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Heidi:
….  _____ [00:00:01] to today's ORD. Cyberseminar, Pain And Opioid AMP Updates For Fiscal Year 2025. Audrey, can I turn things over to you?

Audrey Kusiak:
Yes, sure. Thanks, Heidi, and….

Heidi:
Audrey, please turn your computer off. You are breaking up horribly. Audrey, we cannot hear a word you are saying.

Audrey Kusiak:
_____ [00:00:28] it is.

Heidi:
Audrey?

Audrey Kusiak:
I'm sorry. I'm trying….

[Crosstalk]

Heidi:
We cannot hear a word you're saying.

Audrey Kusiak:
– _____ [00:00:35] talk about it.

Heidi:
Please turn your –

Audrey Kusiak:
Yeah, yeah.

Heidi:
– Camera off.

Audrey Kusiak:
Can you hear me?

Heidi:
We can't hear you. Your camera is taking too much bandwidth.

Audrey Kusiak:
Okay.

Heidi:
There we go.

Audrey Kusiak:
I'll just turned it off. How's it? How does it sound now?

Heidi:
Significantly better, thank you.

Audrey Kusiak:
Okay. I'm sorry about that. All right, thank you. Sorry about that, all. I'm going to present today about updates for the fiscal year 2025. I know that there have been a lot of changes going on, a lot of card shuffling, and musical chairs, but we're going to try to help you navigate through the new system. What's going on in terms of, in general, application submissions, but also what's new, and coming up through the pain and opioid use AMP?


I will be presenting today with my colleagues, Dr. Jayanthi Sankar, Carol Fowler, and Cathie Plouzek. Next slide, please.


I know you've seen this slide before, this hasn't changed, fortunately. The POU Actively Managed Portfolio, the reason why we are in existence is because of congressional mandates and also from the White House Office of National Drug Control Policy. We have been tasked with working with our clinical operations partners, primarily with PMOP and with PBM. We also work with NIH and the DoD.


We want to ensure that the ORD is not funding the same work as our clinical partners. We are actively working with PMOP, PBM, and other clinical offices to make sure that we complement what they do, and not repeat what they're doing. It's a proactive management of the portfolio, including bringing together VA researchers, VA clinicians, and other key stakeholders, including the HSR Pain and Opioid CORE Veterans emphasis panel stakeholders to accomplish our goals.


The last point is that we try to be agile in creating funding mechanisms when required. Hopefully we are doing this as best that we can. Next slide, please.


What's new? There are updated priorities based on our interactions with PMOP and Pharmacy, for example. We have a transformation to a portfolio-based organization from a service-based organization. There's going to be some RFAs, and Notification Of Special Interest or NOSI; and application and funding processes will be changed. Next slide, please.


Traditionally, Office of Research and Development consisted of four services or four disciplines, but now what we're doing is we're broadening this. We are including five Actively Managed Portfolios. You may ask yourself, "What is an Actively Managed Portfolio?" Well, I tried to explain this on the first slide by including that these Actively Managed Portfolios are actively managed because we are working in close conjunction with our clinical partners.


With pain and opioid use, I mentioned PMOP, and pharmacy benefits. TBI is working with the TBI folks, Physician Oncology with the oncology group, Suicide Prevention with Office of Mental Health and Suicide Prevention, and, of course, military exposures. Those are the five AMPs.


We have budgets, and our main goal is to dovetail with, on, our clinical partners so that we can better fill the needs, clinical needs, so that we can get our products out to the Veteran as soon as possible. Next slide, please.


What are the key benefits? Well, the first is tailored support for Veterans' needs. We will be transitioning to portfolio-based structures, aligning with Veterans' priorities as well as clinical priorities. Accelerated research impact, we have to be agile in our funding mechanisms, and creating notifications of special interest so that we can inform our scientific or research investigators to let them know what is the most recent, and the most important areas in our portfolio.


Continued breadth of support, broad portfolios will maintain funding for the more general aspects of research while the Actively Managed Portfolio will be funding applications that are specific to our Actively Managed Portfolio areas. Last of all, enhanced investigator experience, it's…. What we're trying to do is create a one-stop shop for y'all, and so that you don't have to go to three or four different people.


You just come here and you say, "Is this something that is of interest to the AMP," and we will be able to help you. Next slide, please.


