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Unidentified Female:
It looks like we are just at the top of the hour. We will get things started. I want to introduce today's speakers. The honored speakers are Dr. Rebecca Fisher, Program Manager at CDMRP; Dr. Melissa Green Parker, Program Manager at CDMRP; and Ms. Ann Dodelin, Consumer Reviewer Administrator at CSRA, supporting CDMRP; and Ms. Carolyn Branson, Consumer Reviewer Administration Manager at CSRA, supporting CDMRP; and Mr. James Mayer, CDMRP/CSRA Consumer Reviewer and retired U.S. Army. 

Their supporting contributors are Dr. Linda Bambrick, Program Manager at CDMRP; Mr. Robert Frame, CDMRP/CSRA Consumer Reviewer and retired US Army; and Dr. Herbert Avila, Senior Manager at CSRA, supporting CDMRP. To introduce today's session, we have Dr. David Atkins, the current acting chief research and development officer for the Veterans Health Administration. David, can I turn things over to you?

Unidentified Male:
Sure. Well, I am delighted to introduce what is one in a series of Cyberseminars on our Veteran engagement activity. I want to thank Miho Tanaka and others for organizing this series. We set out about a year ago to try to increase better engagement in our research activities. That included getting the voice of the Veteran into our research priorities, and into the outcomes that we are measuring as important in our research studies. We have not made a commitment as to where all of this activity will end up. We already have our research centers standing up groups, panels to get the voice of our Veteran patients into research. 

At the outset, I assumed that the going as far as PCORI has gone to include Veterans on our scientific research panels, it was probably a bridge too far. But, I am interested in learning from our DoD colleagues who have undertaken that and to see what the outcomes of it are. What the possible obstacles are. I wanted just to be clear for our audience. I have encouraged the group to cast their sights broadly and get all sorts of input. I wanted to make sure people do not draw any assumptions that this is something that we have committed to do in VA. 

I'm delighted to have you all joining us. I am looking forward to learning about what you have learned from your efforts. Thank you.

Unidentified Female:
Alright. I think we are up. Thank you Dr. Atkins. I am very thankful to be here and be able to kind of give a little bit of an overview of who CDMRP is; and hopefully provide some helpful information. While we certainly realize that this our work is a very different effort from what the VA has ongoing. We hope that in some way we might be able to inform or provide some useful information that you can take back and perhaps in integrate in certain ways into the there at the VA. It is very important. 

Let me go on through – we have a quick outline. You have heard about the presenters who are here today. I have to thank Dr. Tanaka and Dr. O'Brien for reaching out to CDMRP. Dr. O'Brien actually attended one of our peer review sessions a few years ago. I think he took back some ideas from that. He reached out to us and said hey, can we hear a little bit more perhaps about what the CDMRP does. 

The outline for today's talk is going to involve a little bit of the history and the overview of who CDMRP is and how we got here. We are very much a consumer driven organization and have been from the outset. We are going to talk about some of the specific processes as we go through our different points in our program cycle; the reviews process at the programmatic and the peer level. The integration of consumers into the vision setting process as well at the very beginning. We are going to hear from our colleagues at CSRA who support us in the peer review process about the peer review consumer integration. We are actually going to hear a little bit from Mr. Mayer directly. He has participated in the process of the consumer reviewer. 

Then, we are going to close this kind of hearing – we have a few more quotes and things; and just summary about the impact that having consumers integrated into CDMRP has had. First of all, who is the CDMRP? You know us as a DoD, program, although we are quite unique among DoD entities in that we do exist to fund specific congressionally direct research. We exist here in the Department of the Army as a part of the medical research and material command. The reason in the beginning that we were assigned to the Army for management is because of the vast experience that the Army has in managing and conducting medical research. It was a very appropriate place for us to land. 

The next slide about CDMRP – this is sort of our elevator slide. If you want to talk to somebody about CDMRP, this is the one slide that is easy to show. It on a lot of the major points. The biggest thing is that we are a congressionally directed program. You will see the number of different topic areas. I will go into this a little bit more later. But we fund and currently have 27 different programs that are congressionally directed. We also do a significant amount of support for the DoD in supporting their medical research efforts in those programs. 

The vision and the mission of CDMRP is first and foremost, we hope to transform healthcare for service members and the America public through innovative and impactful research. We are primarily involved in managing this. We do focus on a number of collaborative research endeavors. Obviously, this touches not only service members and the public but also Veterans. It's very important to our mission. The history of CDMRP, it started back in the early 1990s when some grass roots – and these were consumer efforts. It really pushed the political awareness of breast cancer research and the need for additional dollars for breast cancer research. 

Congress in response to that appropriated two hundred and ten million to the FY '93 DoD budget for a new breast cancer research program. Again, the Army was tapped to manage this. The DoD stepped up to the plate and said, hey, we have a good management system. We can do this. We can this on as a very focused driven mission to target the research directly to breast cancer. Obviously, this is a little bit of a new thing for the Army as they had not focused in these kind of areas before. They sought the advice of the National Academy of Medicine, previously the Institute of Medicine on how to actually set these programs up; and how to run them most efficiently. 

The Institute of Medicine recommended a two-tier review process. We follow that process to this day. It involves obviously the peer and the programmatic levels. We will go through that a little bit further. Also, the Institute of Medicine, and very importantly; and part of this came from the initiation of the program. They recommended a new model for research that really incorporates consumers into policy, strategy, and research focus. We have, over the years found different ways to involve the consumers at every single level throughout our program process. We not only have them participate in setting the vision, reviewing the research; you will also hear a little bit about them participating in some of the research projects. 

I hope that you get a little bit of an understanding of how we have done that. How important that has been for our program. Since 1996, we have additional research programs in topics in a number of different areas. 

The next slide just shows you the funding history. This is a little bit busy. But the take home here is the growth over the years. We started way back when within one focus area in breast cancer. Breast cancer has been there throughout as a very significant part of our program. 

We have added a number of different large and small programs in a number of different topic areas. These span from cancer research, many neurological conditions, and other disease and injury states that were very specific to the efforts in the wars in Iraq, and Afghanistan. As service members came back from those wars with specific injuries, the research was tuned to focus on those injury areas. 

That is a lot of what we cover; a lot of different consumer interest areas and a lot of areas directly supporting the DoD. But the hallmarks of CDMRP are, as I said before. We are a consumer driven organization. Each of our topic areas is focused on specific diseases of interest to a consumer population. The consumers we bring in participate throughout this process in their particular areas. You will hear a little bit more from CSRA about how we recruit specifically to different areas to focus people on their particular programs. 

We also strive to find high impact and innovative research. This is sort of a nature – we have a yearly funding process. I do not know how much of you are familiar with how we get funded. But because most of our funding comes directly from Congress; and it is added into the DoD budget each year. It is not a part of the DoD original yearly budget. We will not exist unless they add in for a particular program. 

Once that is added in, we focus specifically on that year and executing those funds within that year. We do not have out-year funding. There is no guarantee that any of these programs will receive funding for each subsequent year. We take it very seriously and try to focus. What is the best use of the money and the most innovative way to fill a gap or meet a specific need? 

