody else's grant. That is very poor grantsmanship. It raises concerns that the mentors and those, the environment were not paying enough attention to the candidate's application. 

Again, another item you should not leave for the last minute and review for consistency with the rest of the application. The new forms also cannot be left to the last minute, if you have not updated yours. Anyone who is actively funded has already had to update their biosketches because these forms also have that back end where you have to talk about your scientific contributions. It is beyond the scope of our talk today to go into those. But they take a lot of time to transition to talking about your scientific contribution. 

CDA budgets; so, we have talked a little bit about some of this over these sessions. But I have seen a wide variation in the budgets around this. It is yet another item not – to not leave to the last minute. It does indeed include your app – your salary and benefits. It is the only time that clinicians actually get to ask for their coverage in VA grants. There is an option to request supplemental resources; up to forty thousand dollars a year for the first three years, if you are based at the HSR&D Center of Innovation or COIN; and up to fifty thousand dollars a year for the first three years if not. 

That said, HSR&D is not obligated to provide these funds. They could withdraw them if other funds become available. If you get a small – a pilot funded along the way. It covers this. They may reallocate these funds to somebody else who may need them. Now, that said, you cannot just put in I want forty. Yes, give me the forty grand a year. I like that idea. You have to have a full detailed budget. You have to have the names of the people that you actually want to include. 

You have to pay a special attention to all of the instructions. You have to have for a budget justification; you have to have the details of the person's qualifications. Why they are right to do the activities. You have to talk about their roles and responsibilities as well as your own roles and responsibilities, and qualifications. You also have to do things like include cost of living adjustments. We have had years where the rules were you were not allowed to include these which made it a little hard to cover a person's salary in out years. But you can now estimate these. 

There is a maximum of three percent a year for VA paid salaries. They are not permitted for IPAs or other budget categories, though. The rules change over time. You have to double check. This is again where your Research Office for your budgetary or administrative officer, or folks in your own Center ought to be able to help you with this information.

The CDA and thus the budget duration max is five years. The CDA physicians and other clinicians as we have just discussed earlier can request a maximum of six-eighths appointment; meaning you are getting HSR&D to pay six-eighths of your salary and your organization – your VA is paying the other 25 percent for your clinical time. It is true in years past, HSR&D funded the entire amount. But that means, HSR&D was funding clinical time, which did not really seem appropriate. In reality, it does require an additional buy in of the organization for your future. This is now what the rule is. 

For non-clinician CDA applications, it can vary anywhere from a minimum of five-eighths to a maximum obviously of full-time. Most of the applications I have seen are eight-eighths. We have had a five-eighths applicant before who basically only worked five-eighths applicant before who basically only worked five-eighths anywhere. It was not five-eighths here and three-eighths at the university. She was funded. It does not mean that you will not have the opportunity. 

A hundred percent of the CDA time now needs to be committed to research and CDA activities. We have talked about that before. But, it means that the budget needs to reflect this as well. This is just the budget form. You have seen one. Once again, I am hopeful that you have support locally to fill out these forms. You do need to pay attention to the budget instructions as they change. The previous HSR&D budget table is no longer used. As you can see, this prepopulates the PI name from that first page. 

Then Section B is all other personnel that you need for your projects in the first three years. The next page of this and just again, so you have seen it once before. You have to have a summary of the total of all direct costs as well as all other direct costs. Then you have to have after that, the budget justification. That starts with a one page budget summary worksheet; which I am going to show you I think in a moment or maybe not. I am just looking on ahead. Then, the rest of pages need to include the justification for each personnel that you are covering and other direct costs. 

Now, I get asked a lot whether or not people should include all of their mentors on here. I have seen some people include their mentors and indicate that they are all donated. I have seen other people only include those folks, the applicants and the folks for whom they are asking for the resources. I have seen both proposal types get funded. I do not think that there is a fixed approach to that. But again, check the instructions in detail, and see how they do it at your Center. 

I did want to just speak very briefly about Gantt charts. Because we often have people put detailed Gantt charts in their budget justification. You also though need to have a Gantt charts within the narrative. What I will sometimes have people do is put a more stylized and bigger picture Gantt in the narrative where space is a premium. But in the budget justification, there are no space limitations. If you wanted to break out your plan into something that is much more detailed. That supports your request for resources. That is okay. Or, they can be the same. It does not matter. But if you have not done Gantt charts before, it is a type of bar chart. 