In order to address the issues we have actually four components, not five. We have cross-portfolio RFAs, NOSIs or Notices of Special Interest, RFAs that are going to be standard. What's going to happen is that you'll notice that in the NOSIs, it will describe which broad portfolio, and/or _____ [00:06:39] participating in the _____ [00:06:42] RFAs.


The last _____ [00:06:43] there are going to be pre-applications that also go with the different RFAs. Next slide, please. What are the new cross-portfolio areas? Research, not including clinical trials, which are going to be a parent, one of the parent merit RFAs. Then research, including a clinical trial, which is a single site or multiple site, and then there are those pilot awards, career development, research career scientists.


There's a new one, the technology development or translational award. This is for a very specific preclinical testing of products before they can be tested in humans. In addition, we have pre-applications that match these different types of RFAs. You would be applying and using these pre-clinical – I mean, these pre-applications to apply to a specific RFA. Next slide, please.


Portfolios of interest, again, as you can see on the left column, they're based on purviews. There are five AMPs, and there are four broad portfolios. There's the brain behavior, and mental health broad portfolio, health systems, medical health, and the rehabilitation broad portfolios, and the five Actively Managed Portfolios.


The goal here is just to make sure that these different portfolios actually talk to each other and collaborate with each other instead of you trying to figure out, "Well, does my application just fit this one portfolio?" If it straddles different portfolios, then we can talk to each other, and work together with our colleagues, and the other portfolios so that we can have a better understanding, and a better mechanism to actually help you, the investigator, navigate the different areas.


Last of all, there are critical research areas and cross-portfolio interests. These include women's health, the durability of rehabilitation interventions for Veterans, chronic effects of neuro-trauma, and studies on lethal means safety approaches to suicide prevention. I'm going to hand this off to my colleague, Dr. Sankar, to take over.

Jayanthi Sankar:
Thank you, Audrey. Please pay attention because I'll be talking about the pain/opioid use AMP purview that priority areas that falls under the Notice Of Special Interest, or NOSI, that Audrey spoke about earlier or just briefed about it.


The NOSI accepts merit applications for both clinical and non-clinical trials that have a primary outcome measure of pain and/or opioid use. You can see the URL there. These slides will be submitted later so you can take a look at the URL. Next slide, please.


The pain opioid use AMP NOSI includes clinical studies of the genetic, anatomical, and behavioral basis of pain or tolerance, addiction, opioid metabolism, and tapering of opioid medication in acute, and chronic painful conditions. Next, we emphasize on the clinical treatments, emphasizing on non-opioid medications, and complementary, and integrative approaches, implementation of treatments, and approaches across the VA, evaluation of methods to enhance pain services, and evaluation of the quality and safety of pain care.


The NOSI also includes a preclinical development and translation of non-opioid therapies, and the accompanying anatomical, molecular, biochemical, behavioral, and genetic mechanisms. Next slide, please.


Studies identifying therapeutic targets for pain, tolerance and/or addiction to opioid medication in acute, and painful chronic painful conditions; interventional and observational research of interventions to improve outcomes in opioid use disorder: This, we want to include new models of opioid use disordered care, medication, and behavioral therapy for opioid use disorder, and use of overdose rescue medication emphasizing the role of Whole Health, and complementary, and integrative approaches. Next slide.


We have included a pragmatic clinical trials for treatment of painful conditions using non-pharmacological approaches, emphasizing on Whole Health, complementary, and integrative health, and biobehavioral approaches on specialty populations, including long-term opioid therapy, opioid use disorder. We are also, want to include studies that addresses aging minority populations, women, and overlapping painful conditions.


Then we have included development, and validation of predictive analytics, and biomarkers to identify Veterans with high impact chronic pain who are at risk of developing chronic pain or opioid use disorder as well as the effectiveness of pain or opioid use disorder therapies, and opioid tapering to guide clinical care for these individuals, and those living with chronic pain.


Studies of this interest are not limited to data mining and use of MVP [PH] data, electronic health record data, and clinical studies involving human subjects. Next slide, please, next slide. Okay.


Then the identification and evaluation of environmental, social, and policy changes addressing social determinants to prevent opioid misuse, and applications that include outcome measurements that go beyond symptom-based assessments. Next slide.