We consider the consumer input in that of a very integral part of focusing those efforts appropriately. We do work very closely with the VA, and with NIH, and other federal agencies, other private funding agencies to ensure that we avoid duplication; and really focus the efforts where they are most needed to complement what other agencies and other efforts are doing in the same areas. The next slide talks about consumers; and again, integral to who we are and what we do. 

They play a pivotal role, not only in establishing the focus areas for these programs, but in executing the review and ongoing research process. We have over 2,100 consumers representing over 1,000 different organizations who have served on CDMRP peer and Programmatic Review Panels. At the beginning of each meeting that we have here, each CDMRP meeting, we have a moment of silence that focuses the efforts of that meeting towards the specific goals of that program. This is a very important thing to us. It is something that I think really brings home why we are here. We are here to carry out that specific mission for the consumers. This is why we are here. It is an impact driven effort. 

The next slide kind of talks a little bit about the unique partnerships. This is part of CDMRP that is a little bit different maybe from other organizations. We have some quite different folks that bring their different areas of expertise to the mix. Congress obviously initiates this. They add funds to the budget. Actually consumers are probably the first drivers of it. They demonstrate a need. These needs are identified and pushed up to Congress. Congress adds the funds and targets specific guidance for these different areas. 

The DoD obviously provides us with an infrastructure for program management. We are here. We work with a number of the offices here within MRMC that the Medical Research and Material Command to execute the award management, and the program management, the regulatory agencies requirements. All of that is considered as we work with these programs. The researchers obviously bring an important component as well. They help us identify the most important gaps and avenues for targeting our innovation and our new perhaps funding areas. 

 They help us evaluate the risk and the benefit in the best way possible to make the best use of the funds. They keep our efforts product oriented as do the consumers. Again, we are striving to make a specific impact in each of these areas as much as possible. We are going to kind of harness, I think, the passion and the perspective of the consumers to help us focus that. It pushes us with that sense of urgency to really make things happen. Most of these consumers that participate, it may not happen in their lifetimes. But we hope it will. Definitely, it is for others that will follow in their footsteps to help make their healthcare much better. 

The FY '16 funding, this shows you a little bit of kind of an overview actually of all the different programs that we currently have. Twenty-six different congressionally directed programs that are assigned to CDMRP from management. You will be a number of these programs. We work very closely with the VA at the program level and at the consumer level to execute these programs. We have the ALS, Amyotrophic Lateral Sclerosis. That is a very big one where it was very close this VA's collaboration; Gulf War illness, also, another. You can see several of the military relevant areas; the Peer Reviewed Orthopaedic, Spinal Cord Injury; obviously, our psychological health and traumatic brain injury. 

We work very closely in the programs managed on behalf of others. Those are largely areas where the DoD is also carrying out medical research. They have medical research programs that we provide significant support in managing. Psych health and TBI, is now a part of a lot of that management. 

You will see on the next slide, it shows the defense medical research support areas that CDMRP participates in. We have a large number of areas and the specific programs within the defense health agency; medical simulation and information sciences, military infectious diseases, and military operational medicine. This is a large part of the psych health and TBI, portfolio. It falls in military operational medicine and combat casualty care, and clinical rehabilitative medicines – just a wide variety. 

The key here is that we do have a lot of service members and Veterans who serve as consumers for these specific areas. They also correlate with a number of our congressionally directed programs. We all work together in concert and kind of leverage the different expertise and focuses of the different programs. It is a very useful collaboration.

The next slide talks about a little of our VA collaboration. I just want to point as I mentioned before; under the CDMRP program, managers here work very closely with program managers at the VA, and with other portfolio managers here at the DoD to collaborate and coordinate so that we make sure that the research is targeted to the best areas; and the most – areas of the most need. Perhaps where we can have the most use of the funds. We also have a number of Veterans and VA investigators who serve on CDMRP's Peer and Programmatic Review Panel. 

This has been enormously valuable. They bring that voice, that sense of kind of a reality. What they have experienced; and where the needs truly are. It helps to hone that. The CDMRP funded VA investigators. We have a number of different programs who funded VA investigators. We also have funded directly two specific areas in the CAP, in the same consortia for _____ [00:18:08] research in PTSD and in chronic effects of neurotrauma.

This just shows you the application and awards. It just shows you a little bit of the volume that CDMRP manages each year. Kind of on the far left-hand side, you will see the numbers of preapplications, applications, and awards. The preapplications and applications that we have received each year, they have continued to grow. We do a lot of due diligence and try to screen preapplications. We have moved more into that. But this just shows you a little bit of the volume and how competitive these programs are. 

We really value the consumer input to try to help focus those again to the areas where they are most specifically needed. The program cycle that we are going to talk about today. We are to go through the different points on this cycle. Melissa, and Ann, and Carolyn are going to give you a little bit of the details of the cycle. Jim is going to weigh in where he participated at peer review and tell you a little bit about the experience there. 

I am going to turn it over now to Melissa Green Parker. She is our program manager for the peer review orthopedic program and is very involved in a number of efforts here. She is going to start out by telling us about stakeholders meeting and what is involved in stakeholders, and vision setting; and getting a program started either for a new program or for the each year. We do a vision setting for each program.

Unidentified Female:
Alright, thank you, Dr. Fisher. As she mentioned, the program cycle is very responsive to the needs of both the individual programs and the requirements of the stakeholders for each program. The congressionally appropriated program, they actually receive funds annually in direct response to the needs of the service members and their families, the research communities, and the public at large. After the funds, as we started to talk less; after the funds are added to the DoD appropriations, the stakeholders meeting, or a vision setting meeting – both highlighted in green – those meetings will take place. 

For new programs, a stakeholders meeting is held to survey the research landscape and identify gaps in both scientific and consumer interest areas. Our stakeholders are world renowned consumers, scientists, and clinicians. In order to capture a variety of viewpoints, coordination occurs between these stakeholders as well as those from our federal and nongovernment agencies. They come together to determine what are the unmet gaps? At the end of a stakeholders meeting, the primary outcome is a set of recommendations pertaining to the research landscape of the disease, condition, or injury. That is produced as the outcome. 

For vision setting, our vision setting meeting are held annually. They define the annual investment strategy for a given program. In addition to maintaining the program's relevance, the purpose of the annual vision setting is to discuss the current landscape of the disease, condition, or injury; also identify the scientific and clinical research gaps; as well as develop a strategy to fill these gaps. The vision setting meeting brings together again experts in science, and the clinic, and the military. It is applicable as well as our consumers who are representing their advocacy communities. The individuals who participate in the vision setting meeting make up the programmatic panel. You will see this panel, the name come up again. But the sizes and the composition of the programmatic panel will vary by programs. 

Based on the discussions that take place, the vision setting process concludes with the development of an investment strategy for the program available funds. The investment strategy includes the program's vision and mission statements. If applicable, focus areas and topic areas for areas of encouragement are defined. Lastly, but certainly not least, the funding opportunities or program announcements are developed around the most needed areas of scientific research for that particular program year. 

