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John Balog:
Parker, and I'll, I'll _____ [00:03:50]. Thank you for taking the time out of your schedules to join us this afternoon for the the first webinar introducing the, the Biomedical Research Laboratory Biosafety and Biosecurity Program. I'm John Balog, I've been doing biosafety for 25 years now in academic environment as well as recently in the Federal government. I was previously with USDA APHIS, as well as HHS FDA, most recently.


And I'll be joined today by Karen Jeans, my supervisor and a very helpful, in advising me, and onboarding me into the department. I've many, many thanks to Karen for that. Next slide, please. 


Now, the panel members joining us today will be Jim Trout from ORO, from Office of Research and Development Alex Chiu, Tony Laracuente, George Lathrop, and our contractor staff, Bill Arndt, and Natasha Griffith. These folks form the workgroup that has put together the elements of this presentation today.


And as well, primarily, I want to call out Jim, Alex, Tony, and George for sharing their insights. They bring a lot of expertise from their professional careers as well as the in-house expertise from their travels, and interactions with the field. 


They've contributed greatly, to the efficiency of my understanding of what's going on in the field, and, that's helped inform our process, and we look forward to continuing along those lines as we all move forward. With one major addition and that will be you folks from the field, we're looking forward to your input  as well. Next slide, please.


So our purpose today, we we want to let you know what we're doing currently, and identify key components, describe the educational purposes, and gather perspectives. This is an iterative process. I think it's important, especially with the novelty of this program. I know there's a lot of change going on. Change is a constant, of course, and there's typically some, at least to some extent, some anxiety that goes along with change. 


But I I want to assure you that we intend to be measured and deliberate in our progress. Quite literally, we're going to start  at the beginning. There won't be massive, new program initiatives with short timelines and high intensity activity associated with it, so please, keep that in mind. Next slide, please. 


We have a vision and that vision is one of inclusiveness from  the very upper echelons of ORD through the bench level participation of the staff. And we're also going to look at , the three elements. These three elements at the bottom of the slide to one extent or another are going to influence what the program elements that we devise and deploy. 


And you'll be surprised, over time that that the number of back end, and related issues that are impacted, and effect each one of these three primary foci of  this, the efforts of a Biosafety and Biosecurity Program. The next slide, please.


I want to call out Laboratory Biosafety as separate and distinct from Laboratory Biosecurity. There is some, on some level a degree of overlap. These are complementary, however, but it's important, context does matter for  these discussions. And you  might be curious over time as to why we qualify these as Laboratory Biosafety and Laboratory Biosecurity?


That's merely to point out the difference between agricultural biosafety and laboratory biosecurity. And you'll find those in the literature as we move forward. And they'll also have the potential to influence perspectives in any articles in the literature, and indeed, in some of the Federal guidance that's out there independent  of the VA. Next slide, please. 


Laboratory Biosafety, these are critical definitions. You'll see these throughout our  publications. These  definitions are a construct, we put these together since there is no universally accepted definition for these, even in guidance documents by the Federal government, and also in position papers, white papers, et cetera. 


The meaning seems to be a little bit fluid depending on  the nature of the publication that you're looking at. But we want to distinguish between the safe work with biological materials, collectively biohazardous materials, and security. Primarily, security is reasonably well-addressed  for most VA Facilities because we are behind card readers. We are behind gates and in many instances, and access is generally restricted. 


But when you get to the laboratory environment,  we're finding that that there's a need to pay more attention to the security of our materials, and it's also part of our culture of safety, and responsibility that we are in the process of building. We'll always be in that process. It's never fully achieved. Next slide, please.


From an enterprise perspective, ORD Biosafety and Biosecurity Program will be collaborative. We have a lot of stakeholders from National Program Offices through the VISNs, the Facility leadership, and with the  Facility safety, and scientific subject matter experts. And we do want to draw a parallel throughout our Program building that there is a role for the bench level, day to day biosafety and biosecurity measures that support committee oversight of research throughout  the department, and VHA. 


We'll, we'll use multiple venues to communicate these disparate bits of information over time, primarily webinars. We've established a dedicated mailbox to receive inquiries, and we're also going to establish a distribution list so the appropriate stakeholders will get timely communications  of the information as it becomes available. The next slide, please. 


So the biorisk management approach is informed by an ISO document, that's the International Standards Organization. The document is 35001. That document evolved over a decade of  very intense, and sensitive deliberation among world, and national experts in in biosafety, and biosecurity. 


And, well, we're going to appropriate  the strategy which has , assessing the scope of biomedical research  throughout  VA Research Laboratories. And we're going to apply a risk management approach. And there'll be more on these throughout this presentation and in subsequent discussions moving forward as  we implement our program. We want to define and apply our outputs of the safety programs. 


Again, I mentioned this  on the previous slide as well. This is very important. It's going to be critical from an  efficiency standpoint, and from an understanding, and further development of  our safety culture. And we're allowing approximately two to five years, but  that is a fungible timeline. 


We do understand that , there are unique circumstances, and there's a wide disparity in the activity levels among our field sites. And we want to be cognizant of that because one size does not fit all. And we do want to be very measured, and again, deliberate in in how we proceed. Next slide.


Our Biosafety and Biosecurity Program components, the next slide. Currently,  we want to  get an idea of what we're doing to protect the safety, and protect, and promote I should say, the safety of individuals working in the laboratories, as well as to account for our environmental protection responsibilities. We want to take care to be conservative with our resources and our information, and as well as the  time, and of the individuals involved. 


That's the Safety Program, the administrators, as well as the scientific staff. Now biosafety doesn't happen in a vacuum, so we  also often encounter the use of chemicals  along with biologicals. And we need to be mindful of the policies and the regulations that apply to the use of chemicals. 


And we also have the radiation requirements, those materials, and sources that will sometimes be used in conjunction with chemicals, and biologicals. But frankly,  that's a rare instance. But the point here is we want to point out that biosafety again, just does not happen, and by itself,  it's part of a greater safety program, and a greater safety culture. Next slide, please.


Some of our key activities, again, collaboration on policy development, and written guidance, we want to initiate training programs, community, and communicate those requirements. Again, training, a word on training, we understand, and we are all charged with completing multiple trainings  at least one time, and sometimes on a recurring basis. 