It was actually developed in the early 1900s. It includes start and finish dates with summary elements of each project that you are going to work on. It forces you to break down the structure of each of your projects. As well as it shows – it gives you a chance to show the dependency relationship from task to task. Then you could also show outcomes and products. The activities are along in the first column. The time is the top row. There are a really useful for summarizing the activities in your research and career plans. 

While annual is too broad, I think for the five years or four years that you are asking for, monthly is probably too detailed. Most of the ones I see are quarter by quarter. But you again, do what fits what your plans are and what your mentors recommend. Now, there is a whole section in that form called cumulative budget. This actually is no longer used at least not in the HSR&D form. You get to get past that one. 

Here is the summary budget worksheet. I thought it had it in here. I strongly recommend you work with your local Center and, or Research Office, and budget staff to complete. I have actually not even had to complete one of these. It does not look too terrible in the scheme of things. But a lot of these; you just want to make sure that it is done properly and is clear. I do not know about you, but I still have a trouble thinking in calendar months instead of just percent time. But that is a required piece of all of this work as well. 

Somebody is going to need to do that for you. Or, you are going to need to learn to do it. If you do have to learn to do it, I recommend you get some help. The human studies section, this is a really important section. In the NIH, and PCORI, and ARC reviews I have done, now that the applications are no longer 25 pages; which is what they used to be for investigator initiated results grants. They are much shorter. I have noticed a lot of people have transitioned selected methodologic details in this Human Studies section. 

You have 29 pages for a CDA application. You want to make sure you do not try and use the Human Studies section to subvert the limitations of what your research plan page count is. But this section at the same time does give you an opportunity to restate some of the methodologic issues you face in relationship to human subjects. This section starts with the need to clearly state your specific aims, project objective, et cetera that includes the need for IRB approval, or a waiver perhaps. 

For each one of your projects, you should be including when it will occur in your CDA timeline; and then describe – be prepared to – and then, write about the risk to subjects for each project. It may be that project one is an exemption. Project two is going to require patient level informed consent with a consent going into the medical records. Maybe project three is somehow part QI. I do not know. But just be prepared to have thought through these issues for every single project. 

You have to be able to describe human subjects’ involvement and their characteristics of the subject population like the anticipated number, their age range, and their health status. That relates to protected populations and vulnerable groups as well. You have to be prepared to specify the inclusion and exclusion criteria of any subpopulation. You have to explain your rationale for involvement of special classes like vulnerable population members as I mentioned such as pregnant women. 

I know we have a currently funded CDA who works with also justice involved Veterans. I have no doubt she had to do quite a bit of work around human studies and human subject protection. Then you have to indicate whether all of the subjects recruited for the study will be Veterans or non-Veterans. You need significant justification for focusing your research on non-Veterans. Then you have to have a whole section on the potential risks, physical, psychological, social, legal; and assess the likelihood and the seriousness to the subjects in all of these.

Now, this is really important also because as we have just gone through another cycle. I am sure most of your medical centers and HSR&D Centers have as well. We began to realize that a lot of our junior investigators actually do not have adequate training in this area. While we all have to keep our human subjects CDA training up to date, and there is great information in there; how you take that information and apply it to your protocol really requires, I think active training and engagement, and consultation with experts; and very often, direct support in completing these section. 

As you get trained as an applicant, and as a researcher to understand what these issues are. Again, if you do not understand these issues, you are not going to be able to do an IRB application. Even if someone gives you support in doing it, you may be writing and designing a study that has so many red flags attached to it. You could get stuck in IRB land for ages. The committee is comprised of very experienced researchers who are very good at seeing where the IRB red flags are going to be. It is better that you know them as well so that you submit an application that either clearly and cogently addresses the human subject issues ahead of time. Or, otherwise acknowledges and demonstrates that you are aware of what the issues are along the way. 

Now, _____ [00:37:05], that is not the same as writing the IRB forms entirely. Do not think that it has to be another 20 pages like the narrative. But it does need to represent that you have an awareness of the issue. Again, do not leave this to the last minute. I have seen that happen all too many times. There are times that even in consultation with an IRB or human studies research expert, the applicant realizes they now need to change a major section of their data collection. Because they did not understand the human studies risk and benefit issues. It sets a whole set of changes into motion. 

