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John Balog:
Okay, good afternoon, and, and and welcome. The next slide, please. Alright, our, here's our purpose and objectives. We we want to define the specific requirements with both internal VA, and VA affiliated, which are external to VA; IBCs that do the oversight for recombinant and synthetic nucleic acid research. And we want to identify common deficiencies, and challenges with these arrangements, and to identify some procedures, and key documentation, and information to be included in your records on IBC activities.


Finally, we're gonna identify some solutions and tools in our ORD Biosafety Toolkit, and some other resources to assist with common deficiencies, and challenges associated with IBCs. Now, for those of you who are involved in this, you realize that every new research project has the potential to introduce a monkey wrench into your well-established procedure. 


So the good news about the guidelines is that they are flexible enough to accommodate new, new review processes, and new issues that arise. And you should not feel constrained other than by existing policy, regulation, and most importantly, your good sense as a committee.


The next slide, please. Okay, our poll question for today, please, please respond according to the tab on your right, and the, in the chat, mark your response. And I'll turn it back to Parker.

Parker Cunneen:
Fantastic. We're just gonna give folks a a couple moments here to answer. We have about 50%, but we're gonna start to close that down just so we can let the panelists comment on the results. And they should be appearing for you now. If you all are able to see those?

John Balog:
Yes. 

Parker Cunneen:
Excellent. And do you want that, want me to move on, or is, did you – do you have any comments on the results?

John Balog:
I'm not seeing any comments at this time. We'll, we'll be able to access that later on, I believe – 

Parker Cunneen:
Absolutely.

John Balog:
– In the Q&A. So thank you for that, that poll question. Okay so moving on here….

Parker Cunneen:
John, you should be able to share your screen now. 

John Balog:
Yes. What are the guidelines and what is an IBC? It's important to note out front here that for our purposes, the guidelines are, are not merely guidelines. That they're not optional.

Parker Cunneen:
And and, John, you may, you, John, you want to throw it into a full screen mode for everyone. 

John Balog:
Screen.

Parker Cunneen:
It can go to slideshow at the top there. 

John Balog:
Slideshow. I'm sorry?

Parker Cunneen:
A little bit to your right, there we go, and from the current slide.

John Balog:
Okay _____ [00:08:06].

Parker Cunneen:
There we go. 

John Balog:
I'm sorry for that, that oversight, folks. The guidelines are a model to promote safe work practices, and strategies on containment for constructing and using recombinant nucleic acid molecules, synthetic nucleic acid molecules, cells, organisms, and viruses containing such molecules. VA research involving these recombinant molecules must comply with the guidelines. And you've got an image of the cover sheet to the guidelines on the right there. 


So what we use the guidelines for is to assess potential risk to human health and the environment. And I think at this point, it's worth revisiting. The overarching object of, of of this exercise of oversight, and indeed the previous webinar series, this entire webinar series, is about risk management. 


We we, we're, we want to achieve the agency's mission. But we also need to protect our critical assets, our employees, both those who are actively hands on involved in the research, as well as the folks in the proximity to that research, and as well as the, the the greater community. We want to be a good, good citizen, demonstrate responsible oversight, and conduct of of our activities to ensure that the public is confident, and comfortable. That we are competent stewards of the resources they have kindly made available to us. 


So what what the committee does is to evaluate containment levels per the guidelines, and to determine the adequacy of facilities, the standing, standing operating procedures; and for the PIs, and the personnel training, and expertise. We want to have institutional compliance and so we periodically review the the use of recombinant synthetic nucleic acid to achieve that, that goal. 


So with committee composition, we want to have no fewer than five members. I think most IBCs have well above five. And it's important to have every, for the – excuse me. It's important for the committee chair and the members to have an understanding of the expertise of their membership. And of course, that will influence their contribution to the reviews, and indeed, the overall committee's expectation. At least two of these members are to be not affiliated with the VA. So that's family members, anyone who has a stake in the VA activities. 


And so this can be a little bit problematic depending on your location. Generally speaking, the more urbanized the area is, the more available the pool of potential community members are. I was at a a very rural institution, and previously, and it was very difficult to find someone, someones who were both interested, and available to participate routinely, and in our meetings. 


So how does this apply to Veterans Administration biomedical research? Well, if you're conducting any work that falls under the scope of the guidelines, then you need to obtain the services, either establish, or obtain the services of another VA facility, IBC or an academic affiliate. And these are, these are the numbers that we have. And at this point I want to hand this off to to Bill Arndt, Bill?