And I think this will be a good time to mention that it's very important when we're doing our jobs that we reference, and we practice the, the information that we've learned. There are actions required in some instances with trainings, and other trainings are merely for awareness or informational purpose, and may, or may not have an action item accompanying it. 


But with safety, we want to be very careful and clear in what we're communicating. Because there is an expectation that what you are presented in in a PowerPoint presentation, and in an oftentimes online format, that you bring that information to bear in the conduct of daily operations. 


And there will be instances where, over time as we share the findings, and have subsequent discussions, that oftentimes there's material that, that is presented in trainings that is not reflected at our sites, and in our work. practices. And so the agency has been aware of this for a while. 


I understand, prior to my arrival, there were much, and many, and intense discussions, and it resulted in ORD finally funding this position due to a lot of efforts from a lot of well-meaning, and very good people who, who are looking out for the safety of  the VA workforce. 


And a follow-on to that, we procured the services of TJFACT to support the ORD initiative in developing the  BRLBBP. And I know that's a, a rather clunky acronym, but I think it saves a lot of syllables. And and hopefully, we'll be able to,  adopt this (acronym) in a a more free flowing manner. Next slide please. 


The TJFACT staff supports these practices and procedure development, and implementation at the field programs in collaboration with field sites, and under the direction of ORD. The key tasks are responding to questions. And again, this is an  iterative process, and it must remain so, and hopefully, it will become more expansive over time. 


And as information becomes more available, and  our mutual competencies, and awareness develops over time, we will be more on the same page, so to speak. That perhaps, questions will be more focused, and  more or less fewer in quantity, and more focused in content. 


Data calls, you're all aware that we've conducted data calls over the past year, that's going to continue. And this is where we capture essential data. And the analysis of that data is going to go a long way to influencing our subsequent discussions, and in making the decisions on exactly how we're going to move forward, and what would be the best response to achieve the desired outcome. 


We  are also making on-site Assistance Visits. These are not inspections, but rather these are for my purposes, I'm  surveying the landscape. Our contractor has a structured program to elicit supplementary information to, kind of, fill out, and maybe dull the edges of the data that we acquire through the data calls, so to put a human face on it, and  make the data more understandable. 


And they're also helping us with training, training development and some insights. A word on our, on our contractors, both Bill and Natasha,  are practicing biosafety professionals with extensive experience, both nationally and internationally. And they, they act as a force multiplier for our baseline information, so we're very happy to have them on board. The next slide please. 


Okay so responding to your questions, next slide. The the Biosafety mailbox, the VHACOORDBiosafety at VA dot gov was recently established and to field questions. I'd like to, again, reiterate that context matters. Generally the expectation for the nature of questions, they'll be either operational; i.e., having to do with perhaps biosafety cabinet certification, biosafety cabinet purchase, perhaps PPE, perhaps some engineering matters with regard to laboratory air pressurizations. 


I consider those to be operational details, and the other primary avenue of questions is likely to be administrative. This would have to do with the Research Oversight. What do I need an application for? How do I get a permit? Are there any central resources available to assist? 


Does  my site, should my site have a controlled substance permit? How does one go about doing that? So those would be more administrative type questions. 


But  we do have the expertise. And I think everybody is comfortable that either what we don't know among ourselves, we know persons that we can reach out to in our, our various networks, and  acquire that information. And  this is going to be another recurring theme. 


It's very rare that one person  will have all the answers, so we're asking folks to be, to be patient, and to be, to  clear in communication. Again, context matters with  questions that are (submitted) primarily by e-mail; and perhaps in some instances, a phone call will be sufficient as well.


So we're certainly available. And so  these topics are, I think,  pretty straightforward and self-explanatory, but then there's certainly to be more discussion moving forward on this. So and the next slide, please. And at this point, I'll turn it over to Bill Arndt, Bill.

Bill Arndt:
Thanks, John. So welcome, everybody, and thank you for taking the time today to attend this this webinar. I will now touch base on one of the main activities, ORD's Biosafety and Biosecurity Program has been supporting as part of this initiative to enhance biosafety and biosecurity practices within the VA's Biomedical Research Laboratories. 


What I'm going to talk about now, it relates to the data calls that have been,  conducted in FY '21, and is currently underway for FY '22 to gather baseline information from the field on their existing biosafety and biosecurity practices from within  the VA's Biomedical Research Laboratory community. The next slide. 


So the VA has a large number of  Medical Centers across the nation, and over half of those centers are approved, and have active biomedical research projects, and programs ongoing. As such, it was deemed important to gather the  baseline information on Biosafety and Biosecurity practices to ensure that that we as a team are all properly informed of what information is available, and what directions ORD, ORD in the future may choose to follow or go in providing support to the field on biosafety, and biosecurity related topics. Next slide, please. 


So as I mentioned, the purpose and objectives of the data call is to gather baseline information from the field on existing biosafety and biosecurity practices. This information , can and will then be analyzed to identify any gaps, and potential areas for support that ORD can provide to the field, specifically on laboratory, biosafety and biosecurity. 


This is especially true for areas or topics such as staffing needs, training, and additional need for support related to policies, or procedures, or educational resources that would help the facilities implement Biosafety and Biosecurity Programs at their sites. Next slide, please. 


So first, I will touch on the data call that occurred last year, and talk about some of the results that came out of that data call.  Then I will move onto the data call that is currently ongoing for this year, and highlight some of the initial results that have come out of the data call so far this year. So the next slide, please. 


So for last year's data call, the call was executed through VA REDCap, and it was sent to all 83 Medical Centers that have active research projects or programs ongoing last year. 


Now, the  primary topics of this call focused on on starting to gather that baseline information, like I mentioned, related to general research activities, existing biosafety and biosecurity practices,  as well as a number of other areas shown here on the slide, which I will touch on in the following slides. 


For the FY '21 data call, we did have a response rate of about 82%, so 68 of the 83 facilities did respond to this data call. And in fact, we're still getting some responses from the first data call this year as well. Next slide, please.


So some of the information that we obtained from that, the first data of the data call from last year was a large percentage, about 75% of VA research activities are conducted on-site within VA Research Laboratories, and off-site at an, at an affiliate institution. So there was a little over 20% of the medical facilities reported to  conduct only on-site VA research activities. Very few facilities actually reported to conduct research at only off-site locations. 