What you see depicted on the slide is an example of an investment strategy. Again, _____ [00:23:27] if it was a twenty-five million dollar program, their investment strategy may fall into three different award mechanisms. How they plan to spend the money is outlined here. For example, the clinical trial award, they want to utilize that mechanism that particular year, they will determine a total cost for that award; and identify the estimated number of awards they plan to fund that year; and then align that up with the amount of money that is available to get the total investment for that particular year. 

For most CDMRP programs, the award mechanisms are released as Program Announcements, or Pas. The Program Announcement provides the applicant with details about a particular award mechanism. That includes the programmatic intent, a description of the studies that are being requested; and the eligibility or any application submission requirements. A typical application, a CDMRP application consists of a narrative, an abstract both lay and technical, a statement of work, impact statement of our military programs. We have a military benefits statement, as well as personnel biosketches, and the budget. 

The items that are highlighted in red show those particular parts of the application that are actually written to support the fact that we have consumers involved in our process. The Program Announcement includes the language that guides the applicant to describe project elements in a manner that will be readily understood by lay readers as well as anyone who does not have a background in science or medicine. The Program Announcement also describe the application review criterion that are used in both tiers of our review process. 

For many of the award mechanisms, the application submission is a multi-step process. If we go around that first circle, you will see that once the Program Announcements are released, some programs will actually do a preapplication submission. Then once those come in and are received, we will have a preapplication screening process. Then applicants are then invited to submit a full application. All full applications are given a fair and balanced review through our two-tier process. The blue and purple boxes here highlight the two tiers of that process. Again, the first tier is scientific peer review. The second tier is Programmatic Review. 

It is now my pleasure to turn the microphone over to my colleagues from CSRA, Ms. Ann Dodelin. She along with two of her colleagues are going to tell you more about our scientific peer review process. 

Unidentified Female:
Thank you, Melissa and Becky. We can move to the next slide. It is my honor and privilege to be with you today. I want to thank you for inviting us to share a bit about our work and the involvement of the consumer reviewer. We are very passionate about that. We hope that you are going to find this presentation both interesting and informative. 

We are going to begin with the overview of the DoD CDMRP peer review process. We are sort of beginning at the end. Then, we are going to talk about who is involved; both the scientist reviewer, the SR, and the consumer reviewer, the CR. Then, we are going to talk about some of the engaging processes. The step and the actions that are involved in getting individuals to participate as consumer reviewers at peer review. 

Then, most importantly, you are going to hear from one of our consumer reviewers, Jim Mayer about his perspective and experience at peer review. As I said, we are going to begin the discussion of the consumer participation by beginning at the CDMRP peer review; and providing overview of that peer review process and working our way back to how we get to peer review? How do we get to the engagement of the consumer reviewer?

These are a few of the steps and the processes that are involved. As you have heard, CDMRP is a two-tier review process to evaluate the research applications that are submitted for funding. Peer review is the first peer review. The goal of peer review is to determine the scientific merit of the application by evaluating each application against a gold standard. Then, the second peer review that you will hear more about later is programmatic review. A hallmark of the DoD at CDMRP is the involvement and the engagement, the voice and the input of the consumer reviewer. They are critical and welcome contributor to the process. 

The consumers who are involved bring their unique perspective, their passion, and their sense of immediacy to the process. Participants of peer review are consumer reviewers and scientist reviewers; the chair, who is the moderator of the discussion and the SRO, or Scientific Review Officer who administers the panel. The voting members of the panel are the consumer reviewer, the scientist reviewer, and the chair. Consumers have an equal voice and an equal vote at peer review. The panel composition at times can consist of two to three consumers, eight to ten scientist reviewers, one chair, and one SRO. Each member of the panel is selected for their expertise that they can bring to the discussion and their reality of the experience. 

The CDMRP peer review, the purpose of this review is to ensure that each application receives a fair and robust review, and a full discussion of all aspects of the application. This is done in a transparent and consistent manner from application to application looking to find and fund the very best of the gold standard of applications. 

Some of the tasks of peer review; peer review, we divided into a two process. Both the pre-meeting, which is the longest and probably the busiest time of peer review; and then, the meeting peer aspect of peer review. Each phase involves the evaluation of the merits of the application. This work is done again through well-defined and consistent processes. However, there was a slight variation in the assessment and the evaluation of the applications by the consumer during the pre-meeting to meeting phase. I will talk a little bit more about that. 

During the pre-meeting, the consumers and the scientists are assigned to the panel. They begin their pre-meeting phase of being assigned their application. They begin by reviewing all of the training materials. You will hear my colleague talk more about that aspect. They begin reviewing and evaluating the applications that are assigned to them. They do this evaluation through a review of the signed program documents such as you heard Melissa talk about, the Program Announcement. That is their guidance as to what the focus areas are for the program. What the full intent is of the award mechanisms and the programs. 

The PA, as we call it is developed for each award mechanism. This document contains the focus areas of the program. The consumer's responsibility is to focus mainly on the impact criteria. How would this idea affect the lives of those most affected by this disease, condition, or injury?

For some awards, they be reviewing additional criteria such as if it is a military or Veteran focused program. There may be a military impact benefit statement. During the pre-meeting phase, the consumer will review the criterion with the idea that the science is good. Because as you may have remembered, I did say there are scientists on the panel. Their job is to tell us in great depth about the strength and the weakness of this proposed science. 

When the pre-meeting work is finished, and it is all sent to us, we begin the meeting task. Those meetings might be in person. It could be video teleconference or teleconference. The peer review process overall relies on an IT system that allows the participants to review each application, enter their reviews, and then to view one another's critiques for discussion during the peer review meeting. 

Consumer reviewers participate fully in the panel presentations and discussions. They will actually verbally present their critiques and explain exactly how they viewed the application and what they saw as being the full merit, the strength, and the weakness of what is being proposed. Following the panel discussions and now having heard all of the criterion evaluated, the consumers as well as all panel members can now update or revise their critiques. They can re-score their criteria as needed. They will provide a score for the overall merit of the application. 

Now, the consumers, by having participated in the full panel discussion and having heard both their evaluation as well as the panel members' evaluation of the application, they can now provide an overall score for the application based on the full merits now having heard about the strength and weaknesses of the science of the application. The end product of peer review is a summary statement. This is created from the robust and focused panel discussions. This document incorporates the work done by the full panel. 

This summary statement is used later on at the next peer review that you will hear about, the programmatic review. All panel members are encouraged to engage in a respectful, open, and honest exchange of information to review with each application in their quest to find and fund the application that will have the highest level of scientist as well as quality of life impact for the community it is meant to serve. 

How do we get to peer review? As you saw earlier, there are several steps involved in the consumer engagement process. I am going to speak right now about the outreach phase of that engagement process. This process to finding these unique individuals who are willing to participate in peer review involves extensive connections built with nominating organizations across multiple disease areas; Veterans, and military health areas. To note, in the last five years, we have had over 104 scientist reviewers with a VA affiliation who have participated in this process. Approximately 125 service members, Veterans, or their caregivers who have participated in peer review panels. 

