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Parker Cunneen:
Alright, good afternoon, everybody, and welcome to today's webinar on the rollout and introduction of the Field Enterprise Research Support Service contract. My name is Parker Cunneen and I will be the administrator today. I just wanted to go over a few reminders and housekeeping items before we start.


First, today's session is being presented in lecture webinar mode. So everyone out there, your speakers are off by default, the audience is muted. And this presentation is going to be recorded so if anyone runs into any technical difficulties throughout the presentation, just remember, you you will be able to access this seminar after the fact.


Handouts with the slides were sent in advance of the lectures for those who registered. For those who did not receive the handouts, they can be found in the link. I am going to post in the chat, right now, you should also be able to see it in the Q&A as well, that link for the slides.


Questions will be addressed at the end of the presentation during the Q&A portion of the webinar. Please submit your questions in the Q&A box. If you do not see that at the moment, go down to the bottom right corner of the WebEx platform, you'll see three dots, and you should be able to pull up the Q&A box there. 


If you have any technical difficulties during the webinar, some people have more success using Google Chrome. Additionally, in terms of connectivity issues, you could also use the call-in number provided in the registration information. And finally as a reminder, it is being recorded so you will be able to access, access this after the fact.


Once the webinar is over, you'll see a quick survey pop up in your browser. We really do appreciate your feedback on these webinars, and we use it to improve them in the future. With that, I'm going to pass it onto Grant Huang to get this started.

Grant Huang:
Great, thank you very much, Parker. First of all, I want to thank Parker and his team for helping us with coordinating what I'd like to believe is a really exciting opportunity and time for us as a VA research enterprise. As you all, hopefully, have heard by now the VA Office of Research and Development has been undertaking some enterprise efforts to facilitate the research that we do in support of Veterans as well as the VA Health Care System. 


By a brief introduction, again, for those of you who have not met me, I am Grant Huang, Deputy Chief, Research and Development Officer for Enterprise Optimization. And I have the privilege of starting off the presentation by giving an overview of some things, and then I will hand it off to some members of the ORD team who have helped with this effort. So if we can have the next slide, please?


So real briefly, what are we going to do today? I want to provide, again, an introduction to the Field Enterprise Research Support Services initiative, also called FERSS. We recognize that this acronym also sounds very similar to the retirement system. It is not to be confused with that, but we hope that in this context that will be clear. 


And that also, what we'll do is to outline some of the general policies and procedures for all of you in the field to understand what this contract is about, what it will support, and how it will work. As well as that, we will focus, and mostly this will be given by Antonio Laracuente, our Director of Field Operations, to talk about the process for requests. How they will be evaluated, and how we will deploy them, assuming that they are approved. 


And at the end of the presentation, we'll have a short time with Erica Aulik, who is from the Office of Research Protections – Research Policies, Protection and Education [PH] here in ORD to demonstrate a SharePoint site that we will be using for receiving these requests. So next slide, please.


So briefly, to give some context to the group about what this is all about, again, by now, we are hoping that you have heard about the fact that the Office of Research and Development is undertaking some enterprise transformation efforts. 


What that means is that we are looking at the VA research activities as a whole, and trying to determine how we could continue to not only achieve the goals that research is intended to do; but rather than trying to do that, as individual or local projects, look at this across the entire healthcare system? And see where there's opportunities for us to leverage or optimize those activities to benefit all people who are interested in the research that we do. 


Of course, a lot of these efforts are focused on our field investigators and our R&D offices. And so a lot of what we'll be presenting today will be focused on how we are intending to support them through this contract. But nonetheless, before I go further, I do want to raise awareness that there are a number of other initiative activities that are under this enterprise transformation effort. 


And we hope that if you have not heard about them, that you will connect with those in your R&D office, or even in the Office of Research Development to hear more about it, and learn about the various activities involved. 


But that said, with regards to the focus for today, the key barrier as I think most people understand, that with getting research going, and going in a timely manner, is the ability to get support personnel. And the necessary expertise to achieve some key steps to ensure that the studies are done right, that they're done compliantly.


That they're done in a way that the investigators originally intended; and also done, of course, with partnership, and and the interactions of the R&D offices. 


Because of the fact that many of these requirements of studies aren't controlled by research or R&D offices, or even ORD, it's oftentimes challenging. And we've recognized that that, those challenges have many effects. Besides not only getting the research done, they also have effects on investigators, participants, staff, and the like. 


And so what the Office of Research and Development, ORD, has been doing for the past couple of years is looking for ways to improve how we operate, ways to leverage resources, or ways to improve how things operate. And so one of those efforts is this first initiative which we are going to describe a little bit more about what it's all about. What it's intended to support. 


But the bottom line here is that it is really intended to provide a time limited support for PIs and R&D offices to help with some of the pain points or other barriers that oftentimes come up, primarily in the startup of a study. There are occasions, of course, that time, during the course of a study personnel might leave which prevent the ability to complete the study in a timely manner. And so therefore, there are some activities centered around that.


But to give you, again, a little bit of history and context, a lot of these efforts started to, began, started last fiscal year back in May where we started to develop a contract for services for some of the key areas that we had heard based on field input, based on meetings with investigators, and ACOSs, and AOs, and other stakeholders about where the main challenges are. As a result of that, when we started the contracting process, we wanted to make sure that what we were able to provide would be truly meeting the needs of the field. 