You really want to make sure you consult with people early. While the score that you get for your application will chiefly reflect the substance of your career or research plans, reviewers do indeed review this section. It is not a throwaway section. It is a matter of grantsmanship, thoroughness, thoughtfulness, and core basic PI knowledge that you should have. It reflects to which the candidates plugged into the Center or other relevant resources; and reflects the evidence of mentorship, and oversight, and over the application. 

It may be that again, you may have someone in your center who is the research for helping you figure all of this out. It may take iterative reviews to get it done. Your mentors may say go forth and prosper; and just go figure this out with the people that are available within the Center. But again, it is not something that can be done at the last minute. I guess I have said that enough. As I mentioned before, do not try and subvert other page limits by stuffing a bunch of methodologic issues in here. 

I was just on a review panel in the last six months where it was just painfully clear that the person moved the conceptual model and moved a whole bunch of design information and sampling information. They stuffed it into human studies to avoid put – the page limits and dealing with that material else wise. What was interesting to me while I thought that was poor formed. The other non-VA reviewers basically trashed the application for them doing that. It should nonetheless be reasonably detailed and complete. 

Again, as I guess I am beating a dead horse here; demonstrates your knowledge and cognizance of what it takes to realistically conduct research. You anticipate that if your research plans have three projects, you will have at least three subsections to address the human studies issues for each. There is a whole section here also on sources of materials where you have to identify the sources of research material obtained from individually identifiable living human subjects; so, records, data, specimens, et cetera. Indicate whether that material or data will be obtained specifically for research purposes. Or whether the use will be made of existing records. 

The reality check here is it is the expectations. Because if you have really thought this through; and if somebody was experienced and training has helped you so that you are not just doing a hand wave. There is again another section here. In the RFA, you will notice the directions for this are almost as long as the directions for the research narrative. There is an adequacy of protection from risk on recruitment and informed consent where you have to describe and perhaps re-describe your recruitment plan; the process for getting consent. 

You have to include a description of the circumstances under which consent will be sought and obtained. Who will seek it? The nature of the information to be provided to them. How you are going to document consent? Even though you do not have to include the consent form itself; which is good. Because that is yet another process. 

Then you have a section on protection against risk. The plan and procedures for protecting again, or minimizing potential risks. This includes an area that has increased I think everyone's awareness over the last decade. That is being able to demonstrate that you are aware of what is needed to include and maintain confidentiality and data security. I probably should have underlined and bolded data security. Then, you have to assess the likely effectiveness of your protection. 

There includes also – and I am just about done with this – potential research benefits to the subjects and others. Why these risks are reasonable in relationship to the anticipated benefits? The importance of the knowledge to be gained. That is one of those things where you may be able to provide much more than even the people with whom you consult. Because you know your research plan. You know your topical area. 

You may know the kinds of patients you want to intervene with better than other – than your general human subjects or consultants may know. That is where you are kind of saying these risks are reasonable of what you can actually benefit the field with. You do need to address inclusion of women, minorities, and, or children. If you include children and it is coming up more in the interest in figuring out families and caregivers, you need the Chief R&D Officer or CREDO approval. 

I would recommend that if you quite literally our planning to include children that you make sure that there is a strong likelihood that you get that approval. Because otherwise the committee is not going to know whether or not; if they fund you, and the CREDO is not going to approve it. What is the world are you going to do? That kind of is a dead on arrival situation. I am just mentioning that. Because not everyone may be aware that this requires that kind of approval. 

But, the women and minorities issue especially with the inclusion of the NIH reporting forms on your planned enrollment is very important to address. The institutional support letters are also absolute key. I do not think there is a single reviewer that does not read them in detail. In particular, the medical center director letter has a mandatory part to it. That is including a statement that they understand the impact of your proposed research on their organization. They endorse the project. 

That is easy enough. That is probably in their form letters. They are going to give you the space and necessary support. That is good. Here is the key. They have to commit the medical center director letter and not the other letters. They have to commit to providing a VA paid appointment for any clinician CDA for the duration of the award, obvious for that 25 percent; and to offer you a job at the end at least at five-eighths VA staff appointment. 

If the letter does not have that, even if you have a perfect application, you would only get a conditional acceptance or approval of your award. Because they are going to require that you get that. Because otherwise, you are going to finish the CDA, and then not be able to benefit the VA back by having a VA job. That is really important. 