What we did find out though is the facilities that reported to conduct research activities at both on-site and off-site locations, 94% of those facilities reported that their off-site activities were conducted with an affiliate university as well. 


So this type of information was useful for us because when we were trying to understand the  biosafety and biosecurity practices in the VA Research Laboratories, since we can see here there's a high likelihood that the university affiliates, and their respective biosafety and biosecurity practices at,  those affiliates could be impacting the biosafety and biosecurity practices at the  VA Research Laboratories as well. So it's a good indicator of where some support has been coming from to the VA Laboratories. The next slide, please. 


To further understand the existing biosafety and biosecurity practices, , it was important to identify the types of hazards, especially those hazards associated with infectious materials that are impacting the Biosafety program, because as John mentioned earlier, biosafety focuses on preventing against the  accidental exposures  with an infectious agent. So overall,  55% of the facilities reported that their research involved the use of infectious materials. 


And of that 55%, 44% actually reported as well that they use infectious materials in animals. And the one other big thing that we wanted to find out last year was,  we were going through the COVID-19 pandemic, so we wanted to get, again, a base, a general understanding of what types of SARS-CoV-2 were COVID –? I mean, what types of activities are occurring with SARS-CoV-2 and COVID-19? 


Twenty-three percent of their facilities reported to doing, to using SARS-CoV-2 in their  research activities. Again, this type of information is important to understand as it highlights some of the key factors or hazards within the Research Laboratories that would impact the  biosafety and biosecurity practices implemented at those, at the respective Facilities. The next slide, please.


So within the research community, it's common to have individuals available that are specialized in supporting an institution's Biosafety and Biosecurity Program. These individuals are often called Biosafety Officers. 


It is, and it's important to understand that the,  level of biosafety and biosecurity support available within the VA's laboratories was – one of the things we were trying to get an understanding of is how much support is, is there for the Research Laboratories on the biosafety and biosecurity side? Do they have the resources? Where's the support coming from? 


The results of the data call show that only, only 46% of the Medical Centers with active research program, programs had dedicated Biosafety Officer position, while 54% did not. For those facilities that had Biosafety Officers, 74% of those positions were full-time positions, and the remaining were part- time positions. 


But it's, it's important to note that half of the Biosafety Officers reported to  havong more than five years of experience in the field of biosafety. So there is a, there is a good amount of experience within the VA to support biosafety and biosecurity best practices within the the Research Laboratories. Next slide, please. 


Yeah and one of the last pieces of information that came out of the data call last year related to the  types of trainings, the  facilities identified, or the respondents identified, and believed are needed, or should be prioritized to support , the Biosafety and Biosecurity Programs within the  Research Laboratories, the Biomedical Research Laboratories. 


The  two main topics that were identified included trainings related to laboratory inspection survey tools, and SOP and procedure template development. Now, these are important topics that can significantly impact the  effectiveness of a Facility's Biosafety Program by making sure the laboratories are following biosafety and biosecurity best practices, and policies. 


And by making sure those practices and policies are effectively communicated to all staff in writing or through some sort of a  training. Other topics that were identified also included chemical management, and storage, lab decontamination procedures, usage for BSCs, and infectious waste management. 


Again, all these are important topics for  a comprehensive Biosafety and Biosecurity Program because they all significantly impact the success of the program overall. So importantly, this information overall gave ORD  a very good indication of some topics that could be prioritized for future activities in the future to support the field. The next slide, please. 


The information, so now I'm gonna talk, kind of, about the information that we've so far obtained from the data call for this year. The information we obtained from the last year's data call provided a, like I said, a lot of useful information, and helped direct several of the initiatives, and activities that have occurred this year. 


However, when we looked at the data, we also noted there were several gaps in the data that we would still like to try to address. It was those gaps that led  to the design, and development of the data call for this year. And it helped identify the key topics that this year's data call would focus on. Next slide, please. 


Similar as the last data call, this one, the plan is to send this one out to all same 83 facilities as the last one was via VA REDCap. However, this year, we are  sending out the data call in five batches or  cohorts. This is being done to be more available for, so as the SMEs, this is being done so the SMEs are more available to the facilities in case they have any questions on the data call. 


And to have, be able to more effectively analyze the data  in a timely fashion.  So some facilities  have received the data call already, and some still have not so don't be concerned if you haven't received it yet.  It will still be sent to the remaining facilities this  year. 


For this year's call, though, the main topics as I said were identified through the results of last year's data call, and through several other activities that have occurred previously as well as are occurring now such as the Program Assistance Visits, and the questions from the field via the  dedicated Biosafety e-mail address that that John mentioned. 


The main topics that were included in the FY '22 data call are shown, are shown on the slide here. And then I will touch base, and I will, and I'll touch on a number of these topics  in the following slides. However, I want you to please note that this isn't a, the data you're about to see is it a, is a very early analysis of what we have received up to this point. 


And this only includes information from about 20 facilities so far, so we've only received about 24%, we have a response rate so far of about 24% for the, for this standing call. So we're still in the early phases, so just keep that in mind  as we look at the the data. The next slide, please. 


So to build off of  the Biosafety Officer questions from the last data call, we wanted to obtain more detail on  those individuals who are considered Biosafety Officers or biosafety points of contact at the Facilities. So 70% of the Facilities so far have reported that the biosafety point of contact at their site does not hold the official title of a Biosafety Officer, while 30% of the POCs do hold the official title of BSO within the VA system. 


Furthermore, it was also reported that for the biosafety POCs, only 20% of them are 100% dedicated to supporting the Biomedical Research Laboratory Biosafety Programs at their respective institutions. The majority of the POCs have collateral duties  as well that which takes some time away from being able to support the Biosafety Program. 


So information such as this is valuable because it  shows that many facilities do see biosafety as important, but that there may be some limitations that need to be addressed for additional biosafety and biosecurity support to be made available to the  research programs. Next slide, please. 


Now,  when we dug a little deeper into the  Biosafety Officers, the POCs,  we also found out that they, that most of the Biosafety POCs spend less than 50% of their time supporting the Biosafety Program, with six out of the 20 respondents so far saying that  their Biosafety POC dedicates more than 50% of the time. 