And so as a result, we organized some workgroups that we had key subject matter experts, and other volunteers, and administration, and budget, and and also science which I'll highlight in a moment. But they were part of workgroups to help us think through the process, think through what are the key needs? Think through, how this would really work out on, really, a national level?


Again, all of these happened in the summer of last year. The contract was awarded just at the end of the fiscal year. And since then, the workgroups along with people in Central Office were working together to develop the processes, workflows, tools, and the like. 


And that led to the ability for us to test three pilot cases. And we want to thank the Cleveland, Madison, and Portland VAs for their efforts to help us test some of these efforts to make sure that's working, and to maybe, hopefully, understand any possible areas that we need to make sure that they're running smoothly, so that they experience from others at a, on a larger scale, would work out as well as we can.


And now, we're here into March and we're ready to launch this. And this webinar serves as the launch point for this on a field level basis. And so with that said, we hope that one of the things that this will also do besides immediately help with investigators in R&D offices, is also to serve as a model for our process as well as the way to support field enterprise activities. 


And so we hope that as we go forward, we'll continually learn about this. And in addition, that we'll be getting feedback, and we will be wanting to hear from from people in the field about ways we can continually improve and do things to help you out. So with next, with that, next slide, please.


Again, this is what I want to highlight; I had mentioned the three use cases that we have in place. And one thing I want to highlight on this particular slide is that the use cases, you'll note, are across different types of activities. 


And they were intentionally chosen so that we could, again, look at different needs, look at different processes. And this is, as you see, it's related to R&D support, a study, an actual study that needed some support, and also, some activities in the R&D offices.


So again, there is a fairly, I'll say, diverse set of activities. You probably won't cover everything that the field needs, but it's, we hope that it will cover a good portion of that. The next slide, please. 


And so one thing I want to mention before I start to turn things over to Tony Laracuente, is that again, there have been several folks who have been working on this. Tony Laracuente, again, our Director of of Field Operations will be presenting most of the information. He is the initiative lead. I want to just give him public acknowledgement and thanks for the tremendous amount of work he's been putting into this.


I have the privilege of serving as the executive sponsor, and to helping to ensure that that whatever needs, and whatever resources are required are are provided, and to provide guidance, and connections with other parts of the organization. A little later, you will also, hopefully, get an opportunity to hear from or meet, at least virtually, Shawn Berrien, who is in the Office of Research and Development, and he is our contract office representative, and handling the contract details. 


We also had a number of people from the field as I mentioned, ACOSs for research, AOs, budget analysts, ORD staff. And we also had Eileen Doty, who is also a project manager that was working with us; who did, really, much of the legwork with organizing documents, and putting together the workflows, and mapping things out for us. So really, my thanks to all of those people who helped. 


The enterprise efforts here are overseen by an executive committee that involves Rachel Ramoni, our Chief Research and Development Officer; Carolyn Clancy, our, yeah, Assistant Undersecretary for Health for DEAN; and many others who are representatives from VISNs, medical centers out of the field, and the like. 


So there is a structure that is helping to oversee that things are working, and that we continue to improve as we can. I also want to mention before we go too much further, that you will hear that this is not just a Central Office activity, we have been developing a workflow that will work with R&D offices. That they will be a critical gatekeeper in this process. 


Again, this might be new for many R&D offices, and we'll walk you through a little bit of what that means. But the point of this is, is that we would like to, and for any investigators on the call, make sure that you are working with your R&D offices. 


And that R&D offices have awareness of, not only the individual needs, but also can if necessary, determine whether or not this should be something that is appropriate for the FERSS initiative and contract. And then to work with Central Office as needed to go forward with that. Next slide, please. 


This is just a quick acknowledgement, I won't go through all of those names, but you'll see that there are a number of people representing a number of invest – a number of facilities throughout the country. My thank you, again, to all of those folks, especially the chairs, and coordinators, who helped with organizing a number of meetings, and documents, and really providing some great expertise, and insights into how things work out in the field.


And really, again, we hope that this will be as relatively seamless as possible going forward. So with that, next slide, please. So now I'm going to turn things over to Tony, and he will go over the FERSS efforts and all of the things that are involved. So Tony, it's all yours,

Antonio Laracuente:
Hi, Grant, thank you very much. And and again, thanks to Eileen who has put a lot of work into this, and and really supported us tremendously. And thanks to all of the field and ORD personnel who have really worked to to make this, what I think is, is in my 30-some odd years in VA, a very unique initiative for supporting research activities in the field. And I had wondered if this was available ten years ago, where we'd be now? 


So so just a a couple of highlights, I think Grant went over most of them. But the the real key is that we had, this will enable the research staff across the nation to support, to get support from professional administrative services. 


Aptive is the awarded contractor, and there is a base period that started in September of '21, that runs through this, this September. And there will be a six month option period if if it's successful through March. And then we're going to take a look, and see how things are going, and hopefully expand this going forward.


We're, we we, we talk a lot about the scope and breadth of requests. It does involve single site, multi-site, and as remote off-site research studies, clinical trials. But really, it's to support VA research, VA funded research activities. So keep that in mind as as we move forward. 


There's research, administrative support. A lot of programs are struggling to get some things done in the, in the Research Office. And so we think that this will support and in not only the research office, but investigators, in trying to get their projects through, through the regulatory committees, doing some data analysis, things along those lines. 