The outreach begins as you heard looking at the program, the topics, and the focus area within a particular program, which all keeps us on our toes as we are always looking for new advocates, healthcare organizations, and groups to partner with on this important endeavor of reaching out to that community of consumer reviewers. Our search is for the most gifted individuals to participate as consumer reviewers. The consumer reviewer administrators at CSRA identified, filled, and maintained extensive connections with nominating organizations and institutions across multiple disease areas. 

Each outreach and recruitment effort requires a strategy or multiple strategies for the involvement of the civilian consumer to whom which we may reach out mainly to advocacy organizations that are well alone with the specific topic areas and community population. However, a different strategy may be for the involvement of the active duty and the service member, the Veterans, the caregiver, and their family members. We will begin by contacting a mixture of healthcare providers and researchers who are working within the VA and military health system, Veterans' organizations, and individuals to provide us with an opportunity to create more partnerships. 

By clearly understanding and determining the focus area of the program, the specifics of the Program Announcement, and working in collaboration with the CDMRP program manager and our internal CSRA staff, we will define who can serve as that consumer reviewer. Who can be that voice? An example is looking to understand the needs of the individual who is living with and surviving a particular disease such as a cancer. The consumer may be the person who is living with and surviving that particular disease. If we are looking at a particular injury associated with a combat or service connected injury, the consumer would be the injured individual, the service member, or the Veteran. If we are looking at the specifics of the impact or the long-term effects of care on family members, the consumer may be defined as the caregiver, the parent, or the staff. 

Using the definition, we then look to see where we may find these individuals. We then determine who they will provide the nominations or recommendations of these consumers; and decide what key information we need to know about the nominee. Outreach and recruitment is focused on identifying these individuals to participate as consumer Veteran reviewers who are able to represent their communities, participate in panel discussions, and have a working understanding and knowledge of the topic areas, the condition of the disease; and the ability to comfortably and confidently interact with scientific reviewers. 

Our outreach efforts are ongoing throughout the peer review lifecycle that you saw earlier that Melissa showed as we stand up new panels, topic areas, or focus areas. Anytime that we need to redefine who the consumer will be for a particular program or award mechanism, we can identify and reach out to existing organizations in our pool, as well as look for new organizations and facilities to assist us in this endeavor. We also have the ability to tap into existing experienced consumers who may meet the new definition for _____ [00:39:06] and have the availability to participate for future panels. 

One of the unique features of the DoD CDMRP is the pairing and the partnership of experienced consumers serving alongside new and novice consumers, and the scientist reviewer on panels. An experienced consumer is someone who has successfully served previously and has been identified by the CRAs as someone who could serve as a mentor for the new novice consumer. Successful consumer candidates bring the broad perspective of their effective communities, excellent communication skills, both written and verbal; and passion for finding better treatment and hopefully a cure. 

Participating at scientific peer review provides that opportunity and that hope. Our ability to recruit civilian military and Veterans for their focused programs is through the identification and _____ [00:40:00] of networks that are most cognizant of the crucial role played by the consumer and our _____ [00:40:07 to 00:40:10] for all participants. 

Once we have determined and defined the consumer, we now begin our outreach. It has begun. We are now receiving nomination packets. We begin that process of evaluating and assessing. We screen the nomination packets for accuracy and consumer support experience to ensure they have sufficient contact and interactions with others who are living with their illness, condition, or injury. That they are able to speak as the broad voice of the consumer population and not just their own personal journey. We assess their writing ability and evidence of being able to participate as part of the team along with their relevant medical history. 

Another level of evaluating the consumer is by conducting telephone interviews. During the interview, we have the opportunity to learn more about the individual and their journey, their current status, and if they are emotionally and physically ready to engage in this task; as well as their interest and availability to serve. Serving as a consumer reviewer at peer review is a very busy process. It involves a lot of time and energy. We are aware of the sensitive nature of the interview and selection process; and ensure the highest level of protection and privacy. 

We also track the process and the making of contacts with nominating organizations, military MPS, and Veterans facilities for future use. Again, building our base and a community partnership is an ongoing process. Once we have identified our consumers and we have the nominations, we match the candidates against the CDMRP specifications and specific panel needs to determine their appropriateness for the current program and panel. Consumers again can serve in a variety of roles. The consumer serves as the voice of the consumer, the patient, and the Veteran as well as the caregiver, and the family. Having an equal voice and vote; and this vote is the foundation of the consumer focused service. 

At this time I would like to turn the presentation over to my colleagues, Carolyn Branson. 

Unidentified Female:
Thanks Ann. We're moving into the next phase of our process of including consumer reviewers and the patient voice in peer review. Now_____ [00:42:36] about the actual assignment of the consumer reviewer. At this point, they are now the consumer reviewer and not just a nominee. But, this consumer reviewer or administrator actually assigns the consumer reviewers to panels. We base that assignment on a number of factors, including the research focus of the panel, obviously as we have determined it prior to the peer review meeting. 

We also look at the consumers' experience levels. Are they new at this? Or, are they experienced reviewers? We look at the type and complexity of the application. If it is a clinical trial award, we would try to use our strongest consumer reviewers with the most ability to read a very long application, for example. We look at whether our consumer reviewers are from a variety of organizations; again, so that we have a voice from the whole community. We look at different regions of the country, for example, and representation of various ethnic groups. 

All of these efforts are to try to provide the full perspective of the whole consumer reviewer community to the panel deliberation. One of the special features as you heard of the DoD is our pairing and partnership of experienced consumer reviewers with new consumer reviewers. An experienced consumer reviewer is someone who has successfully served on a panel previously and has been identified by the CRAs, the Consumer Reviewer Administrators, as someone who could serve as the mentor for a new or a novice consumer reviewer. 

They are asked. They have agreed to serve in this capacity in addition to doing their own assigned reviews. Many if not most panels will have both new and experienced consumer reviewers assigned. It is a way that we build up our consumer base so that we have a variety of folks available as the programs come forward. 

Consumers are empowered to engage in panel deliberations bringing proof and perspective to the evaluation process. A large part of that empowerment is nurtured by both the Consumer Reviewer Administrator, but also the Scientific Review Officer who works with the panel chair to set a welcoming and inclusive tone in the work done by all members of the panel. The consumer reviewer, as mentioned, can review the proposed outcome of the research, and comment on the desirability, and quality of life impact for their assigned applications. Their review centers on that impact the application could have or those who are living with their illness or injury should the research be successful. 

We found that often the scientists can get caught up in the exquisite research that is being proposed. It could be to the potential detriment of patients who might have to endure the work or the outcome of that research, which having the consumer reviewers helps them to remember. There are people who are going to be affected by this research. Another aspect of the empowerment is that the consumer is always aware that their final overall scores and those of the scientist reviewers on that panel have equal weight in the process. Their experiences provide that unique focus and experience for all participants. 

We are moving into the support we provide. Our consumers have been assigned to their panels and_____ [00:46:07]. We provide that support through the process for them. The Consumer Reviewer Administrators, the Scientific Review Officers, and other members of our CSRA team are there to provide support and guidance to the consumers. That support can take the form of a variety of modalities. We start with pre-meeting training for the scientists and the consumer reviewers both recorded and live presentations, so that they can participate. We also, at the meeting, if there is a live meeting especially, we have a consumer orientation as well as the panel orientation that helps the scientists and consumers understand their work at the peer review meeting itself. 