William Arndt:
Thanks, John. So yes the, what we're trying to to show you here is that VHA directive 1200.08 is, is very clear, and states that if a VA facility intends to permit or conduct any research that falls under the scope of the NIH guidelines, it must establish its own IBC, which could be internal, or obtain the services of another VA facility, or academic affiliate as, as an external IBC. 


Now, the, as you're all fairly familiar with, VHA directive 1200.08 touches on a number of topics from personal, personnel roles, and responsibilities to the research review process, training requirements. And then it, it it also focuses on committee roles and responsibilities. So, obviously, it touches on, it defines what are the SRS, Subcommittee on Research Safety roles and responsibilities. But then it also dives into what are the specific roles and responsibilities of an Institutional Biosafety Committee?


And that's where we're really focusing on, on today, is looking at those specific requirements, and looking at how ORD can support the biomedical research labs in administering their IBCs, the research review process. And so what we, what we know at this point, and based on information that was provided to, to us by ORO, each, each facility individually has to decide if they want to establish an internal IBC, or an external IBC. And as I mentioned, based on the information we received from ORO, from ORO, currently there are, there are 67 facilities that have reported to be conducting recombinant and synthetic nucleic acid research.


Of those 67 facilities, 39 of them use an internal IBC, whereas, a 20, the other 28 facilities use an external IBC. Now, there are, there are ways for certain activities to be combined with other of the IBC, to be combined with other committees. So, for example, 1200.08 touches on the relationship between the IBC and the SRS. And when we dived into, when we, when we dove into the numbers we found that 21 of the IBCs are, function separately from an SRS. Whereas 17 of the internal IBCs function along with the SRS, meaning they can occur at the same meetings. 


However, it's important to note that you have to have separate IBC meeting minutes that are, that are separate from the SRS meeting minutes. And then when we looked at the external IBCs, the majority of them are associated with an academic affiliates, and there we're two facilities that actually use another VA facility as their external IBC to review any research that would fall under the scope of the NIH guidelines. 


The next slide, please, John, the next slide, thank you. So another piece of data that we pulled out recently from the biosafety and biosecurity data call that's been going on this fiscal year, is we we asked the question of, does the IBC review only research that involves the use of synthetic and recombinant nucleic acids? Or does it also review research involving non-recombinant pathogens and toxins? 


So, the VHA directive 1200.08 is specific in that it talks about if your research falls under the scope of the NIH guidelines, it needs to be reviewed. You you have to have an IBC. It it talks about what, what what research falls under that scope. However, it also leaves open the option for IBCs to review other types of research that would be outside of the scope of the NIH guidelines. 


So that's using non-recombinant pathogens and and toxins. So, when we asked that question on this, on this year's data call, we, so far, we had 42 respondents to that data call. And over half of those respondents have noted that their facility reviews both recombinant, then synthetic nucleic acid research, as well as the non-recombinant pathogens, and toxins research ongoing at the facility. So and in most cases within the the VA biomedical research labs, we we see that IBCs are reviewing more than what is technically required. 


However, that's, that's not a bad thing. That's actually, I think, a good thing. And it's, it's very similar to what we see in academia to ensure that all research activities are getting some, sort of, a biosafety, biosecurity review to ensure all of the appropriate policies, and procedures are being followed for that, for that research.


Next slide, please. Now, when we look at VHA directive 1200.08 a little more closely, if the, it defines certain requirements that IBCs must meet if the the research falls under the scope of the NIH guidelines. And that is, is that, first off, the the R&D Committee is responsible for establishing the internal or external IBCs. So it's, it's important to know that those, what responsibilities fall under what committee. So there's certain responsibilities of the R&D Committee. There's certain responsibilities of the SRS, as well as in the, as well as the, the IBC. 


Now, it's, the directive also goes, touches on that if you are using an external IBC, a memorandum, or, I'm sorry, a memorandum of understanding, or an MOU, must be established between the, whoever is, whatever entity is administering that external IBC, be it the affiliate. Most likely it would be a a research affiliate IBC. 


And that MOU Karen, Dr. Karen Jeans will talk about here in a little bit. And should be established to ensure everyone, both the affiliate and the VA facility, know who is responsible for, for for what activities related to the IBC.


Now, it also, the directive also touches on who is responsible for reviewing the research that involves non-exempt recombinant and synthetic nucleic acid molecules. If it's covered under certain sections of the guidelines? And it also, it's, it also defines what requirements the IBC membership must meet to ensure that they have the appropriate representation, be it – is it, what types of expertise may be needed? 


How many, how many people are needed. The fact that John mentioned earlier, that you need to have two, two people not affiliated with the the institution who are also required on the, to to review the research. But it also highlights the review. How the, kind of, the processes to review the research, and it touches on some other activities that are outlined in the, the NIH guidelines. The next slide, please.