Now, for non-clinicians, you do not have to have that. That always gets confusing. Because it is a different situation. You end up having to figure out how to support yourself. There also has to be an ACOS for R&D letter at least at our shop. Those are form letters…. Templates that you then adapt for them. In other places, it may be done differently. It is another commitment to review your progress and development at least annually. 

Since I know these are templated, in most places, I as a reviewer do not tend to spend a ton of time reviewing them. I spend my time more on other letters. My experience is that they tended to be very short. Because they are a bit pro forma in my experience. They may not be all places. You usually see a service chief or section head letter, especially for – this is about the clinical duties that the person will have if they are a clinical CDA. 

Then, if you have a COIN, you maybe get a COIN director letter. Even if that person has nothing to do with your mentorship, that demonstrates that place is your environmental home. The person, the COIN director is aware of your application and is supportive of your application; and is going to also concur with the facility directors. A letter that they are going to get you space within the Center. You are going to have access to Center resources, if that is true. Maybe you are in a MIRECC, or a GRECC, or something else. The COIN is not your home. You still need to get a COIN director letter, if that is the case. That demonstrates that you have some link to the hub of HSR&D at your place. 

The other letters of support for all of the other individuals are needed here as well, confirming their roles and participation. As a rule, these are if you are reaching out to places other than your own. But each, I have seen some medical centers and HSR&D Centers say if they are going to give you access to the senior statistician, they get the senior statistician to write a letter. We actually do not do that. We include that in the COIN director's letter. Just find out what the style or mode is locally. 

But, if I am going to have one of my CDA applicants reach out to someone at another COIN, then I am going to actually have that person write a letter. Or, if there is going to be a university based person, you want to make sure that there is evidence of commitment to that CDA. Those all need to be scanned and submitted as a single PDF, though – so as a big PDF. You need to include letters by your mentors and co-mentors. Those should be individual letters. It is really not advisable to have one letter signed by several co-mentors or even two. They have to demonstrate clearly their role and willingness to participate as your mentor. How they will contribute to work together in development of your research career. 

This is really important. Because these letters do have to specify what they are going to do with you. But they also specify their own qualifications. When you think about the mentor letters, these have very detailed guidelines. Make sure your mentors are aware of them. You may even want to review their draft letters against these criteria to make sure that they have captured all of the areas. They have to describe how your planned activities will be structured to prepare you to submit and IIR or an investigator initiator research proposal in the mid-term of your award. 

They should include the research and other developmental activities that you are going to be going through. They should discuss their expectations for publications over the CDA and define aspects that will allow you to start your own research programs. They need to include just how much time they are actually going to spend supervising and mentoring you. Their commitment to your development during the CDA; and then, the nature of resources that will be committed to CDA, if any beyond the forty thousand or fifty thousand a year for the first three years. 

This is where it may reflect some of the material that is in the COIN director's letter as well. But it is just a recommitment to all of these details that need to map to the other parts of the application. They also have to talk about their own previous mentorship experience; the type of people they mentored, the number, or the dates they have mentored. There is an old table that they recommend that you can use. If your mentor has not mentored a CDA before, then I think they need to speak to you in their letter why they feel they are ready. 

If they come across issues in mentorship that there are others that will help them in that role, and the like. I have read some very compelling letters in this regard. You may have consultants included. You would include letters from other individuals and other institutions that are providing support and resources to you. If there are actually consultant consultants; and they have rates and charges for their services. That is in your budget. Or your COIN is paying for it. Or, you then – their letters actually are supposed to include that information as well. 

Now, then there is this really important thing called reference letters, which you probably have not had to do since before you applied for your doctoral, or just med school, or other programs. But they are really important. They speak to your competence and your potential to develop a new and independent PI. You need to get them from professional colleagues, former or current teachers, your former mentors, et cetera. But really only pick those who can make most meaningful comments. Interestingly where possible, they suggest not from the current department or organization. 

I sometimes see these as a person's prior department chair, or a fellowship director, a dissertation chair, perhaps. Some other perhaps, they did a project with before who really could see you in action. It is difficult. I have seen sometimes applicants really struggle with identifying folks to do this. Sometimes those people have moved on to other locations. It is hard to find them. Keep this in mind and figure this out early and often. 