And then there's medical research support that's not limited to – it's it's limited in terms of you can't really engage in the research activities. And we'll have to take a look at that as as we go forward. But there are certainly a lot of study activities that that could happen that would support this, that could be supported by this initiative. 


So the workgroups spent a lot of time talking, and let me tell you, that they were great. We started out with three, and narrowed it down to one final workgroup. They all had different tasks but the basic things were the tool, which is build a SharePoint portal, to add enhancements to, such as workflows, and the SharePoint portal, that, those kind of things. 


The the, the R&D office, I think it was unanimous that the R&D office, there was a gatekeeper. And and the idea is that their R&D office can review this, take a look at it, see if it's truly viable. 


Because there might be questions that come back such as, "Well, you already had that support at that facility, why do you need additional?" Or can you get that from the affiliate? Would it be quicker to get it from the affiliate? Things along those lines but those are the things that the R&D office will be looking at. 


How much support can be requested? We had; I spent a lot of time talking about this. We we think that each station can request up to 1.0 FTE aggregate support for the contract period. And so that's 1,920 hours, contract work hours. The funding is going to come out in the first year and a half out of ORD. 


We were talking about how the fund is to sustain, if it's successful, sustaining going forward? It could be a charge on the merit review, we we just don't know yet. But we'll have to see as, as we move forward on this. But that is going to be a key component. If successful, we want to make it successful, and so we can move forward going into the, into the future years. 


So what you can and can't request: So you can request program administrative support, you can request research study support. And there's a, the SharePoint site will give you more detail as to what you can and can't request based on on, on the contract itself. You got to remember that what you, what you can request is support that's not inherently governmental. 


Really, what that means is, is it something that a VA, a government employee can do versus the contractor, things along those lines? And that's, that's a real critical point because this is not for long-term. This is really more short-term support, quick support to get you going or, or finish out a project, or get some things done in the office that need to get done quickly. 


It can be performed virtually; it does not have to be on-site. But it could also be on-site as needed. So that, the contract gives you both options. What you can't do is ask for long-term support. Again, this is really the transitional; let's, let's fix this for the short period of time so we can get this, the project moving, and going forward. 


We cannot have personnel that are engaged in research projects or study teams, really, not truly doing hands-on work with the, with the research subjects. We're still considering what what are the limitations? But just think of it in terms of if the IRB thinks you're engaged in research, for example, then, and in human studies research, then you you really should trim down the scope of the work that that person is doing. And this is not for IT hardware or software. 


So anyone with a VA e-mail address can access the SharePoint. So if you have a VA, VA e-mail address, it is internal to the VA. So you need to be on the, on the VPN, VLAN, or whatever they call it, Citrix Gateway, or at the Medical Center. you must use your VA e-mail address for all communications regarding the requests. You can't use university, or Gmail, or a foundation e-mail addresses. 


So, again, we talked about, and you can't reiterate this enough, that the the Research Office is the initial gatekeeper before it comes into the portal. And so the the detailed process flows and evaluation criteria, again, are available in the FERSS Toolkit library. You can take the slide, and click on it, and and it will take you there. 


So the process, so again, any any VA research field staff with via e-mail address, and and SharePoint access can get this. You identify a need at your station, you access the site, you use the FERSS Toolkit library to help you. And then you submit a completed request form. 


You can't start filling out a request and save it for later, it must be completed at one time. So there is no save feature for overnight, and you would want to finish up tomorrow. So once you start it, you got to finish it. 


And then the outputs are we track it in the SharePoint portal. So you'll know, you can go in there, and find out where things are. And you'll receive confirmation, a confirmation e-mail after the request is submitted so you can pass it on to whomever. But you, "Hey, at least I've done this," and and with the _____ [00:21:16] keeps a record for you. 


So the evaluation process, this is really critical. So we talked about Shawn, Shawn Berrien who's the contracting COR. He's the one that's going to be – he'll have access to this. Of course, there will be input from others, depending on scientific nature, administrative nature. Is this reasonable? Is this engagement and research, those kind of things, if if needed? 


So they'll have the completed request form. We'll look at the rubric, there's a rubric that's in there. And I believe it's outlined in the FERSS Toolkit, but includes justification, relationship to the organization, and strategic vision. Is it, is it feasible, can you do it? Is efficiency or of tactic/ approach, and sustainability?


The criteria are measured on a four-point scale: exemplary, adequate, needs improvement, or insufficient evidence of need. And detailed descriptions are outlined in a document, and it's available, again, available in the FERSS Toolkit.


The outputs coming out will be e-mail or phone communication from Shawn Berrien for clarification as needed, or the notification of results. We hope to have these turned back around one week after the request of submission. Of course, since we've never done this, we don't know what the workload is going to be initially;, but we're going to try to turn this around within one week's time. 


So the first COR will work with the contractor once the request is approved to assign and onboard each resource. There, there's a completed request form, we'll provide it to the the contractor. The contractor will provide us pricing, all that information. They'll do, work with Shawn on the onboarding documents, background investigation, all that real important stuff that we as research administrators know how that takes sometimes a while. 


And Shawn seems to do it very quickly and very well so that's a good thing. The timeline is that Aptive will provide the COR with a resource within five days after receiving the information. And then we'll decide at the intake of resource at the local facility is needed, and then begin the local intake, and credentialing process. 