The Office of National Drug Policy designated a fentanyl adulterated or associated with xylazine as an emerging drug threat. In accordance with the support act, ONDCP, in collaboration with the other federal agencies issued a _____ [00:14:26] response plan.


The POU AMP collaborated with the Office of Mental Health and Suicide Prevention and crafted these goals. This is based on the basic and applied research to respond to these fentanyl adulterated or associated with xylazine. We have included this in our Notice Of Special Interest. Next slide.


The POU AMP's clinical outcomes aligns with the VHA's Pain Management, Opioid Safety, and Prescription Drug Monitoring Program, or PMOP's Clinical Office. These outcomes is to ensure translatability of the approach and ease of implementation. These are some of the pain outcome measures that we have also included in alignment with PMOP. Then I'm going to hand over to my colleague Carol for the research applications.

Carol Fowler:
Thank you, Jayanthi. Let's just see if my video works. Is my audio okay?

Heidi:
Yes.

Carol Fowler:
Thank you. Yes, I will go over some of the nuts and bolts of the application process as my colleague. As my colleague, Dr. Kuziak [PH] mentioned, as you can see, the portfolio actions or the actions that ORD does are in blue. Investigator actions are in orange, and the actions that are done by scientific review groups are in green.


But as Audrey mentioned, the cross-portfolio request for applications have been posted as of September 3rd. Then portfolios have also released Notice Of Special Interest. Those are all found on our Internet, on our website. Each portfolio requests a pre-application. Then, and of course, the timelines and deadlines for each, for the pre-application, and full applications are in the back of each RFA.


The investigator will submit a pre-application to an RFA. They, in the pre-application, they will state the scientific review group and also the broader Actively Managed Portfolio that they responded to, they'll know, they'll list the NOSI that you're responding to. Then once pre-applications are approved, you will be able to submit the full application. Please include the application approval e-mail as an attachment to the full application.


Then we will assign the application to appropriate scientific review group. I'll go over the importance of that in a moment. After review the portfolios will rank the applications and submit our funding recommendations to the leadership council for the Investigators, Scientific Review and Management unit. Then funding decisions are made, and then the SPM that managed your review group will manage the funding applications in Just-in-Time. Next slide, please.


How to apply to our Actively Managed Portfolio? That's a question many of you have. Again, and this will actually, and this actually is generalizable to all broad portfolios and other Actively Managed Portfolios. But you'll read and align with, and you'll see if your projects align with POU AMP priorities discussed by my colleague, Dr. Shankar. Then you'll also identify the scientific review group. In the pre-application there is a link to the purviews of scientific review groups.


This is important because the scientific review group determines which cycle you apply in. For example, if you would be applying to a health services portfolio, in general, or rehabilitation SRG, that was formerly a rehabilitation SRG, then you would actually be applying in the summer, and winter cycles. If you're applying to some, to a SRG that was formerly with Biomedical Laboratory Research & Development and Clinical Science Research & Development, for example, my portfolio, neurobiology of pain, and Dr. Shankar's neurobiology of addiction SRG, then that cadence is in the spring, and fall.


Very importantly, we suggest that you consult with the POU AMP SPMs because working together we can determine the best place in the best review cycle for you as well. You identify the RFA that fits your application and then submit the pre-application, as I said, and then submit the full application. We'll be accepting applications on two requests for – on two RFAs for the near future.


That is the parent merit review award, which includes any preclinical or clinical project that does not include a clinical trial element. Again, no clinical trials, and the pre-application RFA is also listed here that pairs with that RFA. Then we also accept applications on the merit review award for clinical trials and its pre-application. The next slide, please.


Just to go over the, broad eligibility requirements, there is investigators as in the past must accept a 5/8ths VA appointment at the time the application is funded. Work conducted must be fully in VA or VA-leased or with a partial off-site waiver. Just as a note, there is a limit on new non-clinicians for the spring/fall review cycle. A new non-clinician is defined as a non-clinician or PhD applicant who has not held any VA ORD funding in the last 12 months.


After 12 months you're then considered to be new. The current limit is…. This is only for spring and fall review cycles. This is not applied for the winter and summer cycles. But there's one, there's a limit of one new application per station, per broad portfolio. That's the medical health and the brain, behavioral, mental health broad portfolio.