The other reason you will have to do this early. I probably mentioned this before. But I just want to say it one more time. The reason you also want to get these letters somewhat on the early side; even before you necessarily figured out your whole research plan. Because they do not have to say much about your research plan. It is really about you. It is because if they say anything that could detract from the trajectory you are going to take; then you still have time to have your mentor's letter address it. 

I may have mentioned this once before. I had a CDA applicant some years ago where his dissertation chair said a wonderful person, awesome, great, yes. But never published his dissertation papers; and it became a glaring hole in this letter. There were no time to necessarily have the person consider redacting that. He wouldn't have anyway. I am not so sure that would have been ethical to ask him to do. 

Instead, the primary mentor letter was as this dissertation chair noticed, at that time early after, the person did not publish their dissertation papers, but have now published all three of them after they did A, B, and C. there is this organic issue I have talked about over time about all of the moving pieces that have to come together into a whole. This is an important one. The reality check is the mentor letters really require a significant time to do well. They are very often three to five pages. 

I usually get poked by reviewers by saying and then this Yano letter was seven pages long. You want to make sure there is value in those pages. It is not just a treatise. They should not be written too early, though as they should include boundaries spanning summaries as I have just described. Then the reference letters also take time to do well. They are sometimes difficult to identify optimal writers and to orient them to the CDA and expectations. 

It is also best they update all of the letters when you resubmit. I know that takes time. But it is another one of these grantsmanship issues. If you are on resubmission, you may in fact have done more in the meanwhile that you are going to want people to do – to know about. I know we are coming up to the top of the time. I knew this was going to be a tough one this time because there is so much to talk about. But let me get through these last few. 

Do not use again to circumvent page limits, anything you put in the appendices. Because you could be administratively withdrawn with some review otherwise. You do need to have a summary sheet listing all of the appendix items, just like a table of content. You have to have a whole section on abbreviations. For those who are doing first submissions, you have to include your signed LOI approval letter and your LOI cover letter through the narrative but not in any of the biosketches. 

You have, as a CDA, the option of including up to three scientific publications of PDFs. But these would just be things that have not yet been published. But there is no other way for the reviewers to get to them. Or, if there is no publicly available journaling patents that has been relevant to you as well. 

Now, if you can actually include draft survey tools, and draft qualitative interview guides; and you have demonstrated, and you've thought through your research plan that much, I would say that is a real plus. They would be included in the appendices as well. There is a rule about no photographs or images in there. I do not know much more about it other than to just state that. Remember applications that do not meet the formatting and content requirements; or are incomplete will be administratively withdrawn and not reviewed, a basic got you. 

These are complex multifaceted proposals with lots of moving parts, all of which have to agree with each other. This is the aspect that takes time and attention to detail. That is not just somebody else's job. It's yours. My suggestion is next steps as this is our last session in this series. In our Center, we recommend conducting mock reviews in addition to scientific scams. Each HSR&D Center and non-HSR&D research program may have different approaches. Some may have no pre-review other than a traditional Research Service oversight. Some may have a local scientific review committee or scan procedures with different goals in mind. 

Not all local scientific review is also created equal. Sometimes they have senior people. Sometimes they are staffed by junior investigators. They may or may not be oriented to the CDA criteria or expectations. The mock reviews I am recommending provide an opportunity in advance of spending those three precious CDA review cycles consistent with the theme of submitting your best possible application here. 

The mentors could help select three reviewers for a mock review; and have a formal in-person meeting. Allow the applicant to listen in like a fly on the wall; that is how we have typically done these. It is not for everybody. You have to have a relatively thick skin. Because you, as the fly on the wall, you cannot speak during the session. You probably need to develop a thick skin anyway. Because I usually think of grants and papers like a lifetime audition. It is another reminder too that a CDA is not the only pathway to a successful career. 

The competition was especially fierce this last round. But the applications in funding ebbs and flows. Just because there was a really rough cut point last time of 1.60, doesn't mean that is going to be the way it is next time or the time thereafter. If getting a CDA is likely to take a second if not third round, realize the time investment involved. If you are submitting this September 16th on a first submission, the review will be in March of 2017. 