We provide a detailed handbook for their study and frequent e-mails and phone calls. What we have learned is that the consumer reviewers will respond to an e-mail from us sometimes before others. We are there for them as the Consumer Reviewer Administrator throughout. We also provide a help desk, and critique guidance. Critique writing guidance is provided largely by the Scientific Review Officer who is there also with them throughout. We do deliver other administrative and process support throughout. 

As part of that support, we work with the consumer reviewers to determine any special accommodations they may need to serve successfully. They greatly appreciate our just asking even though we kind of figured they do not need special help. But they appreciate the asking and then offer up what they might need. In some cases, we have actually had to provide the room a day early for them to stay. Because they are just – it is a long day for them. Other times, we have the need for rolling showers. We have special diet needs. There may be a need for a refrigerator in the room for their medicines or for their ice packs. We have even provided a Hoyer Lifts in a hotel room. We occasionally have special software or computers we need for the visually impaired, for example; and even provide a signer for the desks. We are always looking for ways we can make this the best experience they could ever have. 

The Consumer Reviewer Administrators work with the Scientific Review Officers throughout the process to assess how the consumer reviewers are performing. We use this information collected from them to help us determine who we will invite back; as well as some who maybe could, with a little remediation, return again to serve. We work closely with our Scientific Review Officers and other CSRA staff who help us to assess the consumers. We are actually a part of the peer review process only in that we are observing throughout. 

Then, we end each peer review meeting with a debrief with the consumer reviewers. This gives them a chance to give us their feedback on how things went. What we could do possibly to improve our process. We listen to them, and use, and take that information to make those changes as we need to. We also gathered feedback through an online survey that is done. It is extensive. It gives us again, a great deal of information about both the scientist review as well as the consumer reviewer's understanding of how the process occurred. 

Now, we have wrapped up peer review. We have gotten them through. They have gotten excited and shared all of their good thoughts with us as well as suggestions on how we can do things better. Now, we are at the post peer review process. At this time we engage our consumer reviewers throughout. We continue their engagement post peer review. That is another part of why our programs are successful. The consumer reviewers help us to identify potential consumer reviewers. 

They are our best ambassadors. They have returned to their communities. They are commemorated. They are hopeful because they learned the scientist reviewers actually share their passion for finding a cure or treatment. Many learn of other advocates or supporters who are working as hard as they are and have continued to make a difference for their illness or injury. They are excited. They go tell people about it. As a part of that, they may become a positive voice in their advocacy and support communities to remind all that they are not forgotten. That new research is being put forth to address their needs. 

Identifying potential consumer reviewers becomes something they just do naturally. They go to meetings. They go to other places where they meet others; or know others who possibly might make good consumer reviewers. They are encouraged to share their experience with others; and thus represent and promote their program to the stakeholders that need to know about it. Of course, the sharing must be done within clearly redesign parameters to maintain the high level of confidentiality that we need. 

What is especially wonderful for us is that consumer reviewers serving as ambassadors _____ [00:51:21] throughout. Some consumer reviewers also at the peer review meeting and as a result of peer review, build relationships with others that allow them to become aware of opportunities to engage in and support grant research efforts themselves. You have heard a little bit about that. You will hear a little bit more about that. But they sometimes will assist the researchers as they prepare their applications. Sometimes they assist in some or all phases of the research itself. This gives them another chance to use their voice to shape research that meets the needs of persons living with their illness or injury. 

To wrap up my part, I will leave you with our knowledge. We say this proudly and strongly. The DoD CDMRP peer reviews give persons who live with various illnesses or injuries the opportunity to play a vital role in ensuring that new research will be focused on and consider the needs of all of those who may be affected by that research. Now, I would like to turn the mic back over to Ann Dodelin who introduce our next presenter. Ann?

Unidentified Female:
_____ [00:52:27]. Now, it is my honor to introduce to you one of our most dedicated individuals who has served as a consumer reviewer at peer review. Jim has been actively involved with the CDMRP and our peer review processes since about 2008. He is someone who embodies everything that we look for, all of the highest qualities in someone who can serve as a consumer. With that, again, it is my honor to introduce to you and turn things over to Mr. Jim Mayer who is a U.S. Army retired. Jim?

Unidentified Male:
Thanks Ann. Can we go to the next slide? I do not want to look at how young I once was. Before I kind of go down the bullets on slides, I would add a couple of things to what Ann said. First, I am proud to say I am retired Department of Veterans Affairs employee, about 26.5 years of service. Off and on for some 25 years, I have been a peer visitor or peer mentor for the wounded, mainly at Walter Reed. 

To go to the slide and to talk about continuing to serve. This is a palpable individual character of this generation. Those of you in the VA, clinicians, or researchers, or support personnel that have actively dealt with the wounded, injured, and illness from this generation, you already know. This is a very unique generation. Their first instinct after the wounds, injury or illness in recovery is to stay in the military. If they cannot, they want to, in civilian life, they want to find a role that supports either defense of our country or support of their fellow warriors. 

I think that goes back to an inculcated sense in the military of what they referred to as combat buddies. You have the back of the individuals with you. The second point about comments that are heard, acknowledged, and valued. I really think that is mostly due to the scientific researchers' willingness to listen to consumers. But I think the hidden part of it is the advanced training that was talked about and the selection criteria for the consumer reviewers. We are not just thrown into a merit review panel cold. It is an equal training on both sides, be it scientific or consumer. That plays into the equal voice of the panel participants. I think that goes to the scientific reviewers' willingness to have a face be put on the potential outcome and learn about is it a realistic outcome? It is in the proposal. 

In terms of research that matters, really what is going on is at least from the consumer reviewers aspect. It is does the proposed outcome of each proposal contribute to America's military war fighting capability, war fighter health and sustainability; or improvement of quality of life to the wounded, injured, or ill Veteran? In terms of Pay It Back and Pay It Forward, I think this is from my experience, an observation; probably one of the strongest motivators of the consumer reviewers. 

It goes like this. When we are wounded, injured or ill, and in terms of especially what they call very seriously injured or really critical condition; a lot of people put us back together. They gave us our life back. That is the military and the VA clinicians, the support personnel, and the therapists. People who we did not know prior to injury. Many of them we did not get to see after our recovery. It is a way – a feeling of trying to pay that back. By Pay it Forward, what I mean is it is a desire of the wounded, or injured, and ill warriors to make the recovery for those who are following in our footsteps. After all, America is still in one of the longest wars we have ever been in. Make that recovery for the future wounded, and injured, and ill faster, thorough, and more long lasting recovery. 

The consumer reviewers, it has already been kind of referred to. It serves as a reality check. That is their job as reviewers to indicate whether the potential outcome is feasible in combat theater, military life. Or, is the study group truly representative of the warriors or Veterans that are to be affected by the potential outcome? The point about giving voice to the Veterans, I think it is two-fold. One, I think due to the structure of medicine, many researchers just do not have a lot of personal contact with affected consumer warriors or Veterans. 