For the AMPs we suggest that you submit a waiver of this limit so that we can then request approval for you from ISRM for your inclusion in the review cycle or for acceptance of your application. Just submit them, and then if a station wishes to submit a pre-application for more than one new non-clinician in their station, then they would also submit a waiver. Then the budget caps, just as a reminder, the parent merit non-clinician PI salary, they can request a 3/8ths support above the cap for the contact PI only.


All other salaries, including additional eighths must be requested within that salary cap. Then the clinical trial just has a flat cap as we'll discuss in a moment where all salaries are included within that cap. Then standard research budget caps are based on the research type as we will show you in the next slides. Next slide, please.


The parent merit review award, these are these are pre-clinical and clinical applications that do not include a clinical trial aim. Again, as I said, you can request up to 3/8ths salary above the cap if you're a non-clinician PD/PI. The PD/PI is paid from the clinical appropriation as in clinicians at VAs or who have full VA salary support from another source should not request salary through this award. They should just request the $200,000 per year budget cap for research costs. But as I said, in addition to that $200,000, non-clinicians can request up to 3/8ths salary above that 200,000. Next slide.


Clinical trials, again, have a flat per year cap. For example, a single site is limited, trial, is limited to $300,000 a year up to four, and for up to four years. For example, the cap for four years is 1.2 million, $900,000 for three years, and so forth. There is some flexibility between those years for budget as long as you observe the overall cap for the duration of your project.


For two sites, if you have…. For a two-site you may request four or five years and up to $1.5 million. For three or more sites total, again, you may request up to five years. You can request additional $100,000 per site per year for each additional site that you add, so sites 3, 4, 5, and up get an additional $100,000 per year per site. Next slide.


As is new for some of our investigators, pre-applications will be required for each RFA. The clinical trial pre-applications are due about 12 weeks before the full application due date, and that is fully detailed in the pre-application RFA in the clinical trial RFA. This is to allow additional time for administrative and scientific review with feedback by our portfolio managers.


Stations will be notified of concerns and disapprovals. This is mostly to…. Because of the more complicated _____ [00:25:10], and nature of clinical trials, and regulatory requirements of clinical trials, we just want to make sure that we're able to advise, and give you feedback, and give you time to request any FDA documentation or anything else that's required for the application.


For the parent merit that does not include a clinical trial, pre-applications are due six weeks before the full application due date. Again, this deadline is in the RFAs. Again, stations will be notified of concerns or disapprovals and approvals through an automated e-mail that comes to the PI through eRA Commons. Next slide, please.


We were asked to include a little bit more about the nuts and bolts of the pre-application since this is new to many of our pain researchers. The notices, so there's a cover page that is required for each pre-application. In that, you detail the following things. Again, this is also in the pre-application. You note, you detail the Notice Of Special Interests and the companion RFA that you wish to apply to.


Your portfolio identifier is noted in each NOSI. For pain and opioid use it is POU. For resubmissions only, you would include the eRA number of the previous submission. This is just to also emphasize that pre-applications are required for each and every application [00:26:41] that's new and resubmissions. Then your scientific review group preference, and again, you can find the purviews of scientific review groups through a link that's in the pre-applications.


Then some PD/PI data, that basic information that you include on the SF 424 cover. Also, U.S. citizenships, whether you're a non-clinician or a clinician, early stage investigator or prior CDA awardee; your population description, so, and this is where you would also detail if there's any proposed enrollment or non-Veterans, and describe that. Then three to five keywords describing your application and whether the proposed study uses MVP data. A separate MVP request should be submitted at least four weeks in advance of the pre-application. Next slide, please.


Then after the cover page there's four pages of pre-application tests. Again, the RFA details this, but the first three pages are basically your purpose, and background, and scientific rationale, and the gaps addressed. Again, this is the gaps in knowledge and practice, and/or practice, that you would be addressing in your application. Next slide.


Then it also, methods and research plan, this would include outline of the proposed study design, methods, key issues that may have an impact on the success of the proposed project such as subject recruitment. Then specify the proposed research, will involve animals, and if so, the time frame of the clinical application. Indicate implications for technology transfer and potential for replication as well, and then briefly describe the outcomes, and end points, if this is – and the sustainability of the proposed project. Next slide, please.


You'll also list within the first three pages the research. key personnel that you will be including in the application or the full application. You also required a research and key, related key personnel profile, so include only the writers of support letters here, and using the table, using the format that's listed in table one of the pre-application.