The critiques may come in May of 2017, which would make it really hard to submit by June again. Let us say that you would have to skip a cycle and demonstrate value. Again, you get a review in March. You get scores maybe and the critiques in May. Maybe you do a third submission the following year. A March review and maybe the CDA start date would be that far away. You have to be prepared to go through this process. Your department needs to understand that this is a process. That this is worth doing. Their scores are suggesting that it is worth going in this direction. I always tell people to consider pilots, and operations projects, and maybe smaller IIRs that you would go through this process; and, or if you do not go through the process, just go directly to those as well. Even if you invest time in doing these other things, they are going to be beneficial. But talk to your mentors, of course, on any of these decisions. 

Finally, in conclusion, be prepared to invest yourself either way, in yourself. This is the time, the tenacity, the organic evolution, and iterative process in creating a career for yourself in VA Health Services Research. What we do in Health Services Research is a team science now more than ever. It is multidisciplinary. There is no one discipline that is sufficient anymore for doing this work. It is partnered. Learning to work with others who have different knowledge needs, priorities, and pressures is absolutely essential to a successful career in this field. Be prepared to pursue your work and learnings outside of your comfort zone on your path to excellence. Thank you. It has been a pleasure to provide these experiences and hopefully insights. We hope very much, it is helpful to you in your path forward.

Unidentified Female:
Thank you, Dr. Yano. It has been an invaluable miniseries. We do have a couple of pending questions. Do you want to go back to your last slide just so we have something up on the screen? Thank you. The first question – what happens if one of your personnel leaves the project area or VA after the CDA is approved? 

Elizabeth Yano:
Well, people do that. If it is like a primary mentor, you actually would need to do a project modification to make sure HSR&D thinks that you are still going to be okay. If it is a statistician, you will have to find someone to replace it. It is that person. You just have to adapt. Because come and go. People retire. They do all kinds of things. 

Unidentified Female:
Thank you. You have mentioned a new requirement for targeted enrollment tables a couple of times. I reviewed the HSR&D merit and CDA RFAs as well as the SF424 instructions. I did not find any mention of this. I did find it with the RRND Merit RFAs this round. Can you comment on that?

Elizabeth Yano:
Thank you. Well, then I may be jumping the gun. It may be that HSR&D is starting those for final reports and not for CDA applications. We will get clarifications and get something out by e-mail.

Unidentified Female:
Thank you. The next question, how much can one deviate from the approved LOI when it comes time to submit the full application? In the course of receiving additional feedback from mentors following the LOI approval, I anticipate that parts of the research and career plan may change. 

Elizabeth Yano:
Absolutely, I do not think I have seen in a single CDA where things have not evolved quite a bit from the LOI to the application; which is why I counseled people to make sure that they are doing a broad enough title for the LOI to be able to make left and right turns as needed. Shy of completing dumping what the expectation was for the LOI; and changing disease category totally. I think that you have got actually pretty significant latitude. Then it is really up to what your mentors are going to recommend to you at that point.

Unidentified Female:
Thank you. What happens if the applicant has to move during the CDA?

Elizabeth Yano:
I do have some experience with that. It also has to get approval. You have to make sure that the key that it is just not you that is getting funded. It is you in the context of your mentors and your environment. How well, what you are doing matches within the Center mission and the resources that the Center is aiming to give you. If you are actually going to transition after you get a CDA, you need to make sure that where you are landing is prepared to kind of embrace you in the same way. If your original organization is going to still provide you resources. Or, since you are now in somebody else's shop, that the new place is going to pick up and do that. 

You have to make sure that if affects your primary mentor that there is a mentor at the new location that is going to pick up or get added to the team. All of that would have to get approved to my knowledge at least by HSR&D because it is such a big change. What happens in a person I am thinking of was that their primary mentor was a Center Director. I was a co-primary mentor from across the country. I did not even recruit her here. She ended up moving here for other reasons. As the primary co-mentors, we swapped places. I became primary. He became co-primary. We could show that the resources were going to continue. It was approved. 

Unidentified Female:
That worked out well. The next question – I know we are at the top of the hour. Do you have just a few more minutes? We have three questions pending.

Elizabeth Yano:
I do. I do.

Unidentified Female:
Okay. Thank you. Do all of the reference letters need to be outside your department or organization, or just at least one of them? I am concerned about staying at the same institution for medical school residency and research training; and now a faculty position, and the ability to find someone outside of my current organization.

Elizabeth Yano:
Well, if a person that lined up in the same place; and I understand that one. Because I went to high school and then UCLA. The local high school, UCLA undergrad, bachelor's, master's, and PhD, and now I am a professor. I guess that not having moved. For myself, I have not really been able to necessarily get letters outside. I do now as a professor because I have colleagues across the country. But, I think that it will become clear. 