So again, we mentioned that anybody with an e-mail, VA e-mail address, can can get in there. And this is the link to the site. What we're going to do now is I'm going to turn it over to Erica who is going to provide a sampling of how the site works. So I think now, I lose control; or do I sign assign control? Or you guys have it?

Parker Cunneen:
We're giving it over to her right now.

Erica Aulik:
Thanks, Tony. As soon as I see it pop on my screen, here we go. I am going to share right now. Okay, can you, can you, can you see it, my my screen? 

Unidentified Male:
Yep. 

Erica Aulik:
 I hope so.

Antonio Laracuente:
Yes yes.

Unidentified Male:
Yeah. 

Erica Aulik:
Okay so when you click on the link on the slide deck that Tony just shared with you, this is where it will take you. And this is the main SharePoint page. And it basically has a summary up here on what was just demonstrated in the PowerPoint slides. A little background, the services that are allowed, the scope, how much support you can request. How to request? What happens after the request is submitted?


On the right-hand side are some definitions and additional tips. And if you see, if you just look, you will see underlined words, FERSS Toolkit. There's another one in here, too; FERSS Toolkit, FERSS Toolkit, or toolkit library. So here's another Toolkit link, big clue that they really, really, really want you to look in this library, and do some reading before you ask questions, and before you submit your application.


Okay so when you're on the main page, you do your reading on your Toolkit. Toolkit, Toolkit, Toolkit, Toolkit, all this goes to the same place, just emphasizing, please, please read before you submit. And when you're ready to submit, you click this link. You see up here, Shawn's, this will take you to Shawn's e-mail if you have a question. 


Okay okay so you want to submit your request; you, you read the page, the summary, you read the definitions. You went up to the the library, you read all those articles, now you are ready to submit. Click the link and a forum opens up for you, this should all be general questions that should be pretty easy for you to answer. 


The questions with a, an asterisk or a star by them means that they are required for you to submit, they must be filled out with something in order for you to submit. So here we just, in the light blue section, we have your background information. Just and then in this green section, it's more study specific. What's your study about, different components? 


And then it gets into what kind of help do you need? What kind of project is this, what kind of support? How many hours a week? What types of access requirements, skill sets, and any other skills that are required? And then a couple of little, a funding question in red here. And then any other comments you might have, you can put right down here at the very bottom. 


If you have any supporting documents that you would like to attach, you can attach them here. And then when you're all done filling out the form, and making sure you hit everything with an asterisk, you simply click the Submit button. After you submit, you will get an e-mail verifying that we have received your application.


Okay so that is about it for the share. It's it's, it's very simple, just some reading, and how to get your information submitted to us. Okay so I think that is all that we have on the SharePoint site. So I am going to stop sharing and send it back to you, Tony.

Antonio Laracuente:
Thank you very much. So let me have the control back, actually, before, Erica, can you –? Is there a way that you can share or show the Toolkit on your screen while you were in there? I'm sorry.


Yeah so so obviously, we have the webinar slides, and sample pie requests, which is, actually, pretty critical. So you got an idea of what it looks like, an office request so you can see what that would look like, and so forth. And then the process flow, which is really, kind of, an important because I, and it does tell you, it gives you an idea of how things flow through, and and so forth. 


And then some of the cross threshold guidelines, and then the the, the rubric. Now, Erica, can you open that rubric up? I just want to show that rubric real quickly. And so so again, this is the, as you're thinking through, this is, kind of, what we're going to be thinking about when, when it's received in ORD in terms of how to grade these, how to grade these submissions and so forth. 


So so please, use it as Erica said, use it, take a look at it, and do a little reading. And again, there's some high priority areas, and some low priority areas, so and how, how they're going to be ranked. So I think this is important to, kind of, review before you submit your requests.


So thanks for, thanks for showing that. So, Parker, can you go ahead, and give me the control back so I can put the slides back up? 

Parker Cunneen:
Yep you, you have, you have control. 

Antonio Laracuente:
Okay so thanks again, Erica, for showing us that. And so again, the, we talked a little bit about the FERSS Toolkit. Again, this is what we just showed you, sample API requests, et cetera. Again, we can't stress to take a look at those, those, so it gives you an example what we're we're looking for. 


So, really, in summary, the the first initiative, it is a time limited field, the principal investigator and R&D office access to contractual staffing resources to help you. We want you to use it, we think it's important. We think it can help you out. 


Our three pilot cases are going through fairly well during the early stages. And here is the big date, the big date is March 21st. It looks like two or three weeks from now, three weeks from now. It's going to open up two weeks from Monday. It's going to open up, and that's when you can go ahead, and start inputting your requests into it. 


And again, I can't reiterate FERSS Toolkit library; go ahead and use it. And we hope that you will send us requests so we can start processing them. I know Shawn's itching to move forward with the the contractor. 


I'm going to throw it out to you guys for questions. If you have any questions, go ahead and put them up in the Q&A so they can go and transfer them, so we can show them up on the, on the screen. So I think you're going to take control back now, yep.


And Shawn, well, while we wait on the questions, do you want to make any comments or anything along those lines?

Shawn Berrien:
Is everybody, you guys can hear me? 

Unidentified Male:
Yes. 

Unidentified Male:
I guess.

Shawn Berrien:
Okay, no real comments but as Tony was stating, yeah, the contract is actually very anxious to begin providing support to to everyone, so definitely, awaiting the 21st release. And whenever you're ready to start to pulling the questions so we can tackle them. 