Also, any resources needed for the, and associated costs, and again, these are broad budget details. A full budget is not required. You would just state the duration and how much total funds you would require for the project, for example. Then you indicate whether this is a new, continuation study or related to a previously unfunded project or a resubmission, for example, here.


Finally, next slide, research site, and then there's one page for cited references. For clinical trial pre-applications, there's slightly more information required but CRFA for additional requirements. This includes your clinical outcomes, investigator qualifications, and regulatory considerations. But again, these are fully detailed in the request for application or a pre-application. Next slide, please.


In addition, with the pre-application, you may submit the following waivers: for a non-Veteran enrollment, again, you can see VHA Directive 1200.1 for details on that. But there is…. It's the waiver process is described in the pre-application. A waiver of PI eligibility, and again, this also includes waivers for submitting more than one new non-clinician pre-application from a station.


A full off-site waiver, and again, these waivers are project specific, and they're actually…. Then there's some other waiver categories such as if the IPAs make up a large percentage of the budget. The deadline for the pre-application with waivers, if required, is in the back of the pre-application RFA. Next slide.


Then, this is a note, the copy of any waiver approval letters must be included in the letter support section of the full application. They're considered fatal errors. Recruitment of non-Veterans, again, approved enrollment of non-Veterans in ORD funded research is required for all projects with non-Veterans even if you're including VA clinicians or VA employees in this study. Next slide.


Just as a note, as we mentioned, a separate request for Million Veteran data use is required before you submit the pre-application. Usually, I think, in the RFAs it details that you should be submitting these about a month or so before you submit the pre-application.


Again, the information is fully on our RFA page, which we will give a link to later in this webinar. But this is a request to MVP that's just to ensure the investigators are submitting a project proposal that actually can be accomplished with the MVP data that's available and within the MVP data environment.


Then it's a rolling submission; again, that we're asking that you submit them prior to your pre-application. You would attach the MVP approval memo to your pre-application, and full application, and questions may be sent to MVPLOI at VA dot gov. The guidance _____ [00:32:46] on the webpage, on the ISRM RFA webpage includes instructions as well as the data use request template or form, but which we, sort of, excerpted here. Next slide.


Again, this is for projects that have one or more aims that use the MVP data. The applicant PI or a multi-PI, if applicable, should be VA employees, and should meet eligibility requirements of the service portfolio, and RFA as detailed in our RFAs. What's available for MVP data use or access is the electronic health record data from VINCI for over a million MVP participants; all the MVP surveys that they collect, the time of enrollment. Phenotyping on over a hundred [PH], 650,000 current samples, and this is growing.


There's currently about 100,000 whole genome sequences, and then there's also methylation data on about 40,000 participants as well as a nutrition questionnaire. MVP projects are submitted to Central IRB upon funding or when you're in Just-In-Time. The MVP data is project specific. For example, it cannot be requested for existing VA projects or non-VA funded projects currently, though they are due out _____ [00:34:33] process for submissions to NIH or DoD as well.


You can bring in outside data to MVP under circumstances with the data use agreement, but again, I would strongly suggest that you contact MVP prior to submitting your data use request to MVP to see if this can be done. That's that in a nutshell. Next slide, please.


Also, I just want to detail as another part of our pre-application process or consideration for pre-applications, and full applications is our CIPHER program, which is the Centralized Interactive Phenomics Resource. These are a collection of phenotypes that began as part of the Million Veteran Program. It's formal and it has a formal VA Office of Research and Development funding starting in FY 2020.


Their directive from VA ORD is to reach a library of 10,000 phenotypes over the next five years, and to provide us encyclopedia of VHA electronic health record-based phenotyping through integration of phenomics work through, across the VA. In the next slide, I won't go through this, but the next part of the slide just details how it's a VA-wide resource, and the support of priority programs. For more information on this index and to make sure that you're complying with all requirements, we have the CIPHER link at the bottom of this slide. Next slide, please.


Again, what they want us to contribute is, kind of, how you contribute during the award life cycle from initial award through annual progress reports and final report; including, the team would embed link to phenotypes stored in CIPHER on the progress reports, and final reports, and also in manuscripts. But then, just we wanted…. They wanted us to include in our messaging the importance of participating in this phenomics knowledgebase, and the benefits of contributing phenotype algorithms to the Central knowledgebase, including visibility of research, more citations of published work, and enhanced collaboration between groups.