So at this point, it  looks like the, very few Biosafety POCs, or Biosafety Officers are completely dedicated to the Biomedical Research program. But  again, remember that  this data is  in the early stages with only 20 facilities responding at this point, but it does start to give us some indication of where, if there are any gaps or limitations. 


And it makes it a little clearer for identifying future initiatives that may be implemented to help address some of the issues that are, that are identified. Next slide please. 


Additionally,  this year's data call, we wanted to get more information on the type of research activities that were ongoing within the Biomedical Research Labs related to COVID-19, and  the SARS-CoV-2 virus itself. At this point of the 20 facilities that have reported in so far, half of the facilities reported that they are doing SARS-CoV-2 basic research, or COVID-19 clinical surveillance activities, or both. 


Alright, so it looks at this point about half of the facilities are involved with either SARS-CoV-2 basic research or COVID-19 surveillance types of activities. The other half reported that they are not conducting any research related to SARS-CoV-2 or COVID-19. 


Furthermore, we also wanted to get just a general understanding of where the SARS-CoV-2 basic research or the  COVID-19 surveillance activities are occurring. It  appears so far that the activities are occurring at  both on-site within VA Laboratories, and off-site at their affiliate institutions. So it will be interesting to see how this data changes as more results come in. Next slide, please. 


For this year's data call, we also thought it was important to gather baseline information on two key committees that support the Biosafety programs within the VA Biomedical Research Laboratories. Those two committees being the  the Subcommittee on Research Safety, and possibly the Institutional Biosafety Committee, if one exists at the facilities. 


One of the big questions we asked related to both the SRS and the IBC was, what additional guidance could the VA provide to the facilities and staff related to supporting the activities of the SRS, and  the IBC? So what additional guidance could be provided to support the functions of the SRS and IBC  was the big question we wanted to  know? 


And for the SRS, specifically, the majority of the facilities reported that they would like additional guidance related to the development of plans such as safety plans, security, chemical hygiene plans, and emergency response plans, and  additional guidance on hazard assessments. And the hazard assessments can vary from an overall hazard assessment of the research being proposed or even the  PPE hazard assessment required, required by OSHA. So next slide, please.


When we asked the same question, the same, but for what specific to the IBC, at this point, all the topics listed in the data call are relatively close with the chief topic, the  priority topic at this point being the review of VA Research conducted at affiliate institutions? 


This is not surprising considering that the  number of responses that we received so far, and based on information we have related to activities ongoing within the VA Research Laboratories, that there is a huge effort to work with affiliate universities. And it's  not surprising that there is a lot of work and need for reviewing any VA Research that occurs off-site at one of those affiliate institutions. 


As we saw earlier, there is a large number of VA Research that occurs off-site. Additionally, the  other main topics that came up were risk assessments, which is important when deciding on biosafety, and biosecurity measures to put in place to ensure the safety of the staff, and to  prevent against any accidental exposures, as well as development of plans as well specific  to the IBC. 


Again, this will all be interesting to see how the information changes as more responses come in for this year's data call. So, next slide, please. Overall, the information obtained from the  FY '21 data call, and the data call that is currently ongoing has provided valuable information  to ORD, and the rest of the team related to the existing biosafety and biosecurity practices ongoing within the  Biomedical Research Laboratories. 


This, this information will ultimately help ORDs Laboratory Biomedical Research Biosafety and Biosecurity Program identify additional support opportunities for the field, and help identify, and prioritize any biosafety, or biosecurity educational initiatives, or activities that may come up in the future. 


In fact, the information obtained from last year's data call, and the other activities that occurred over the last year directly impacted this year's data call, and helped prioritize some activities, and other educational tools such as the  Biosafety Toolkit that you will hear about shortly, and the webinar series that we are all taking part in, in today. 


Thank you, and I will now turn it back over,  I'll turn it over to Karen, _____ [00:45:58].

Karen Jeans:
Alright, thank you, Bill, and thank you so much for that incredible presentation, and summary, and insights into this data call. We want to emphasize that these data calls are just not to see what we can see, it has a result that's going to come from it. And we hope that at the end of the seminar, you'll see what we're doing with it. 


I also want to say a few things about how very happy we are in the Office of Research and Development before we talk about the Program Assistance Visits, to be able to, to have Mr. Balog join us. John has done so much work at, since he has been here, and also, of course, incurred the wonderful onboarding process that all of us know, and love. 


And so he hasn't left VA because of that, so we're so happy. And but we are so incredibly, just excited of all the knowledge he brings to us that we don't have, that we didn't have here in the Office of Research and Development that is directly relevant to what, what all of you do at your Facilities. And incredibly, he has knowledge about IBCs and the wealth of knowledge he brings. 


So we are very excited to have John join us here in the Office of Research and Development. And you're going to be seeing as we talk now about the program assistance visits that are part of our ORD Biosafety and Biosecurity Program. The next slide. 


So in terms of when we started, and this is even before John joined us, when we, we said, "Okay, we need to as a result of the pandemic, we've got to shore up what we're doing here." And we've got to figure out where are our gaps in terms of what we need to place emphasis on? Again, the Biosafety and Biosecurity Program really, really it was an important component. 


And when we thought about what the  needs are, it's not just about doing data calls, it's also about going out into the field. It's also about going out and being able to assist you, not with only written guidance, and webinars, but also reaching out and touch. 


There are so many things that  are needed, which you can only address when you have that personal touch. And whether it be on-site as part of a, the on-site visit, or whether it  be virtual. And so what I'm going to be talking about  in the next few minutes, and I am going to be asking Bill to help me, is to talk about the Program Assisted Visits, which are part of the ORD Biosafety and Biosecurity Program. 


And while part of this is indeed to gather information about your facility Biosafety and Biosecurity Programs, including the people, and the equipment, it's also for you to be able to have an opportunity to talk to us, and the experts, that the subject matter experts from TJFACT on issues that you need. And so, again  it served both of our groups. 


It serves us in ORD , how do we engage policy? How do we write policy? What do we do to target our guidance on, and especially, in terms of what are our priorities? We don't want to be doing things that don't hit the mark. It doesn't do us any good if we say, "We created this wonderful document, but nobody needs it." 