Thank you. So one of the, one of the important points, I think that we, that we see defined in 1200.08, but through some of the activities ORD has conducted over the past couple of years, through some, some of the program assistance visits that the, that have occurred at various facilities, some of, some of the things that come up frequently is procedures for – VHA directive 1200.08 states that procedures for an IBC review and approval must be described in local documents. 


However, through some of these program assistance visits, we have seen this has not necessarily been the case in all circumstance, in all of these visits. So there's, this this is one thing to keep in mind as you are doing an internal assessment, or an internal review of your own facility's. IBC practices is to make sure those, your IBC policies, and procedures are defined in some local document. That could be your journal, the lab bios, the lab safety manual. It could be, you could set up an IBC SOP. 


You could set up an IBC charter. There are are many different options that can be, that would, that would meet this requirement. However, it's, it's just really important to make sure that those procedures are defined somewhere in your local documents. And that they are regularly reviewed to make sure they're, they're up to date. 


Directive 1200.08 also requires that an internal – or not, I'm sorry – an internal, it doesn't require. An internal IBC may share membership with an SRS, or be constituted as a separate subcommittee of the R&D committee. So as I had mentioned previously, and I, and I, we showed you, there are, some facilities have chosen to treat the IBC completely separate. 


Some facilities have chosen to combine the IBC and SRS meetings. It's completely a facility specific decision. And it's just important that, that, that's it's been documented that the IBC minutes are separate from the SRS minutes to ensure that there is that, that division. 


And as I also mentioned previously, the the IBCs can perform other review activities of research that may not fall under the NIH guidelines. For example, it's very common for IBCs to review any work that involves select agents, and toxins, stem cell research, nano technology, and any other work with infectious agents be it bacteria, viruses, fungi, parasites. 


It's, the important thing is that all research within the facility should get some sort of a biosafety, biosecurity review to ensure the laboratory are following biosafety and biosecurity best practices. So, again, that's, this is – adding additional activities is typically a facility specific decision. However, it's, in most cases, it, it is common practice that IBCs review recombinant and synthetic nucleic acid research as well as non-recombinant research. The next slide, please. 


So one of the questions that comes up quite a bit is the, how to, how do facilities handle the external IBCs versus the, the internal IBCs? And 1200.08 leaves open the option for research programs to use an external IBC that can be hosted by a second VA facility. Or it can be hosted by a, an affiliate IBC. Now, when you look at the requirements for an external IBC that is hosted by another VA, there are certain requirements listed out in 1200.08 that must be, must be met for that other, that second facility to serve as your IBC-of-record. 


First off, the, the second VA's IBC must be internal to that, that, that's, that other VA facility. If you're using another VA facility that is using an affiliate, that would not work. It needs to be a VA facility that has their own internal IBC. That that second VA facility must also meet the requirement for community representation. So again, it has to have at least two members not affiliated with the university. 


It has to be, the second facility also has to be knowledgeable regarding containment facilities at the first, the VA. So the VA that is asking them to be their external IBC reviewer, that second facility has to know the details of the the facility they'll be reviewing. 


So they have, there has to be some knowledge sharing between the two, the sites to ensure that the the second VA knows what biosafety, and biosecurity practices are currently in place at the first site. And how is the facility designed? Is it, how was waste treated? What types of PPE do they wear, things like that?


Additionally, the the requesting VA facility must appoint a VA compensated employee as a voting member to that IBC. So again, this is something that we'll, we'll talk about here in a little bit related to the affiliate as well. But it's important that the, the VA facility that is requesting to use another facility as their IBC reviewers, that the requesting VA has some, sort of, representation on that that other committee, that external committee.


So in its, and it's required that that individual be a VA compensated employee and be a voting member. So that is something that's, can often be missed. So that's an important point to remember when you're looking at establishing a external IBC.


And then the the last thing on, on on this slide that's, that's also important to remember is the the requesting VA facility. So the facility that is asking this, the second site to be their, IB, IB's, their external IBC reviewer of record, the requesting site must also establish and maintain, and maintain registration with the NIH's Office of Science Policy, indicating that that, that that, that external IBC exists, and the facility that is serving as their, their IBC-of-record. 


So the important point here is that if you are using an external IBC, don't rely on that external IBC to communicate with the NIH. You as the requesting facility have to do it as well. So that, that's also an important point, too, to keep in mind. Next slide, please.