Now, the feedback from the consumer reviewers puts a face back on the potential income and kind of humanizes the relationship of the review of the total proposal. Along those lines, when I was in the VA, I know that your VA Rehabilitation Research and Development Service had consumer reviewers on merit review panels. I do not know if that is still true about your panels. But you might want to take an internal look and see what lessons were learned from that. 

In closing, I want to read a quote that is on the slide from Bob Frame. By way of introduction of Bob, Bob is Dr. Robert Frame. Bob is a seriously injured Army Special Forces Veteran wounded in Afghanistan. He is VA's former Assistant Under Secretary of Health for Dentistry Here is Bob's quote. "As a consumer reviewer it is powerful and important to be able to be the voice for so many wounded warriors, our families and us. We bring many different skills and experiences to the table and through this diversity complete the intellectual circle. We appreciate the opportunity and we take it seriously." Thanks, it was really great being with you all.

Unidentified Female:
Thank you.

Unidentified Female:
Thanks Bob. We are going to go back to Dr. Green Parker right now. 

Unidentified Female:
Alright, wonderful. As you just heard, _____ [00:59:22] Jim speak to and our panelists today, consumer reviewers are full partners. They really do become fully integrated into our processes. Their opinions are truly valued. On this slide, I will just share a few other quotes from other consumer reviewers who have participated in our process. 

The first one is from Major David Underwood. He said, I think it is important for those who have been through the process of being wounded, treated, and living with the injuries to give back if we can. It is always just awesome to have the pleasure to work with these individuals. This slide is just here to remind you where we are. We just finished talking about the blue box of peer review. Now, I am going to move on to share just a few more aspects about programmatic review. 

That partnership really exists between the two review processes. During peer review, each application stands out on its own. While other applications that are similar are being reviewed on a given panel, they are not compared to one another. Well, now in programmatic review, this is where we take all of the scientifically meritorious applications and do more of a comparison among them. 

In this second tier of review, applications are compared to determine which ones not only have scientific merit; but also adhere to the intent of the award mechanism and meet the program relevance. Now, guided by the program announcement that I mentioned earlier, the programmatic panel assesses the two products from peer review. It is the summary statement. Again that is the description of the evaluation and then the overall score. Those are considered along with our impact, program needs, and portfolio balance in order to come up with a list of award_____ [01:01:49] that are recommended for funding. 

The reality is high scoring applications do not always get recommended for funding. That is because we are looking to fund the best research that is going to help move the field forward. After the funding list is generated from programmatic review, it is reviewed and approved by the appropriate authorities. The approval now catalyzes the subsequent award negotiation and award management phases. Once all aspects of award negotiations are complete, a grant, a cooperative agreement, or a contract is issued to the applicant. The lifecycle management of the awards continues through the program cycle; so, now, we are on the far right – and so does our consumer involvement. 

The various research and program activities that occur throughout the award period of performance, consumer engagement is maintained. I am going to speak to that a little bit now. In all of our endeavors at CDMRP, we convey the transparency of our processes, our partnerships, our consumers, and the scientific community worldwide. To be transparent to the public, various communication publications are put out. Social media techniques are used to communicate with our public audiences as well as our stakeholders. About every two to three years, each program will release a program booklet. One is shown here for a spinal cord injury. This includes more of the mission and vision of that program as well as research highlights and consumer stories. 

Annually, as an organization, we release an annual report. This report reflects the composite work of our team of partnerships with academia, industry, and again our consumer representatives. We also have a very nice website. The CDMRP website will feature several pages about consumer involvement as well as showcase a number of consumer stories. Additionally within the program, we encourage direct consumer involvement in the research. 

Some of the Program Announcements actually require applicants to include consumers in very active roles. One example is from our Breast Cancer Research Program, the Breakthrough Award. For this particular funding mechanism, the research team must include two or more breast cancer consumer advocates. These advocates must play an integral role throughout the planning and implementation of the proposed research project. The role that they play should be focused on providing objective input on the research and its potential for impact for individuals with or at risk for breast cancer. 

As a result of the consumer participation, I wanted to kind of close this out by sharing a quote from the former chair of the Breast Cancer Research Program and programmatic panel, Dr. Greg Hannon. He says, "The most important aspect of being part of the Breast Cancer Research Program, for me, has been the interaction with the consumer advocates. They have certainly affected the way that I think about breast cancer, but they have also impacted the way that I do science more generally. They are a constant reminder that our goal should be to impact people’s lives." I'm going to turn it back over to Dr. Fisher for a summary and questions.

Unidentified Female:
Thanks Melissa and thanks to everybody. I think and hopefully you have heard a little bit about how important consumers have been to CDMRP throughout the years. My personal experience working with these programs over the years, you hear. You have seen a few of the quotes here. This is just the tip of the iceberg. What we hear and experience continually; the feedback from both the scientists and the consumers is that the value of this is very great. 

The consumers bring a very unique professional and personal experience to bear on the decisions that are made for each of these program funding areas. They have the perspective, the passion, and the sense of urgency that is critical to making sure that these dollars are used appropriately. They ensure that the human dimensions of the disease are incorporated into all of our policy and strategy, and research decisions. They are equally as important and perhaps more so in some ways. They also really push us and push the scientists to ask why we are doing the things that we are doing; and make sure that the impact of the proposed research can be maximized. 

Yes. It is truly a team. It is truly the partnership of the different people involved that make these programs hopefully they best they can be. That is our goal. I encourage you to go to the CDMRP if you have time or have additional interest. You can find a lot of information on the website about our different research programs and more information about the history of CDMRP. Of course, information about potential funding opportunities for those who might be interested; and lots of information here about our consumer engagement. 

This is a place where consumers who are interested in becoming involved in CDMRP can go to get additional information and application material. You can see the stories as Melissa mentioned of consumers who have participated previously, and some of their personal experiences. It is a really good resource. I encourage you to use that. 

At this time I think I would just thank our group and thank the VA again. Thanks to Dr. Tanaka and Dr. O'Brien for inviting us to share with you a little bit of what CDMRP does and who we are. We do hope that it is useful to the VA in some aspects perhaps. We are here to help and share whatever experiences we have with you. Thank you. We will take some questions now, if people have them.

Unidentified Female:
Fantastic, thank you so much. We do have a few pending questions here that we can get started with. The first one that came in, came in during the beginning of the session on the partnership slide. The question is how do consumers identify need?

Unidentified Female:
How do consumers identify need? I think that comes in a number of different ways and in particular areas. Some of that is a very personal. Someone who has experienced and is directly impacted by a particular disease. Or, it may be a family member who is impacted by a particular disease. They have often gotten involved because of that in their community, advocacy groups, or other efforts. That is how they become aware of CDMRP and our opportunity. We see that. 

Often, they may participate in pushing congressional efforts to increase funding for certain areas. I am not sure other than personal experience how often consumers will become aware of specific needs. We do know that in the military areas, not only consumers, but other policymakers become aware of needs that have come out of, as I mentioned before, these specific conflicts. You know, Iraq, Afghanistan, these have brought forth a number of different specific health issues that we have to focus additional research.