So that's indeed, why not only these Program Assistance Visits are necessary, but also why the data call that Bill was talking about, informs us. And we want to reinforce, this is not a compliance visit. And we'll talk more about that in a few minutes. The next slide please.


So in terms of how do we decide where these visits are happening, and how we do, we do that? These visits R&D coordinated through us, the Office of Research and Development. And I want to emphasize that we do not just  okay, and say, "Hey, by the way, we're going to show up today."


We do not, will not, cannot show up to do a Program Assistance Visit, and it is assistance, unless we have the approval of the VA Medical Center Director. That is a cold, and hard, fast rule. So we just not, do not say, "We're going to show up on these dates." I send an e-mail to leadership, and I request permission. 


And if those are not good days or if something happens, hey, the dates change. Because again, this is about assistance. This, the team that will come, and Bill will talk about this shortly, is both from TJFACT, and representatives from the Office of Research Activity Development. 

And it consists not only of tours of the areas, the Biomedical Research Labs, but also staff discussions, and not, and remember, and I'm using the word, 'discussions,' I'm not using the word, 'interview.' This is not an interview process. It's discussions. And also, getting a chance to look at documents which are relevant to your VA Facility, that are indeed what we can do to help you assist, strengthen your program, answer questions. 


What  can do to help? The length of time that this will occur is one to four days. It depends on the size of the Facility. The next slide.


Now, I have a whole slide here about the Office of Research Oversight. And we really want to emphasize that, again, this is not compliance. Now, we do indeed to involve the Office of Research Oversight in collaborating with us on these visits. And this is by our invitation, this is not ORO saying, "Okay we have to be involved." 


And the involvement is that; number one, the involvement is coordinating with them to make sure that we're not doing a visit or asking to do a visit, more importantly, when ORO is either scheduling to do that visit, or has one planned in that time period. We do not want to create any type of stress or burden on you as VA Facilities. 


Again, this is about assistance. So that's all they do, there is nothing that TJFACTs gets. Let's say that we're coming to a facility, and you've had a compliance finding, and you had a report from our ORO. TJFACT knows nothing about that. 


ORO provides information to TJFACT in aggregate form, and saying, "Hey, there are some issues that we see across this whole system. And these are areas that you may want to focus on in terms of targeting the type of discussions you have." But it's nothing about, "Hey, this is what happened at this facility before you go in." So I want to reassure you of that. And that, again, no one from ORO goes on these site visits, these program assistant visits. The next slide. 


So the team consists typically of four people, two from ORD, most recently it's been, like Dr. Chiu, and Mr. Balog; and then two from TJFACT. So at this point, I'd like to turn this back over to Bill for him to expand and talk about what actually occurred during the site visits. So Bill, I'd like to pass this to you right now.

Bill Arndt:
Thank you, alright. So as Karen mentioned, these  PAV, Program Assistant Visits, or PAVs consist of maybe two members from ORD and two members from Biosafety and Biosecurity SMEs from TJFACT. The TJFACT SMEs such as myself  and Natasha are responsible for communicating, and working with the sites to prepare the agenda, and itineraries, and to identify any logistical needs such as the usage of a conference room, Internet access. 


And if any virtual capabilities such as Microsoft Teams will be needed to support  the event, there's been some cases where individuals were unable to attend in-person that a Microsoft Teams meeting is  possible as well. 


Some of the  key activities that occur with the Program Assistance Visits including holding in-brief and exit briefings with the Facility's executive leadership team for the purpose of introducing the team that will be visiting the site, and providing an overview of the activities that will occur associated with the visit. 


These briefs with the executive leadership teams have proven to be extremely valuable in the the Program Assistance Visits  that we have already conducted up to this point. The, these visits also include documentation review by the TJFACT SMEs. 


These, as parts of the Program Assistance Visits, Karen will often send a pre-site visit questionnaire  to each of the sites to give us a basic understanding, and some general information of, kind of, a  walkthrough. And on that pre-site questionnaire, we'll also request some just general biosafety related documents to be uploaded to the VA SharePoint site so that we can review some of the documents that you have, that you use at your Facility such as your laboratory safety manuals. We like to look at those, if possible. 


And  once we get to the site,  the visits include a tour of the laboratories. And we will sit down and have meetings with the number of the key personnel responsible for managing the Biosafety Program at the, at the Facility such as the Biosafety Officer, if there, if one exists; the Biosafety POC at the site that we've talked about; any, the  chair of,  the SRS, or the IBC; and anything with the  Veterinary Medical Units as well, we  try to meet with a number of individuals that are impacted by the Biosafety and Biosecurity Program.


Lastly,  there is a report that is generated from these Program Assistance Visits. These reports capture any observations and any recommendations made by the Program Assistants Visit team. A draft of the report is shared with the site for review and comment, as well as ORD. The report will only be finalized by TJFACT once the comments have been received from the site,  and addressed, and ORD, and have been addressed  in the final report. 


And, I want to stress that the PA, the Program Assistance Visits reports are never considered final without being reviewed by the site first, and ORD. So and TJFACT only provides copies of the final report to the site and ORD. That's it, back to you, Karen. Thanks.

Karen Jeans:
Thank you, and I want to also make another comment to what Bill is saying. In that if there is a finding, or that we see something; I'm not going to say a finding because we don't, TJFACT doesn't make a finding; ORD does not make a finding. 


So if there is a and something that needs to be reported to ORO as required by 1058.01, they're going to tell you, the Facility, to do it. Because TJFACT, it's not going to do it. ORD is not gonna be doing it. So that is, so please know that we're not going to, quote, do that. The next slide. 


And then also, don't take our word for it in terms of that these are not, these these are, again, Assistance Visits. We put this slide in here so you can see who we have visited in the last year, and who already is scheduled for this year. So if you have any questions about what the site visit as VAVs were like, please feel free to reach out to me. 


And then I'm going to speed us up a little bit so that we can have plenty of time for questions and answers. So let's go to the next slide. Alright, I'm going to turn this over to John now for the final portion of this before we go to question and answers, John.

John Balog:
The next slide, please. Okay, the resources and guidance, that is a big part of  our deliverable to the field. Of course,  what we've just heard  is going to have huge import into what we develop going forward. We've recently updated the ORD ORPPE Biosafety and Biosecurity Program webpage. 