Maybe your mentor's letter needs to indicate that you have of course, have created a really strong home, a research home and training home here. That is why you at least give a wave to that. There is nothing in the documents that I read around the RFAs that say they have to be. It is just to make sure that if it is relevant that you actually reach out and beyond. I personally would not worry about it too much.

Unidentified Female:
Thank you. Regarding CDA resubmission; if the project and mentors change substantially, is it possible to restart with an initial submission? Or, do I have to use a second submission of the initial proposal?

Elizabeth Yano:
Could you say that one more time again?

Unidentified Female:
Yeah.

Elizabeth Yano:
I am sorry. I misunderstood.

Unidentified Female:
Regarding a CDA resubmission, if the project and mentors change substantially, is it possible to restart the process with an initial submission? Or, do I have to use a resubmission –?

Elizabeth Yano:
I got you.

Unidentified Female:
– Of the initial proposal?

Elizabeth Yano:
I got you. Yeah, that is a great question. I would almost need to see the application process, the application and the level of the change. This has come up more than once before. I think that you may want to have your mentors contact Rob Small who manages the CDA program and talk it through. Typically I think they expect that folks, if it is in response to reviewer concerns; and you are demonstrating that you are being highly responsive. That included requiring a mentor change, then I would say stick with the same process. Because being highly responsive is something where the committee gets even that much more invested. Because they can see that they are helping you succeed, if that is why it is. 

If it is because the first score kind of tanked. You had to just totally redo a research, then you would need to check to see whether or not you would be permitted to go in and start over again. I think that is handled on a case by case basis. I really cannot speak to what they are going to permit. Because they do not really want everyone to just kind of restart again and again. It is really about whether or not those changes were about being responsive. Or, if the application just tanked for some other reason on the first go around. 

Unidentified Female:
Thank you. The final question – some forms become out of date requiring the applicant to check in with an on-site expert. How does this not become tedious for those we are asking help from?

Elizabeth Yano:
It is tedious. But, if it is about forms that they have to work with anyway, I can tell you. Our human subject people have to stay up to date all of the time. They_____ [01:05:10] are the ones that warn us something has changed. The people who handle the VA research budget are by virtue of their job – have to stay up on these forms. Yeah, there is absolutely a part of this that is tedium. I am not sure how to make it fun all of the time. It is the nature of the game. I am not sure what else to say on that one. I wish it was always fun.

Unidentified Female:
That was a CDA program admin that asked it. I think they might_____ [01:05:41].

Elizabeth Yano:
Touche.

Unidentified Female:
Yeah. Okay. That is the final pending question. Do you have a concluding comment you would like to make to wrap up this miniseries?

Elizabeth Yano:
Sure. Thank you for giving me the opportunity. I am a very strong proponent of the research Career Development Program in VA. My entire center is just one of many examples. It is led now really by former CDAs. It is an investment in the organization. It is an investment in the VA. It is an investment in Veterans' health. It does establish a strong foundation for moving ahead. That said, we are in a situation where the VA HSR&D is not able to fund as many highly qualified, committed, important young investigators. For those who are successful at getting the golden ring at the end of this process, I salute you. I think you will have a great opportunity moving forward. For those who do not, I would say do not take it too personally. Just realize this is a process like any other. 

The competition is indeed fierce for getting protected time for three to five years. There are many other strategies. I mean, here I am doing five sessions on CDAs. I have mentored two dozen CDAs over the years. I never had a CDA. One can have an okay life either way. But you need to work with your mentors and your organization to really figure out how to make this research life for you sing. It is a lot of work and a lot of promise. So long as you have got your eye on the ball; and you are rolling up your sleeves, and getting the work done, you will succeed one way or the other. That is my main point. I just really wish the very best to each and every one of you. 

Unidentified Female:
Excellent. Well, thank you so much Dr. Yano for taking the time to do these sessions. Your expertise has been invaluable. Thank you to our attendees for joining. All of these sessions have been recorded. You can find them in our online archive catalogue. I am going to shut down the meeting now. Please wait just a second while the feedback survey populates on your screen; and provide us some feedback for this session. Thank you once again, everyone. Have a great rest of the day.

[END OF TAPE] 
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