Again, this language is already in the current merit RFAs. It should be in all the RFAs. Next slide, please.


Now I will turn it over to my colleague –

Cathie Plouzek:
Thanks, Carol.

Carol Fowler:
– Dr. Cathie Plouzek. Okay.

Cathie Plouzek:
Thanks, Carol. Moving on to the application, you'll find all of this in the SF 424 form, and directions in the RFA ,and the NOSIs, particular information. In general, the general format has not really changed, but there are some nuances that we'll go through here as you go down through completing the application that you need to keep alert for.


For those of you who are not HSR investigators, you will find a section asking about engagement of Veterans, and the design, and then the implementation of research. Because our end user is the Veteran, we want to keep in mind their opinions and what's feasible.


We don't want to invest a lot of money in something that would not be acceptable to the Veteran. It's important to get their feedback, and making sure that Veterans, and all of the stakeholders that would be impacted by their research are included along the way in the research. If you're new to, again, engagement of the stakeholders, we suggest that you view a Cyberseminar about how to integrate Veteran engagement. Also, there's a toolkit that's available for your use, and that is linked with this slide.


Some other notable sections in the RFA is human subjects and recruitment. A large proportion of our studies failed to meet their recruitment goals, so we _____ [00:39:29] specifically justify your estimates for recruitment, if you have pilot data for your studies. We want you to comment on potentially mitigation strategies if recruitment lags.


We are really looking for a plan B as part of your proposed recruitment strategy. We don't want you to fail, but we aim to make sure that you succeed. We want you to know that you have already planned out something if you hit a roadblock. Keep us informed; we want to know, and put it in writing in your application, so we know just how much you're planning ahead.


As far as implementation and dissemination, we don't think that just publication is adequate for our research in the VA. We want…. Just handing off that research, we don't want to do research for research sake. We want to get that research, and make sure that we are actually improving Veterans' lives. We want you to discuss what these next steps are after your project is completed. Where is it going to be on the translational pathway and where it gets into practice? What's the next path? How are you going to make a difference in VA's care?


We need to know who's going to own this problem after the study is completed. Once you solve the question what are those barriers to get it out into the field? How do you overcome them? Who's going to be your partner to implement this project? Who's going to support it? What's the Program Office that's going to say, "Yes, this is great. Let me take it up, let me put this in this VISN."


Who are those people, and we want them to support you. We want you to get this in line early because we also don't want you to be doing the same thing the Program Office is already doing. We want you to be working in partnership so that you're aligned with their activities as well.


We're very interested in hybrid design so that _____ [00:42:05] to see your research can be implemented as quickly as possible, and get these impacts to our Veterans.


One thing that you'll notice is that we have, in the letters of support section, we're requesting a table of contents that lists the, for all of the letter writers, their names, their positions, their office, and so that we have that information. It's easy for us to use. We also wanted director's letter, if there's protected times for clinician researchers. If you've got a number of co-investigators that you're at the same institution, they can all write separate letters. Or it's maybe much simpler to just do a single letter and have all of the co-investigators sign it.


Either way is fine. We just want to make sure that you've got the letters of support from your key investigators or collaborators, and consultants, yeah, in your application.


As far as the calendar goes, you'll see that we have four cycles here. You can submit to the POU AMP during any of these cycles. Again, it's as mentioned earlier, this will be dependent on which scientific review group you'd like your application to reviewed under. Currently, the SRGs that are accepting pre-applications for this next cycle will be for the winter, which would be the ones that were previously for our R&D [PH], and HSR.


There are a few others that are also accepting in for the winter cycle. But look at your SRG as to when it is meeting. There have been slides that indicate that. I know it did in yesterday's HSR and Cyberseminar. That information is out there. Don't forget your MVP data use agreement, if that needs to be done. You have to have the letter of acceptance to be included with your pre-application. You need to meet with the MVP people to get that letter, so please plan ahead.


You'll notice, as well, so you'll have all of these, this information here. It's also in your, available in the RFA, so please make sure that you have two deadlines in mind. For the clinical trials, normally the pre-applications are due for clinical trials in August 1st. They have allowed slippage due to the change in RFAs, but this is the cycle going forward for pre-applications.