And going forward, we're  going to post general biosafety and biosecurity information that's relevant to VA research activities. There's a lot of information out there from a number of sources, good information, but either does not apply to the work that we're doing, or only marginally applies. 


And a a word about outside sources of information, I prefer that the VA program be developed based on VA, VA experiences. I  don't like incorporating other program elements developed outside of VA into the VA program. We don't have their same budget, we don't have their same resources, and we don't have their same experience. So going forward keep that in in mind  as this program evolves.


These  are training supplements looking at an information sheet, that FAQ is not the same as  the training. And these  educational tools, this will help us immeasurably when it comes to  our next steps, and one of those is going to be developing a safety manual template. 


I'm  gonna throw this idea out there where the headquarters staff can come up with a templated manual that can be customized to local circumstances, but it will have the  minimal required information. And it can be edited and supplemented with additional information as appropriate. The next slide, please. 


So we've developed these tools, this list of tools today. And  this is what I was referring to previously when I said, "We're going to start at the beginning." Keep in mind that under OSHA a laboratory is considered a hazardous work environment. And because of that there are requirements specified in OSHA,  most frequently cited one is for training. 


And of course, the laboratory director, the PI on project is responsible for providing a safe work environment. Of course, that mandate goes all the way up to r Director as well. And also, what was mentioned before about starting at the beginning with the basics, I want to call out the laboratory signage issue. 


That's industry wide, this is not an issue only affecting VA. There are a number of Federal facilities that are in various, shall we say, age groups from the very old to the very new. And oftentimes in more established facilities, there are generations of hazard signage that are posted. 


Some folks have signage that's been posted for over ten years, and has contact information of persons who are retired, and in at least one instances that I observed was deceased. So we need to do a better job, the industry needs to better job as well. 


The signage, the hazard signage is very important for Emergency Response to reinforcing our training elements. And l certainly, we're going to discuss training and signage more going forward. So can, can I have the next slide please? These are the updates to the ORD webpage that I refer to, and here's the addresses for them. 


The next slide, please. An example here is the compressed gas cylinder, and at this point, I'll ask Bill to pick up.

Bill Arndt:
Thanks, John. So the, I'll now show you two examples of the tools that are available in the toolkit that John just mentioned. This one that you see on the slide relates to the safety concerns associated with storing and using compressed gas cylinders in the Biomedical Research Laboratories. 


I'm not going to into detail of this tool but overall, these tools are intended to support facility-specific training of staff as training supplements as John mentioned, and to be made available to be laminated, and then posted in the laboratories as reminders for the staff, of the laboratory staff, if  needed. 


So this tool as well as the one I'm going to show you next, and the ones that John mentioned are now available on the toolkit, in, within the toolkit that link on the previous slide. So please take a look at those. And here is a, here is another example of one of the tools that's now available. This this one shows the Laboratory Biosafety sign, signage template that is now available for facilities to use in the development of their own facility-specific laboratory door signs. 


This was noted to be a problem in several Facilities previously. There's not necessarily a problem, but inconsistencies in the information. So now there is a template that's available that allows for the facilities to  fill in the blank, and use this as  a template for, to support the signs in their…. 


Sorry, advance the slide, please, that was my my error. My apologies,  this is the slide that shows the  template. So as you can see,  it will list the biosafety level. If there's any biological agents, or PPE requirements, points of contact, that information is on this template, and available for you to  fill in, and use for your facilities. 


The last thing I would like to add is it's important to note that, overall, these  tools are developed based on biosecurity and, biosafety and biosecurity best practices, and guidance documents that are available such as the  Biosafety in Microbiological and Biomedical Laboratories, also known as the BMBL, which is published by the CDC and NIH, and of course, the appropriate VA directives as well. Next slide, please.


There are also additional educational tools that are currently under development. These tools include topics such as personal protective equipment, a list of common biosafety frequently asked questions, and which, and as well as another document that is a list of general biosafety, and biosecurity definitions that is intended to support consistent communication across all VA Vet and Biomedical Research Laboratories.


Ideally, and in the future, as additional feedback is received from the field through the data calls, Program Assistance Visits, or any of the questions that come in through the dedicated e-mail address, more educational tools can be identified, and developed to support  the needs of the field, in the field. The plan  would be to include these new tools that are developed into the toolkit as well. So it will be important to regularly check to see if any updates have been made to the toolkit. And I think it's over to Karen now, so thank you.

Karen Jeans:
Yes, thank you, Bill. So we're nearing the end of this portion. I'm going to talk just a very short time about, again, this is the beginning. We  call the introduction of a set of three to not only introduce the new initiatives that we have started implementing, and are going forward with, ORD's Biosafety and Biosecurity webinar. 


And  give you also the opportunity  to meet John, and also Bill, and the TJFACT team, and  know what's going on; but also in terms of this webinar is the foundation for two more that are going to be done this summer. And that's not counting other webinars that we'll be planning in the future. 


But again, to give you a heads up, , this is not the last you're going to hear of this group, and you'll be hearing more, and more of us over the summer. But that, indeed, what we do for these next two as part of this packet of three is going to be determined, not only by the data calls that Bill presented during his portion, and what we're hearing during the PAV visits, but also in terms of the surveys, and the issues you bring up on those surveys about what you want to hear, and what you want to see. 


So I can't emphasize enough, truly,  we take all criticism,  and so, please, in terms of what works, what doesn't work, what you think is a priority to help you do your job. 


We really want you to tell us because we want these next two webinars to really be what you want, and what you need, and not what we think you want. So that's, that's what I really wanted toto emphasize. Okay, next slide. Alright, John, I'm going to let you go ahead and close us out, and we can talk to the next.

John Balog:
Okay, advance the slide, please. Okay, we're, we've been updating MOUs to more of current practices, more current thought. The big issue that I find in in these documents is accounting for the interests of VA. When  you're sharing space, there, obviously, you're in a tenant circumstance, and there are limited capabilities. 


And we want to be clear about what we're doing, and why we're doing it. And we also want to know what our host entity is prepared to provide. And so we, we've made those updates. We've got gaps that need to be resolved in 1200.08. I understand and I'm looking forward to input from the field with some of those gaps. 