Unidentified Female:
Yeah. I would just add to that, as we said when we were looking at individuals to participate. Part of what we look at is their broad understanding and knowledge of a particular area. We see this for our Veterans who have sustained injuries; and their family members. They are so actively involved in these communities of support. Fighting for better treatment and trying to make people more aware of what they have in their communities; but also more importantly, what they would like to see. 

As Jim said these are folks who want to get involved and want to understand. They really do a lot of research on their own to understand what is available and what is out there. What is going to be the next generation? For some of other our communities of parents of children with conditions or disease, it is the same thing. They are constantly educating themselves about what is available. They are very involved in their organizations and communities. They understand sort of what the wish list of their community or_____ is [01:11:49]. What would they like to see happen? It is that voice and understanding that they bring with them to the process. I hope that answers your question. 

Unidentified Female:
Great, thank you. The next question here… The review panels are very focused on a specific program; for example, breast cancer or spinal cord injury. This appears to be very different from the breadth of the content areas of an investigator initiated applications of HSR&D review panel. Would it not be hard for consumer reviewers to be able to speak to the breadth of the topics in an HSR&D review meeting?

Unidentified Female:
Hi. This is Linda Bambrick speaking. Yes, that is one the differences between the CDMRP panels and the panels that you will have at the VA. That is going to be one of your challenges in terms of working to involve Veterans as consumer reviewers on your panels. It's who are the people who are qualified? We can certainly – and I know CSRA can probably talk about some potential approaches. The different ways you might involve higher numbers of consumer on a panel; but not all reviewing all of the applications, for example. I mean, we can talk about this more offline. Our colleagues at CSRA, I am sure have some suggestions. I do not think it is an unsurmountable problem. I think the benefits would be worth it. But it is one of the things that is different. I agree.

Unidentified Female:
The next question…. How do you help consumers to understand research design and limitations?

Unidentified Female:
Well, it comes from several sources in terms of their understanding. The Program Announcement provides a lot of information for them to help them understand what they should be reviewing. The scientists and consumers alike must conform to what is described in that Program Announcement. It gets guidance on what they should review. What their content of that review should be. We support them through a variety of ways, as I had mentioned. But they often will also go to various programs that are offered for training to prepare for serving as a consumer reviewer for different organizations. 

PCORI was mentioned. PCORI does some training, for example. The National Breast Cancer Coalition does training. A variety of organizations provide training to help the consumers figure out what they need to know to be able to make that review. You should understand that we do not hire them because – hire – well, ask them to serve because of their scientific knowledge. We ask them to bring their knowledge of that disease from the person living with it. 

We are not expecting they will be scientists. We tell them that up front. We reinforce that often. Sometimes we have scientists who are part of the process. That is hard for them to put that hat aside and really focus on what they bring to the table that we really need from them; which is the perspective of a person living with the illness. That is a little bit. I do not know anyone wants to add? We will have a little bit more coming from Dr. Bambrick.

Unidentified Female:
Thank you. Thank you Carolyn. The thing that I would add to that is that we are structured to engage the consumers all of the way back through the generation of the Program Announcement. If you have a chance to look at any of the CDMRP Program Announcements, you will see that the applications are evaluated under several criterion, and including research strategy and feasibility; and including also clinical impact or personality, depending on the particular application. Consumer reviewers might not put in an evaluation for the research strategy. 

We do not_____ [01:16:07] of – we do not expect them to be scientists. That is not what we desperately need them at the table for. We need them at the table for the impact. We do not see that as really a problem. The consumers do evaluate impact because they are the only ones who can tell us it is like to have the condition. They evaluate research strategy and feasibility, if their background and experience lends itself to that. But we do not make them. We do not force them to do that because there are a bunch of scientists sitting around the table who can comment on that. I do not know if that clears up that point?

Unidentified Male:
Okay. This is Jim Mayer. Can I add something? I mentioned the prior training that CDMRP does. It is incredibly detailed and totally familiarizes you with the format of all proposals. But it reminds you as you just said that the consumer reviewers' job really is outcome feasibility and military impact. The second thing I would like to say is it is the relationship of the Scientific Review Officer on each panel. If this was a federally advisory charter committee, it would be the committee manager. The committee manager really helps the consumer reviewer make sure…. It is not like a challenge to the consumer reviewers' statements. It is like are they meeting the process that is needed and verified by CDMRP? The last thing I would add is when there is a new consumer reviewer, or first timer, they are usually – CDMRP assigns an experienced consumer reviewer to be a mentor and buddy to that person. I think all three of those things really help.

Unidentified Female:
Yes. It is truly a collaborative effort. You will have other panel members who – everybody has their role. Everybody works together to contribute.

Unidentified Female:
Great, thank you. The next question here…. You describe that CDMRP has an entire group of consumer reviewer administrators that works to identify appropriate consumers to serve on each review panel and to provide extensive orientation, training, and materials to the consumer reviewers for each panel. This seems very personnel intensive as is appropriate for such important recruitment and training activities. How much funding is used to support the consumer reviewer administrators and to pay for the participation of the consumer reviewers?

Unidentified Female:
All of those activities are carried out by CSRA under contract to CDMRP. That is probably a little more detailed than we can get in a public forum. But it is certainly – I would say just in a general sense, the overall administrative costs that CDMRP has are very low. We are typically running under six percent for all of our management costs. If that gives you an idea of the overall burden? But to get into the specific details, I think that is part of the overall program management. Each program may differ a little. When we look at different research areas, you are going to have different challenges involved in recruitment. That probably plays into that, I would imagine.

Unidentified Female:
Just to realize, we have just six consumer reviewer administrators. It sounds like a lot. But we cover 27 programs. On any given day, sometimes it is a little more that, but yeah. But that is all we have. It is not a whole lot. We have lots of attention to detail. We spend a lot of time with our consumers as mentioned; and lots of e-mails, and lots of phone calls. We are busy.

Unidentified Female:
Yeah.

Unidentified Female:
_____ [01:20:02] six thousand applications.

Unidentified Female:
Only six thousand….

Unidentified Female:
I think you do find that folks are very interested in serving. You get a lot of interest, the website. As people do go back as Carolyn mentioned earlier; people go back to their communities and spread the word. It really does increase interest. It has built upon itself over the years, a certain momentum. 

Unidentified Female:
Great, thank you. The next question here – consumer input seems particularly valuable for designing a study, or a project, and for programmatic decisions more than the scientific peer evaluation of scientific merits. Please comment on this.

Unidentified Female:
I will say that they are equally valuable. I think that is something that we emphasize across the board is that every panel member's vote carries equal weight. Nobody is considered better or worse than another. It really truly takes a balance of all of the input to help us select the most appropriate and the very best research to bring forward.