So now, when we switch to looking at external IBCs with an affiliate versus a a second VA site, there are some additional requirements that need to be put in place to ensure the, the affiliate IBC is following VA policies and procedures. So the big one that Dr. Karen Jean is going to talk about here in a little bit is the, the MOUs. And 1200.08 requires that, that an MOU be put in place with the affiliate institution. 


And it define, to to define the roles, and responsibilities of the VA facility, and the academic affiliate. So this is, this is really important to ensure that you have a good MOU in place. That and that that MOU clearly defines who is responsible for for doing what. Okay, and it must, the, it's also important to to ensure, like I said on the previous slide, that you must also establish, and maintain registration with with the NIH. 


And even though you're requesting the external IBC, the affiliate IBC to be your IBC-of-record, you as the requester still need to communicate with the NIH, and say, "Hey, this this research institution is serving as our, as our IBC-of-record." And there is a form and places that, a website to to do that.


Yeah thus, next, it's, it's also important that when an affiliate IBC reviews, the research, they, the affiliate IBC needs to have a very good understanding of all VA policies, and procedures as well as other federal requirements that the VA Research must, must fall under. Because when the affiliate IBC who is most likely an academic institution, they need to know what are the specific VA policies, and procedures this, this research is associated with? 


To ensure that when they do the review, they know, they can sign off, and approve that, yes, this this meets all, all VA policies, and procedures. So it's important that when you, when you think about using an affiliate IBC, you may need to think about, okay, what information does, do we as the VA need to provide to that affiliate? Can it be our policies and procedures for research review? 


It could be, maybe they need to take some sort of a training. But again, that's typically a facility specific decision, but it's something to keep in mind as you, as you move forward with an affiliate IBC. Additionally, IBC meeting minutes, and other documents related to the VA research, they must be shared with other VA SRS, and other VA committees such as the SRS, and R&D Committee, and the facility, VA facility Research Office. So the the affiliate IBC is gonna generate some sort of meeting minutes based on the discussions associated with the the VA research that they review. 


It'll, the meeting minutes should capture a variety of different types of information, and we're going to talk about that, and what, what that specific information is here, and in the next few, few slides later. So I'm not going to dive into it too much now, but there are, there is some specific information that I, that we believe is important to capture. 


And that information needs to be sent to the SRS, the R&D Committee, and the facility Research Office to, again, to make sure that if the affiliate IBC says these certain, these specific biosafety procedures need to be followed to support this research, those minutes need to be sent to the SRS, and ORD Committee in the Research Office to ensure that those specific procedures are actually put in place to, to to support the, the research activities.


And then one of the last things, again, is something that we've come across through the the program assistance visits is that at least one voting member of the external IBC must be a VA competent compensated employee. Okay. So this is one that is missed, or can be missed frequently. It just, it actually depends. 


So, it's, it's really important that when a, and and it's required that when a – if an affiliate IBC is reviewing a a VA research protocol at least one voting member of the external IBC must be a VA competency, compensated employee. Okay. So if, if there is no VA compensated employee on that committee, then technically there's a, you're not meeting the requirements as they are defined to 1200.08. 


The other thing to keep in mind, and which is what we've, I think we've seen more often, is, yes, a facility may appoint one VA compensated employee to be a voting member on the, the committee. In a lot of cases that tends to be a PI. However, if that one PI has a conflict of interest, he can't vote on his own research protocols. 


So if he has to remove himself, then there is no longer one voting member on the external IBC's VA competence, and compensated employee. So the VA, so you as the VA who's working with this affiliate must always make sure there is at least one, one VA compensated employee who is voting on every VA protocol. The next slide, please.

John Balog:
Okay. We're….

William Arndt:
I'm going to turn it back over to John.

John Balog:
Thanks, Bill. We're now going to look at some challenges and solutions. Procedures for the review and approval of VA, in some instances, not all, but in some instances, were not described in local guidelines. Some protocols involving non-exempt synthetic and recombinant research were not reviewed and approved by an appropriately constituted IBC. The IBC did not notify PIs in writing or electronically of the date of approval, or of the assigned biosafety level for their recombinant protocol. 


In other instances IBCs did not maintain registration as the IBC-of-record with the NIH Office of Science and Technology Policy. And in other instances, IBC members were not trained on the guidelines. So with regard to the review, it was mentioned previously, you develop an SOP that defines your site's specific process. For protocols involving non-exempt research not being reviewed by an appropriate, then establish a screening process. 


I I would imagine if the programming, and the research planning stage, that there's an opportunity here to identify those projects that do require IBC review. And with human subject activities such as gene transfer or vaccine studies, these sometimes require IBC review and approval as well. And with regard to PI notification, a reminder that the chair, or vice chair is responsible for committee correspondence. And with not, with regard to not maintaining the registration as the IBC-of-record with NIH, that's an annual requirement. 