Antonio Laracuente:
Thank you. Okay if the "ask" is limited to 1,920 hours per station, it would seem that there will need to be a local approval process through the ACOS R&D rather than having all comers entering information and making requests that may or may not be the station's priority. 


That's correct, and so we're asking the Research Offices to be the gatekeeper. And so, and that's why it really is submitted through the Research Office. And and it could be the ACOS for R&D. 


It could be the R&D committee; it depends on what your local process is. But yes, we are expecting the Research Office to be the gatekeeper.

Grant Huang:
Tony, this is Grant. Maybe –?

Antonio Laracuente:
Yeah?

Grant Huang:
– If I could ask you, and probably others to help with, kind of, describing how the use cases work? What we couldn't do on this webinar is to role play to show you how the notifications from SharePoint go from one place to another. But I believe this is from Mary Walsh. This is a very important point. 


This was, again, discussed by the workgroups, and was raised as an important, kind of, way to ensure flow, and communication, and managing requests would happen. But would it be possible, Tony, for you, or maybe some members of the team to just briefly talk about what happens when an investigator clicks Submit? 


I believe it goes to the R&D office and it reviews before it comes to Central Office. So in other words, it will not be a process where an investigator can just put in whatever they want, and then Shawn sees it. It's going to go through some, if you will, gate checks, and gatekeepers as we've been using that term. 


And where the R&D office will be the one to say, "Yeah, we we concur with this," and then that's a signal for Shawn to go forward. But maybe, I don't know, if others can provide a little bit more detail of how that works?

Antonio Laracuente:
Sure, Erica, do you want to answer that? Or do you want me to?

Erica Aulik:
Go ahead, Tony. 

Antonio Laracuente:
Okay so so it's it's exactly as you describe it, Grant. I think that what will happen is the the initial, the initial entry can be put in by the the, the investigator staff, again, anybody who has access through VA e-mail address. 


And then, again, it will, it would go to the Research Office, and they will be responsible for tracking it, ensuring that it meets the needs of the, of the, of the project; it meets the intent of the, of the contract. 


And let's say that you have a a contract that's 400 hours, then it's submitted through. So now, the facility has approximately 1,500 hours left to submit additional requests. So the idea is that that, that the ACOS for research, and the Research office may have alternatives that may be quicker to address the issues. 


Or it could be that the definition of engagement is is better addressed by the Research Office as they review it, and so forth. So we really think that that portion of of the process is extremely important. Because obviously, if we get free for all, we're not going to know that that, that maybe the affiliate could provide the service. 


We're not going to know that, that this is something that the investigator already tried to get, et cetera. So Grant, does that answer your question? Does that address it?

Grant Huang:
Yeah no, I think that's, that's great, Tony. Again, I I think it's helpful for the field since this might be the first time many see this. I would also mention that one of the things that I think this process, this workflow will help with is communication. 


One of the things that we recognize, especially at the R&D, to, R&D office level, and R&D office level to investigators, a lot of times there's so many things going on, and it's hard to keep track of where things are. Where there might be barriers, where there might be challenges. 


So we hope that this process by having the R&D office also be the gatekeeper, besides addressing some of the things that Tony mentioned where they might have greater awareness about other resources or other channels for meeting the needs, that it also, hopefully, facilitate conversations. That, why is this happening? 


And that will also be a way to help with communication. It's, kind of, a secondary benefit of this workflow. But we want to make sure that people are aware that communication as with all things is a key component of this.

Antonio Laracuente:
Okay your next question. Okay, thank you so much for doing this. It's_____ [00:38:12] promising, especially for early career investigators, how is the contract period determined? So so again, from your perspective, we're looking through the end of the fiscal year for the, for the initial contract. 


And then we're going to extend it six months. So from the, from what you guys are looking at is, let's look at the next three to six months. That's my suggestion, and then go from there. And again, if you're, if you're looking at three to six months, you need 400 hours. 


The station still has an additional 1,500 dollar – hours to deal with. So it just depends on your need, but don't go beyond the fiscal year right now. 


So if a –? So this is about inherently governmental work, can you provide a definition of how it's determined, and some clear examples, or tasks that illustrate the term? 


So Shawn, I'm going to reach out to you to to add onto what I'm going to say just in case I misspeak. But inherently governmental is if if, if a federal employee can do the work, and it's consistent work that needs to be done. So for example, you're a biological lab tech, and you are in the laboratory processing samples for a research project. 


That really, truly is inherently government work. Whereas somebody who is scheduling appointments, possibly copying papers, creating a PowerPoint for you, may not necessarily be inherently governmental work. So Shawn, I'm going to throw this back out to you and see if you can add onto that.

Shawn Berrien:
Not a problem, Tony. So yeah, that term, "Inherently governmental," it actually comes out of OMB Circular A-11. And if you want to get techie about it; it, it, there, it's a hard definition. 


So the the high, high level view of is that anything that only a federal employee can actually do, like, supervise another federal employee, or make program management type decisions on how finances are distributed over the course of the organization. So that's a high level view of it. 


Now, for research, there is no clear definition on it. The way Tony described that is quite accurate. In cases where there is going to be challenges or questions to this, they're going to be referring to ORPP&E, more, more than likely for a final determination from a research perspective.