Unidentified Female:
That is a point that is also made clear. Consumer are very aware that while we are looking for the most outstanding science and the most outstanding impact, the consumers and all panel members are aware. If you are not going to have adequate science; if there are flaws to the science, then it particular application is probably not the one that is going to get us the impact that we need and we want from a consumer perspective. Again, it goes back to that partnership and the understanding of everyone's role at the table. How important it is to have that very robust review, strength, and weaknesses, and coming together with a final evaluation of that application based on now the full merits. That is that science, the research strategy, the feasibility, the impact, and the personnel. I think all of those participating at peer review understand that. We have got to have the great science to get the great impact.

Unidentified Female:
To explore that, I will just add one more comment. We, in a sense, left a partner out of the discussion. We talked about how the summary statement goes from peer review forward to programmatic review to make decisions. The summary statement also goes back to the PI. Particularly for people who do not get funded, the peer review summary statement captures both the scientist and consumer input and evaluation of their award. Having the consumers involved at peer review is also important. Because it lets that consumer and impact voice go back to the principal investigator who could then really benefit from that as they design their future research. Just Carolyn, did you have something to add?

Unidentified Female:
_____ [01:23:13].

Unidentified Female:
Okay.

Unidentified Female:
Thank you. 

Unidentified Female:
Great, thank you. Did someone have anything else you were going to add there before we move to the next question?

Unidentified Female:
No, we are ready.

Unidentified Female:
I think we are good.

Unidentified Female:
Okay. The next question, we have somebody wondering about a few more details about the onboarding process. You have explained the selection process. But they are curious about any credentialing processes that need to occur, if you have a consumer vetted and ready to be a part?

Unidentified Female:
Well, I think as you heard us talk, there is that whole outreach phase of where we are looking to for each program to define who the consumer is. To identify the organizations, VA facilities, or military facilities where we can reach out to them for this nomination or recommendation for individuals to serve. We work that process, that vetting or the evaluation process for each individual. 

You may have heard us mention. We review their packets. We also do phone interviews. We talk with each nominee and review things with them. We have a more expansive discussion. We make sure that the person is in fact ready to do this and has the ability both verbally and in writing as well as that passion and understanding of the condition or disease. I think that is what we would call our vetting process. Carolyn?

Unidentified Female:
I think nomination letters, too….

Unidentified Female:
Yeah. Each nomination packet in it has a nomination or a recommendation letter from either an organization_____ [01:25:03] that the individual is involved with. Or, it may have a letter or a recommendation from a treatment provider who is working with them in either a military treatment facility or even within a VA Healthcare System. It talks about why this individual could be a participant at peer review. How they might be able to speak on behalf of others. 

Then there is a personal statement that is also included. It gives us an idea about the individual's journey as well as their writing ability, and ability to extrapolate information, and put that into writing. Then, of course, they can provide if they would like, a CV or a resume. There is a completed packet that we look at in at in this process. Then that is paired with the interview that gives us additional information as to who could potentially be the individual who can best serve at peer review. We know that it is not for everyone. That decision sometimes has to be made as well. 

Unidentified Female:
Yeah, I think that one of the most critical elements; and as Ann mentioned is the individual's ability to not only speak to their individual experience. But to integrate that individual experience at a higher level, and to speak for others who they represent. They are not there representing just themselves and their own personal interests. They are there to represent the interests of their community whatever that particular community is. That is really a critical component and something that is like Ann mentioned. That is something that is very carefully looked at before someone is brought on board as a reviewer.

Unidentified Female:
The nominator also often will give us information in that nominating letter about the experiences of the consumer, potential consumer reviewer; about what they have done in the community. They tell us. They speak to others. They go to conferences. They do the things we need them to do. We give them direction of what needs to be spotlighted in their letter. We give the consumers what needs to be answered in the essay that they write for us. 

Unidentified Female:
Is there a need to do a background check or something akin to creation of a memorandum of understanding?

Unidentified Female:
No, not in the sense you mean. But we do have – 

Unidentified Female:
Yes, we do have….

Unidentified Female:
Go ahead.

Unidentified Female:
Yes. We do have…. Once someone is selected and they are going to serve on a panel. Part of our interview process is letting them know about the process, and about the confidentiality issues. There is a panel member agreement that is signed that outlines what their roles and responsibilities are going to be, as well as the confidentiality that is signed. Because we never disclose what panel someone served on. Or, what applications they have reviewed. That also occurs.

Unidentified Female:
Yeah. It is similar to what we do for all of the panels that we do. All _____ [01:28:02].

Unidentified Female:
Right, all of the _____ [01:28:02].

Unidentified Male:
_____ [01:28:03].

Unidentified Female:
I am sorry. I am so biased.

Unidentified Female:
Great, thank you. The next question here – and this can either be DoD or HSR&D. I know we have Miho Tanaka from HSR&D on the line who could also help out with this. Does a researcher need to have a VA walk appointment to submit a proposal? I know these can take some time.

Unidentified Female:
We will defer to Miho for that one.

Unidentified Female:
This is Miho. First of all, I would like to say thank you so much for a wonderful presentation. I know you have so many presenters. They were pretty good. I could see that it is well coordinated. I really appreciate that you presented this as a forum. Thank you so much, HSR&D and others. I know we have so many presenters. I am sorry that I will not be able to say all of the names. But I really appreciate that you took the time. You accepted our invitation and did the presentation. 

I think this was a very informative process, the presentation. I am_____ [01:29:12]. I am quite sure some of the scientific _____ [01:29:16] manager, including Dr. O'Brien and others are covering the call. This was very informative. We will meet. Then maybe we will follow-up with you, if you have any follow-up questions. Thank you so much. 

In terms of walk appointment, I think if an investigator would like to submit an application to HSR&D or_____ [01:29:40], investigators need to have more than walk appointments. Actually, the five days appointment, so that's_____ [01:29:49]. I think investigators probably need to talk to research office in VA in particular sites and also probably coordinate how much time this particular investigator needs to contribute to the university and the university affiliation – the work for the university as well. This kind of discussion has to happen between _____ [01:30:20] VA and in_____ [01:30:20] the VA research office and also the university. It probably takes some time to get the agreements done. I hope this gives you the answer to the person who asked that question.

Unidentified Female:
Hopefully it does. 

Unidentified Female:
Yes, go ahead.

Unidentified Female:
No. They sent in a note. Who is talking now? I will just let them know who you are so that they can drop you an e-mail if they have an additional question.

Unidentified Female:
That is great.

Unidentified Female:
That is actually all of the questions we have today. We can wrap things up really close to the end of today's scheduled end. But I really want to echo Miho here and thank all of our presenters. We really appreciate the time that you took and your willingness to present all of this to our audience. I am sure everyone has really gotten a lot out of today's session. 

Unidentified Female:
Thank you. Like I said, we are honored to be asked to present. We just hope that in some small way, it could be helpful to the VA. We appreciate the enormity of the effort that you are undertaking for additional engagement. It is not always easy. Any additional information you would like from us; or any ways that we can assist to follow-up, we would be more than happy to help. 

Unidentified Female:
Fantastic. Thank you so much. For the audience, I am going to close the meeting out in just a moment. When I do that, you will be prompted with a feedback form. Please take a few moments to fill that out. Thank you everyone for joining us for today's HSR&D Cyberseminar. We look forward to seeing you at a future session. Thank you.

[END OF TAPE] 
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