The, I want to go back for, if I can to the use of external IBCs. I think that that's a wonderful capability but I want to remind everybody, and I understand that there's only some on this call that may be impacted. But it's important that we have equivalency with  and do our due diligence to make sure that we are accounting for the interests of the VA. 


And it does take effort in order to fulfill our obligations. And locally, there are some steps that we're going to look for our local administrators, and coordinators to acquire information on behalf, from the affiliated IBC, the external IBC for our records so we  are not blind sided by activities that are happening that are beyond our fingertips. 


That we also have other documents, particularly form VA 10-0398, the Research Protocol Safety Survey. We'll be filling that out, making it a little bit more comprehensive, a little bit more detailed. Again, all of this input is going to be based on industry standards, the NIH guidelines, the BMBL, and VA policy. 


The Research Biosafety Committee infrastructure, administrating, I spent a lot of time and energy discussing, debating, flat-out arguing, and in some instances losing arguments but having very productive discussions that result in an increased understanding about exactly what  a Biosafety Committee is  supposed to be. What it's supposed to do. 


I've got some very strong feelings on that, and I look forward to expanding on those  in a future venue. And then finally, we're going to really rely on your input, and the prioritization of additional Biosafety Toolkit content. The first thing that comes to mind is perhaps the need for one -on personal protective equipment. The next slide, please. 


Here are some of the references  for information presented today. And there are certainly other references that will be made available in the future as well. The next slide. I'm repeating what, from the outset, you had again, you'll have access to this once this slide, , and presentation is posted in the archive. The next slide. 


And here we are, we managed to  cover an incredible number of slides in a very efficient manner. Thank you all, especially Bill, and Karen, and with that, we'll move to our Q&A segment.


Okay, question one, about infectious material at the exclusion of other biosafety issues: No, that wasn't my intent at all. There, we're prepared to entertain the entire spectrum of  biosafety and biosecurity related questions from the field. 


One of the data points that I'm hoping we're going to extract, and  analyze from the data calls is the scope of oversight of not only local VA IBCs, but of our affiliate, our external IBCs. Some, and are in fact restricted only to looking at recombinant and synthetic nucleic acid work. 


And either, there is no oversight of biohazardous work that that does not involve recombinant or synthetic nucleic acid; or it is delegated to a single person, i.e., the Biosafety Officer, or of another committee chair, maybe the IBC chair acting outside of the realm of the IBC. And in some instances, it's not looked at at all. 


And I I think that I'm in favor, strongly in favor of having the Biosafety Committee look at infectious agents, pathogens, toxins, in vivo, and in vitro, as well as exempt, and non-exempt work. And there are, there's going to be further discussion of that from an IBC perspective. One of the big talking points is should a full IBC Committee look at non-exempt and exempt, or should it only look at non-exempt?


I'm, my impression is that IBCs should only be looking at non- exempt recombinant. The exempt work under the guidelines can be dealt with by the Biosafety Officer and the IBC chair. That achieves two things, you don't have a single point of control over exempt work. And there's also , the transparency issue where the committee is involved through the chair, and in the oversight of exempt work. 


And there may be an administrative form that is filled out, but I don't think in a lot of instances that the interests of safety are served by having a full-blown discussion of work involving  an exempt recombinant nucleic acid project. But oftentimes, we find that exempt work under the NIH guidelines is commingled with infectious agent pathogen or toxin work, which ultimately would require full IBC review. 


So there's certainly many more combinations and permutations of circumstances given the  robust spectrum of research that is currently happening. And  the circumstances are always changing, science is always advancing. 


So we'll keep that in mind. And again, I'm looking forward to more pointed discussions on this in the future. The next question, please? I'm sorry.

Karen Jeans:
So this is Karen. 

John Balog:
What were you gonna ask?

Karen Jeans:
Karen, I want to add, too. Yeah I want to add one thing. Also to take this chance that a lot of people get confused that biosafety and biosecurity means biospecimens. And so I would like to say that we are working reestablishing our tissue banking program here in the Office of Research and Development. 


And while indeed, dealing with biospecimens is indeed dealing with the biohazards, John's office, John is not responsible for biospecimen banking. So I wanted to take that chance  to also clarify that. biobanking questions still come to me here, Karen Jeans, here. Okay thank you, that's my two bits. The next question.

John Balog:
Will funds be made available to VA Facilities to upgrade laboratories to address concerns related to biosafety and biosecurity issues? I will – 

Alex Chiu
I think that, that – 

John Balog:
– Let's open up with Alex.

Alex Chiu:
– We can take that, John. This is Alex.

John Balog:
Yes, please.

Alex Chiu: 
I am Alex Chiu, I am a Senior Program Managers overseeing VA Research Facilities. And we have done that in the past, several years ago we fix, we send money to 25 station to fix the electrical safety issues. 


So I think that I am very open to, for a request, however, the limit is that based on our appropriation language, we can not spend money on  renovations or Facility level expenditures such as PPE. And but other, other items such as eye washes, we have spent money in the past  for those issues. So I think that going forward, please send those to John, and me, and and  we will see how we can assist – over.

John Balog:
Okay, Tony, do you have any comments on Facilities that you'd like to share at this point?

Tony Laracuente:
I do not. Dr. Chiu explained it very well. And as long as it's justified and meets the intent of what Alex Chiu explained, we will take a look at it.

John Balog:
Okay, thank you, the next question, please. Okay, from the data call, is there a mechanism that can be implemented to identify VMUs indicating they are working with infectious diseases? Perhaps George would want to look at this question, or respond,  and maybe Jim as well?

George Lathrop:
Perhaps, George, posed the question because I was unsure. I might have, John, who knew of any information ever getting that would indicat it? Because I would have to do a separate data call with the VMUs to find out.

John Balog:
I would expect, George, that the the Protocol Review,  the risk assessment form would, and the animal protocol would indicate the use of infectious agents in an animal model. And again, this is where training comes in. 


All persons working in a laboratory, including a  VMU, the training says that IBC review, depending on the governing documents locally, the local governing documents, whether the IBC or the SRS is looking at infectious agent use in animals would call out the need for an IBC review.