Grant Huang:
Hey, Shawn and Tony, this is Grant. If I can try to add a lay perspective on helping with this? Because I I think this is a really great question. A lot of times it might seem so the technical people real, won't know where the lines are defined. 


And I think that's part of the point here, as Shawn and Tony were describing it, is that there isn't necessarily a clear line all the time. And so therefore, some things that there is work that as federal employees, we serve the public trust. 


And I'm sure for those of you who are VA employees, you know of all the various trainings, and all the emphasis points that are brought up in that context. And so in that regard, there is, kind of, a general definition in my mind about work that is inherently governmental: is that it has to be done by a federal employee because it is directly responsible for the public trust. 


And so, again, there might be examples like Shawn mentioned about supervising a federal employee. It could be things like executing or having personal responsibility for a budget. Things along those lines that, again, are specific to the work we are hired to do as government employees. 


There might be other types of work as Tony mentioned where, to be honest really, anybody could do it. It's not specific to the government but it is part of work that is just done because that's how work is done. So for example, scheduling appointments, developing a PowerPoint, writing of documents, for example, of course, that might depend on what the contents of the document are. 


But those are, kind of, various things. And I think, if anything, if anyone has questions about it, when a request is submitted, we might look into that a little bit more, and just say, "Can you tell us a little bit more of exactly what you think this person would be doing?" And then if necessary, we can help you clarify that. 

Antonio Laracuente:
Thank you, and I'll I'll also see if I can put into the chat, the definition, the formal definition for everybody. Next question, "Can you paste the SharePoint link here?" We can, it's also in the slides. I think, actually, Erica, can you, can you place that into the, in the chat box?

Erica Aulik:
I did – 

Antonio Laracuente:
Okay.

Erica Aulik:
– Post it – 

Antonio Laracuente:
Great.

Erica Aulik:
– In the chat but it's way up by the question. I can – 

Antonio Laracuente:
Okay.

Erica Aulik:
– Post it in _____ [00:43:23].

Antonio Laracuente:
Okay yep so it is look for it there. Thank you. Alright, will sites be able to view other sites' request to get an idea of what a good request looks like, or what bad requests look like in the SharePoint? Shawn, Erica, can you answer that question? I'm pretty sure that you can only look at what you put in, but.

Shawn Berrien:
I want to have Erica verify that, but I don't, I believe you can only view your request.

Erica Aulik:
Right, you're only allowed to view your request, and not even anybody else from your site can view your request. It's a very specific to your unique e-mail. Whoever submits the request is only able to view the progress of their request. 


And we really don't, since we haven't gathered data yet, we don't really have examples of what a good request or a bad request would be. But maybe. it's something we could incorporate in the future but I just don't think we have that information quite yet. 

Eileen Doty:
Hello, everybody 

Antonio Laracuente:
That's _____ [00:44:37].

Eileen Doty:
This is Eileen Doty, the project, project manager, can I jump in? 

Antonio Laracuente:
Of course. 

Eileen Doty:
Great. There are two sample requests that are a good starting point to look at that capture the level of detail that we are hoping to receive from you. Those are in the Toolkit. And if that is helpful to you, I would start there. 


So please refer to those one, one, one is from the perspective of a PI, and the other is from a Research Office. And they they were written by members of our team, and they are legit. Like, the the free text fields are legitimately legit information. So just just start by looking there. But thanks for your question.

Antonio Laracuente:
Yeah, thanks, Natalie. And I also think that if if we see a couple that are fantastic, we can always, kind of, put them on, in the Toolkit, and de-identify them a little bit if we can. So we'll take a look at that as well.

Grant Huang:
Yeah, Tony, if I could, this is Grant again.

Antonio Laracuente:
Yeah.

Grant Huang:
If I could just add a a suggestion here? So as Eileen mentioned, there is a couple of examples that, and once you get access to the Toolkit, and take a look at them. 


The other thing, too, is I would say that for at least the study related or PII related requests, we would hope that the type of requests would already be, kind of, already envisioned, or somehow captured into other contexts, like an application or something along those lines. 


So keep in mind that this is temporary support, and that, really, that it is a job to be done. And so if you can be clear and specific about that, that would, really, would be, I think, helpful for Shawn or others as they review it to know exactly what it is you're looking for, and if it falls within scope, or not.


If you have it so general such as, "I need someone to help me with my study," obviously, that is not going to allow us to know the level of detail, why, how much time. And so keep in mind that, basically, what this is requesting is a person, or maybe multiple people to help with specific aspects of a job that were either, ran into some barriers, or are delayed, or something happened because a person left, or what have you. 


So that that, the request is enabling that to continue to get to the endpoint. If it's so general, like, we just need someone to do the work because we can't hire somebody, that that probably, might be too general, or unspecific that it won't allow us to act. And we might have to go back and say, "Provide more details." 

Antonio Laracuente:
Thank you. So is this also for clinical and medical research services? So so the idea is that there can be certain clinical or medical research services that can be done. And I think that some are outlined in the Toolkit. 


So for example, a blood draw could, it could happen if you need somebody to go out, and get a blood draw, and pull it back as long as they're not doing a questionnaire, or collecting information, and so forth. So there are some limited clinical and medical research services that can be done as part of the contract. Anybody else want to add onto that?

Unidentified Male:
_____ [00:48:07] please. 

Grant Huang:
Yeah, I think Tony did. And just so, if I could provide some insights to the group, that part of what was the impetus behind this was our experience with COVID. And so Tony used the example of a blood draw for someone who has not engaged, not collecting other information, or study data, but just simply doing a blood draw. 