Again, make sure that you are using the latest, that you're using this information, it is available in the RFAs for your…. It's just to review. All of the RFAs and NOSIs can be downloaded from the ORD Intranet site that's listed here. You have to be on a VA computer to access it, and you can look under for the NOSIs for the Actively Managed Portfolio, and request for applications.


I was told that the new SF 424 should be posted shortly for investigators. There'll be announcement when that is available. For questions about [00:46:44], whether or not your project is suitable for the POU AMP, please write your questions to the VHA ISRM at…. For general questions about the process in general you can use the general ISRM mailbox. If you have a Grants dot gov eRA specific questions, you can use that, so that eRA mailbox.


Clinical trial questions and it needs to be a very specific just clinical trials can go to the clinical trial review mailbox. Please don't send general questions to the clinical trial mailbox. But questions to, about the POU AMP can or should be going to the Pain and Opioid AMP mailbox. We'll address those and get our answers back to you.


Also, you can send questions to any of us in the POU AMP, Audrey, Carol, Janty, or myself. Please reach out to us with your questions as often as you can, and we'll get back to you, and try to get you an answer. At this point I'm going to turn it over to Audrey for questions.

Audrey Kusiak:
If you have any questions, just put it in the chat. My apologies, I have already been answering some of them as they are included. But we can go over some of them. Is that okay, Heidi?

Heidi:
That is okay, but Audrey, your audio is really bad again. It is fully crackly.

Audrey Kusiak:
Is that better?

Heidi:
No, not at all.

Audrey Kusiak:
I'm sorry. Well, I don't know what I can do about it because what is happening is I'm going through my desktop in D.C., but I am here.

Heidi:
Yep, yep, let's just have me handle the questions here.

Audrey Kusiak:
Okay.

Heidi:
We'll just go through the ones here that haven't been answered in the Q&A. First question I have here: For the early slide stating that only primary outcomes of pain or opioid use are responsive, the NOSI appears to state, "Pain or opioid use," and the consequences of opioid use are the primary outcomes of the study. Will opioid related consequences no longer be considered for primary outcomes? For harm reduction related research, would infection prevention and other reduced harms or consequences of opioid use as primary outcomes also be considered responsive?

Audrey Kusiak:
Can you hear me better now?

Heidi:
Not even a little bit, no.

Audrey Kusiak:
I'm sorry about that. I'll try to make this quick. The bottom line is that if you're looking at opioid use disorder and you're looking at harm reduction, yes, harm reduction could also be the primary outcome, but please also be cognizant that they should also be looking at opioid use as well. For what Cathie spoke to earlier, if you want clarification, please contact us, and we can help you better answer these, some of these questions that you have. Over.

Heidi:
Thank you, next question here. Is there a form for the new non-clinician eligibility waiver? I was told it was just an e-mail to the BP.

Carol Fowler:
Yes, that's correct, and it's detailed in the pre-application. If you have any questions you can just send it to us as well. This is Carol.

Heidi:
Great, thank you, the next question here. While emphasizing the importance of research making a difference to Veterans' lives is laudable, I'm concerned that a lot of foundational research would be scoped out by this new emphasis on having research already have an implementation plan with an operational partner. It seems the only foundational research that would still be supported is basic bench. That seems to leave a large gap. Was that the intended message?

Carol Fowler:
 I can take part of this. Actually, I was just typing the request. I was just typing response for that. What we were describing was, sort of, processes and priorities for the pain opioid use AMP, and these priorities are based upon this, I guess, input from our operational partners, and Veterans. However, broad portfolios, if they do not fit the pain opioid use AMPs, the broad portfolio of NOSIs were written in a way that the full range of research, all the way from basic pre-clinical foundation all the way up to translation can be covered by the broad portfolios as well.


Just fully, what we suggest is that you just reach out to us if you have any questions, and we can help you, either align with the pain and opioid AMP or advise you which broad portfolio. Because we are also reviewing for the broad portfolios as well, but which broad portfolio it would best fit into.


But let us know if you have additional questions. Also to point out that there's a new, especially in the nonclinical trial parent merit RFA, there's also a new appendix called the translational stages. It's very clear from that we are doing our best to cover the full translational pipeline from T0 all the way up to T4. Because there's very fine delineation of stages. You would also communicate that to us. Again, this is not to exclude discovery research, this is more to help people recognize ways to which to move their application along the translational pipeline.