George Lathrop:
And I agree with that, but what I was looking at was a way to shortcut my efforts to find out on whether when they answered the data call, a certain place indicated they did. Because I can go back to all of the protocols, interface in with the IBCs, and I can find this information. 


But it's going to take me a whole, separate data call, so that's why I posed the question. Whether that data call had specific VMUs; and answered yes.

John Balog:
Okay, well, that, that's something, like, we could look at incorporating into  the, into the process. Thank you very much. Jim, do you have any thoughts?

Jim Trout:
No nothing in addition to what, what was mentioned, I mean, this this is something that we would have some limited data on that based on our review of protocols during site visits. 

John Balog:
Okay, thanks. Okay next question, Bill?

Bill Arndt:
Sure so TJFACT stands for Totally Joined for Achieving Collaborative Techniques, and it's it's based in Atlanta, Georgia.

John Balog:
Okay, thank you, next question. Okay, how does one request the PAV? I I think a message to Karen Jeans would suffice. Karen?

Karen Jeans:
So this is a great question. This is, if you will, indeed put a request in, send it to me. I will indeed evaluate it and work to see if we can get that in. So thank you very much for that question. The next question? Thank you.

John Balog:
Okay, when one uses an external IBC, what are the expectations for reporting the results of the external IBC review to the SRS? I would say the expectation is an outcome that include the date, the title,  the PI, and any terms, and conditions that that are attached to the approval, and a plan to implement them, and respond to those terms, and conditions that are attached to the external IBC review. 


And the the next part of the question is, can the reviews be linear or do you have to have IBC approval before SRS? I think, optimally, there's a prioritization. And between the committees, the IBC is the first committee approval. 


It would be IBC often reports up through the SRS. One circumstance that I'm a little bit concerned about, but keep in mind, I, I'm really not fully informed, but at first blush when I hear that there, there's a lot of cross population between a site IBC, and an SRS to where they're effectively, the SRS is the de facto IBC. 


And  I'd like  to find, find out more about that. But  the direct answer to your question is the IBC should be the first approval, and that includes  should we be involved with human gene transfer experiments at a lot of our clinical sites? Then the IBC approval should precede IRB review.


And then the same thing for the animal use. If a VMU is going to introduce recombinant or synthetic nucleic acid molecules in an animal model, the IBC review should be prior to ACUC. But depending on the meeting dates, and the  time constraints, they could move in parallel, but that requires a high degree of coordination between the committees.

Karen Jeans:
This is Karen, I I need to jump in here for a second. So  I want to reinforce to to everyone on the the call that, again, we have made major revisions in what comes to the SRS in terms of 1200.08. And so 1200.08 is need, about research laboratories. And so as many of you know in the vaccine studies where we had IBC reviewers, those would occur in VA Research Laboratories. 


So  in terms of if we're talking about research that is indeed required to be subject to SRS, the optimal order is IBC, then  SRS. But we do not state in 1200.08 that, that what a particular order is. So we would bind you to your SOPs. Okay, next question because I'm looking at the time.

George Lathrop:
One quick thing before the next question, and this is John – this is George again. Is that our 1200.07110 [PH] does not put an IBC before, and I could – they can, as John pointed out, they can go on at the same time. They just cannot do animal work until the IBC has approved. But both the committees can be functioning at the same time and come up with disparate approvals.

Karen Jeans:
Agreed.

John Balog:
Okay the next question, please. Okay, if gaps are identified at an  affiliate will funds be provided to help correct them? I'm very uncertain about this, I'll – Al?

Alex Chiu:
Can I take that question, John?

John Balog:
Yes, please.

Alex Chiu:
The simple answer is no. Because if we lease space, we cannot; there's a Antideficiency Act. We can't, ORD cannot provide money to improve the conditions of  our lessor. If it's a shared use space, we don't own that space. So very simple, if you're doing off-sites, , we cannot provide any funds to to help you.

John Balog:
Thank you, Alex, next question. Will ORD coordinate with ORO as the new initiatives are rolled out? I don't know that we'll coordinate with them but they will certainly, like all the stakeholders, ORO will be made aware of f  issuance of any new documents, guidance, et cetera. You think, Jim, you want to comment on this or Karen?

Karen Jeans:
this is Karen. Id like to join, to jump in just very quickly to say that I want to emphasize to the research community that ORD and ORO communicate regularly. We have scheduled monthly meetings , and the purpose of that is to inform each other of initiatives. 


And so, indeed, the answer is, "Will we indeed inform, absolutely." we are not an island in and of ourselves. So the answer is, "Yes," and the next question is going to be the last question.

John Balog:
Okay, a current signage is a composite with NFPA rating, biosafety level contacts, and special safety ratings. Your example looked limited. Do we have flexibility? 


Certainly, there's flexibility with the signage. Bill, do you want to expand on that, or maybe, maybe correct me if, if there's no opportunity to edit?

Bill Arndt:
Yeah  so the template that is provided was intended to cover the, the biosafety guidance as provided in, like, the BMPL, for example. If, if there are other, because if there's other information or other hazards that need to be added, they can always be added to the door as well. 


But it's always important not to put so much information on one sign that you need, like, a magnifying glass to read it. So the template's adjustable to meet your needs. However,  just be aware of making the text so small that it's hard to read.

John Balog:
That's a good point, if I  could just add,  one additional comment here. I think we need to identify the essential information and keep it current. And if if there's a  local need, then certainly, customization is  appropriate. Thanks for that question. There's sure to be more, more to follow on that, the signage discussion. 


And we're right up against our 4:30 deadline.  I want to thank the panelists for joining us. And, again, thank you all for joining us. And I'll give it back to Karen here, she has any closing comments.

Karen Jeans:
Thank you so much for your joining us this afternoon. And then Parker, I will pass it back to you so, to close this out to end the webinar.

Parker:
Yeah, well, I I don't know much to add, other than to thank the attendees for joining us, and to thank you all, the panelists,  for giving this great, great, great presentation. I'm going to remind the audience that I've just posted the link where the recording can be found in the chat. 


And if you all can take just a minute after to take a quick survey, that will pop up on your screen, screen, and we would really appreciate it. And with that. I think we'll bring it to a close, so thank you all for coming.

[END OF TAPE] 
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