That was something that came up during the COVID situation where we said, "We needed this, how do we do this?" And it was a big impetus for how we came to develop this contract going forward.

Antonio Laracuente:
_____ [00:48:43], okay the next question, "Who's responsible for finding the employee providing the service? Is this, is it Aptive HTG? Shawn, do you want to take that one? 

Shawn Berrien:
Yeah I'll take this, Tony. So yes as part of the contract, Aptive had the sole responsibility of finding the, sourcing the individual who best can provide the services. And actually, prior to them actually pulling the ID to individual, they will make contact with you directly. 


I'll authorize them to do it. And they'll set time to clearly understand your needs before they go source the individual. And they'll provide a resume upon request. 

Antonio Laracuente:
Can we ask for staff in support of our medical center IRB office? So yes, as long as that, that is a short-term need; again, this is not for long-term needs, but you you can ask for that. That is part of the contract.

Shawn Berrien:
And I'd like to add to that one. And we actually have done this as part of our use case. So yeah and this won't be a problem. 

Antonio Laracuente:
So this, this is a good question. So who in the Research Office will the request come to? Will it be the AO or the ACOS? Erica or Eileen, can you, kind of, talk through that, that where, once the investigator hits Submit, where it would go to? Or how will – how do they know the AO and ACOS? 

Erica Aulik:
This is Erica. 

Eileen Doty:
Erica, I'm hoping you can.

Erica Aulik:
 I thought that it went to Shawn when the request was submitted, that Shawn was going to look them over, and score them. Is that after you look at them, Shawn, that you forward them to the ACOS or?

Antonio Laracuente:
No so I think, I think that the intent is that if we get it from the investigator directly, it will be sent back. And that it should be, it should be worked with the ACOS to submit that process. So we're going to have to give a little bit more clear guidance on that, I don't think it sounds like _____ [00:51:21], but we'll work on that. I mean, let's put that on on the list to work on. 

Erica Aulik:
Definitely, thanks. 

Antonio Laracuente:
Yeah, thank you for the question. So are stations responsible for the cost? Is this the past quarter against the master contract? So no, the stations in this, in this contract, the stations are not responsible for the cost. These are being handled by ORD at this point in time, again, for the next year and a half; or actually, the next 12 months. 


And then there, Shawn can speak to the task orders against the master contract. But there is a a large contract, and there's plans that are tied to that contract. So Shawn, do you want to talk about that real quick?

Shawn Berrien:
Yeah so, this answer to the second question is, "Yes." So this task, this task board is actually against the master contract, which is called the Integrated Healthcare Transformation contract, IHT for short. 

Antonio Laracuente:
Thank you. What's the next question: Am I understanding correctly that we're not, we cannot request support that includes personnel engaged in research projects, slide 10? Correct, "It would, this would seem to preclude support from _____ [00:52:38] research activities; e.g. data analysis recruitment."


So if they're engaged, if, so, data analysis, it depends on how you define it. So it depends on what your IRB says. So it could be that you have somebody who is doing de-identified, de-identified data and analysis. Or somebody who is looking at a data set from a biomedical laboratory, research laboratory project, and so forth. 


So that, that's correct, is that it, what we don't want is somebody that's actually recruiting patients; or somebody's actually engaging with the research subject in a research manner other than possibly drawing blood, a procedure, and not collecting data from that draw, just going in there, and drawing the blood, and so forth. So you are correct.

Grant Huang:
And Tony, if I could jump in? I have noticed that this question as well as a few others are coming from staff from the Cooperative Studies Program. This is Grant again, as Director of the Cooperative Studies Program, I'm going to refer them to a separate communication I've sent out to, to them regarding activities that I think that they might be referencing. 


So there might be a couple of questions later on that I'll just ask the group to just go ahead, and skip, and have them refer to me, and I will address them directly, including this one.

Antonio Laracuente:
Can you describe the local credentialing process a little more? Was it equally efficient between all three test sites? Thanks. Shawn, do you want to talk about that? 

Shawn Berrien:
Are we talking about the onboarding process?

Antonio Laracuente:
Yes. 

Shawn Berrien:
I guess the…. I want to know if I use the word 'patiently,' here, but I would say the process is going to be the same because when we onboard them, they'll onboard to ORD directly, and then they'll be cashed out to go support the the facility they're assigned to. So for, from our perspective, the process is the same. 


We haven't gotten it to a point where we've had to do local credentialing as far as, like, engaging with patients, or anything like that, or subsequent studies. So that part hasn't been tested out. But as far as the onboarding process itself, it's pretty equitable across.

Antonio Laracuente:
Right and you handle, you handle the P, the PIV, if needed, and the fingerprinting, and so forth?

Shawn Berrien:
Everything, down to the equipment issues so – 

Antonio Laracuente:
_____ [00:55:11]

Shawn Berrien:
– That's all done by us in Central Office. 

Antonio Laracuente:
Right, thanks. Now, there are some things, like, if you want to do a scope of practice, or if you want to do a, what what you're going to be doing locally that might require some local, based on your local policies, and how to handle a contractor, then you would, obviously, engage in those locally. Next question?


The current guidance states that no facility may request more than one FTE support. Have you all thought through how to provide support for program manager leads such as myself and other field staff that are based out of a specific VA but manage national programs? 