Heidi:
Great, thank you. The next question here, it looks like, I'm not positive, but it looks like a follow-up to the question about the form for the new non-clinician eligibility waiver. They're wondering, if a letter with biosketch and research summary attached is okay?

Carol Fowler:
We will get back to you offline because I need to clarify that.

Heidi:
Okay, thank you. The next question here; for recruitment of non-Veterans, for example, VA clinicians, does the waiver have to be approved before submission? I have a grant in process now and I'm just learning that I may have a fatal error. Thank you.

Carol Fowler:
Yeah, _____ [00:54:38].

[Crosstalk]

Cathie Plouzek:
_____ [00:54:38] we can handle this. If it was already accepted for an award, you would be under the rules of whatever RFA you submitted to previously. Say, if it was submitted to Health Services, we do those waivers in JIT rather than have everybody submitting. We're wasting people's time if, until the funding takes place.


If it's already funded, then that's the way you do, but for the future awards coming down you need to follow the new instructions. If you're applying for the fall or this winter program, you need to follow the instructions that are there.

Carol Fowler:
When in doubt include the waiver, but if your application has already been accepted for review this round or a previous round, then it's following those previous rules like Cathie said.

Heidi:
Great, thank you, next question here. For clinical trials the pre-application deadline for potential resubmissions seems like it comes before scores, and summary statements are returned from the previous cycle. How should someone approach the pre-application for a resubmission without knowing what may need to be addressed from the previous funding cycle and summary statement?

Carol Fowler:
For us, I would say, I think some pre-application RFAs detail that you can just submit a cover sheet. But that's in the pre-application RFA. Or you can just submit what was submitted before because we understand that your project may change related upon the – related, as detailed or as requested by the reviewers.


However, again, this 12 weeks lead time is just to address any new questions for new applications. But again, because resubmissions are included in this deadline, we just advise to follow the directions in the pre-application RFA whether it's that you could, for resubmission, that you could just submit a cover page or you just submit what you submitted previously.

Heidi:
Great, thank you, next question here. Is a non-Veteran waiver required for data gathered from VA employees or staff?

Carol Fowler:
This is about a non-Veteran, and yes, this is a non-Veteran enrollment to interview, for example, staff, and the employees. Is that what I was hearing?

Heidi:
That is my guess. It's not my question, so I'm just reading what I [00:57:56].

[Crosstalk]

Carol Fowler:
Okay. Yes. I'm remembering [00:58:00] for data gather, yes, yes, people, even VA employees or VA clinicians, and staff are considered to be, are usually non-Veterans, and are considered for this waiver. Yes, you would just submit that. You would just detail how your…. If the non-Veterans that you wish to enroll in the purpose; for example, we wish to do qualitative interviews with VA clinicians or caregivers, for example. That is something that is allowed and just…. Yeah, I just recommend that you just detail who, what, and why in the waiver request. But they are required –

Heidi:
Right.

Carol Fowler:
– If they're not a Veteran.

Heidi:
Great, thank you. We've got one more minute left here. I'm going to get one last question in here. The CORE RFA used to be listed in this AMP. Your slide only listed CT and non-CT RFAs. Can you please clarify?

Cathie Plouzek:
The AMP only takes a merit, the merit, not the non-clinical trial and clinical trial RFA. We've not taken anything else.

Heidi:
Okay, thank you. With that, we can wrap up today's session. I just want to check if any of our panelists have any closing remarks they'd like to make before we close the session out?

Cathie Plouzek:
We'd like to thank you –

Heidi:
Cathie?

Cathie Plouzek:
– For attending today.

Carol Fowler:
We will send an answer to the non-Veteran. I'm sorry, new non-clinician question to Heidi, so that she can just send…. Hopefully, that we can figure out how to _____ [00:59:44] to everyone.

Heidi:
Sounds good, I want to thank our presenters for taking the time to prepare and present today. We really do appreciate your time. For the audience, you will be prompted in just a minute with the feedback form. We would appreciate if you took a few moments to fill that out. Thank you, everyone, for joining us for today's Cyberseminar. We hope to see you at a future session. Have a great afternoon, everyone.

Carol Fowler:
Thank you.

Heidi:
Thank you.

Unidentified Female:
Thank you.

[END OF TAPE] 
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