So I will tell you that that we have not. And and this is truly in support of local investigators and Research Offices that have immediate short-term needs. And so we did not really delve into program managers who lead national programs. It could be something in the next iteration, but Grant, do you want to jump in and –?

Grant Huang:
Yeah, Tony, let me – 

Antonio Laracuente:
Yeah.

Grant Huang:
– Take that. The the person who asked that question, again, I'm going to refer them back to some other communications I have provided. So it's a good question but I think there's this, there is another, I think, if you will, mechanism, that's intended for for this.

Shawn Berrien:
If you want, Grant, I'll tackle this one. 

Grant Huang:
Yeah, I I think, Shawn, you and I know what the answer is here. But I think for the purposes of focusing on the first contract here, we'll just keep it here. And I I will speak to the person offline. 

Shawn Berrien:
_____ [00:56:57] that.

Antonio Laracuente:
Thanks, the next question; for example, I would….

Grant Huang:
Same, it's the same point. 

Antonio Laracuente:
Yeah yeah.

Grant Huang:
So.

Antonio Laracuente:
I gotcha, yeah, the next question.

Grant Huang:
_____ [00:57:09]. 

Antonio Laracuente:
So inherently, governmental work, there's a list provided on appendix A of the federal procurement OFPP Policy Letter 11. It will be helpful to add that to SharePoint. Eileen, can you not – note that? That would be great. Thank you, a great, a great point. Thank you. 

Eileen Doty:
Yep, I got it. 

Antonio Laracuente:
Can this provide ISSO and PO services? I'm going to defer it to Grant, but the answer is more than likely going to be, "No." Because those are specialized services that are required at the, at the facility, and are controlled outside of research. But Grant, do you want to add anything?

Grant Huang:
That, that is correct. We can probably address this separately but I'll just briefly mention that there is a central ISSO team that is dedicated to research for multi–site activities. If it is a local ISSO or single site project, there is, again, the same office could provide guidance to the ISSO but it is not intended for ISS…. This contract, the first contract is not intended for ISSO services. 


So if you have specific questions about ISSO, please direct it to me, Grant Huang, and I can help you just, be connected with the right people. In terms of privacy office, that is something that ORPP&E handles. And I don't want to misspeak, but we do have a Central Privacy Officer that's working with Research. 


But that is, I think, a separate discussion or a separate topic that that you can route to ORPP&E, and we'll talk with the the right points of contact in ORPP&E to to see how to best address or answer any questions you have about Privacy Office issues.

Antonio Laracuente:
So so one thing I do want to say about the, going back to the question about if a PI submits it, how does the Research Office gatekeep? I think what what, what we initially intended was that the Research Office would be putting into submission for the investigator, and have it submitted to, to us, by either the ACOS or the AO. 


And so that's really what we're thinking through in terms of right now. We're gonna take a look at that process flow, and and, and one more time, and and make sure that it's in, it's in the right order for you guys, and explain it a little bit better through a document. 


So Grant, I think that's the last question? Nope, what is the anticipated turnaround time between approval of request, and the person being assigned to a task? So once Shawn gets it, and turns it over to the contractor, or the contractor has five days to identify: identify, and then, of course, you got to go through the process of of onboarding and so forth. 


But but it's really five days from the contractor's turnaround. So Shawn, do you want to add on to that?

Shawn Berrien:
Yeah and so identification of the person is the first part, but then for the person to be assigned. Yeah and like Tony was stating, as the onboarding process, so three to four weeks, plus the five days, right, so. That's a good, that's a good block of time to go off; I mean, that's pretty accurate. 

Antonio Laracuente:
Yeah. 

Shawn Berrien:
With the exception of any type of specialized skill set that may be needed, that could draw the process, like, any _____ [01:00:41] of someone; for instance, like, we were talking about earlier, with, like, blood draws or something to that nature where you need a very specific skill set. 


And it may, there's actually a contract provision that allows the contractor 15 days to source of the person. But outside of that, it's five days; and then via VA onboarding time, three to four weeks. 

Antonio Laracuente:
Okay I think that's our last question. And so we really appreciate your comments, and your insights, and and really, we look forward to seeing what requests you guys submit. 


I think this a good opportunity to get some help and to your investigators, and to the Research Offices. So please, submit submit and let's see what happens. Grant, do you want any partings words from you, or?

Grant Huang:
Again, I just want to thank all of the folks who have helped to work on this, both Tony, Shawn, and Eileen, and Erica, those here and and out in the field. I just want to remind people that this goes live on March 21st. There are a couple of things based on your comments that we'll take a look at and make sure that it is working. 


There are as mentioned, a couple of things, particularly with the workflow where we've done it for a few use cases, and the the questions might lead us to rethink, "Is there a way to automate some other pieces, or to make it a little bit more smoother, based on, we hope a volume of requests?" 


But nonetheless, again, we're looking forward as Tony said to helping to support the the great research that you're doing out in the field. So thank you all for your time. And with that, I think we'll go ahead and, and conclude this webinar. Thank you, everyone.

Parker Cunneen:
Thank, Grant, I just want to thank the presenters, and thank all of the audience members for attending. As a reminder, you guys will get a survey, and and if you have a chance, please do fill that out. We do appreciate the feedback. Thank you. 

Shawn Berrien:
Good job, Parker, thanks. 

[END OF TAPE] 
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