I know that NIH will send you a reminder after the fact. I don't recall ever receiving a reminder beforehand. And yes I I was responsible for several IBCs. And on occasion I did miss the submission deadline. But this is not a fatal flaw. Again, the, these guidelines are meant to be facilitative and not punitive. The important thing is to communicate and maintain a good, good faith effort. And with that, we could, we could resolve most all, all of these types of issues. 


With regard to member training, we're just about finalizing a list of seven modules in the CICI program, the Cooperative Institutional Training Initiative. For those of you who don't know; I wasn't aware, VA was a founding member of that initiative. So we've got great input there. But or a caveat, for all the off-the-shelf trainings, they're, they have necessarily to be general, and widely applicable. 


And because of that reality, it's important to realize that each site will need to provide specific training on their local process. Because there are many ways to achieve this, and it's very difficult and to to ascribe a one size fits all for this oversight exercise. So please be deliberate in, and defining your policies. I I think when, whenever there's an inquiry, regardless of whether it's a stakeholder internal to your facility, a partnering with the affiliate, or for that matter, ORO. 


The better defined processes you have in in writing, the the easier the the discussion would be for any additional issues that arise. And with regard to the IBC-of-record not conducting annual assessments of VA laboratories as specified in the MOU. This is simple. To establish an annual survey schedule for all the laboratories, these facilities should be identified in the, in the application document. 


And your pre, pre-committee review, i.e., a pre-distribution or administrative review before the convened meeting where you identify these administrative issues that are essential to the committee's ability to render a disposition on a reviewed application, are essential to your efficiency.


And so at this point, I want to go over the types of of trainings that are provided. We've got written policies and guidance approaching 80% of our, our committees, or, are, are complaining that. 


Facility-specific online training, I think this is a a factor of, of of the cooperation level with IT, and the the reliance on external training that we see in the, in the next bar on the graph here, third party non, non-VA providers. Mentoring is a critical, a critical asset to have available for those entities that are not engaging in a, in a mentoring process. I strongly encourage that. 


I I think when, when we've, we've got a lot of talented people with a lot of insights. And I think that, again, communication is enhanced, and we end up with a better product when we collaborate with like-minded persons toward a common goal, and then, hands-on training during IBC meetings. Do you realize that these sidebar discussions on a particular project where I've heard a lot of references to other government policies with regard to bloodborne pathogens? 


Some of the GAO reports that have been widely disseminated where committee members and IBC leadership are sharing this essential information. And I think that care should be taken to make note of this in IBC meeting minutes. So you can, you can have, have that in your file for the record. 


And then there are, there are other trainings, many types. Journal articles that are shared, findings shared from other committees. There's a lot of networking opportunities, professional societies, peer reviewed journals where IBC review is alluded to. Granted, it's not very common, but it's not absent either. 


So some specific challenges with regard to meeting minutes, and when we talk about meeting minutes, there's a lot of fungibility, but we've taken the effort here to propose a template for your use. This is not a requirement, but certainly, and as as far as the format goes, this is not a requirement. But as far as the content, the following items need to be represented, and in your document. 


This is your record. And and a word on documentation, as most of you are probably aware, but on the chance to some of you are not. Oftentimes we have a need to, to to reach back for these documents. And usually, that's many months in in the past. And you cannot rely on your memory, and there is turnover among committees. So when something comes up in a meeting, it's important to be thorough, and including that in in the narrative of your meeting minutes. And and, of course, this demonstrates that you've fulfilled your, your responsibilities. 


With the detail capturing the major points of discussion, there's a lot of sidebar discussions. Only some of it is relative and needs to be captured for the permanent record. There's an element of discretion that needs to be applied here. But again, I think, through this document we, we identify those of a key topics that need to be, to be, to be maintained, and to be reviewed, and accepted by everyone. 


So generally, there is a call to order, time the meeting started, the number of members present. And whether you're, you're, you've met your quorum requirements? A word on this, people are busy. Of course if if you are fortunate enough to have committee members that do not have multiple competing priorities, urgent requests notwithstanding, folks do get pulled away occasionally. 


But an administrative person should be paying attention, especially online for these, these electronic formats where you've got the list of participants. And communication from the membership, notifying the leadership when they have to step away, and whether they will come back. And in those rare instances where you lose a quorum, it's important to suspend discussion of recombinant, and synthetic nucleic acid research, especially the nonexempt. 


However, if you are an IBC that is discussing a purely virological or bacteriological protocol, you can continue with those reviews. We have on, in my experience in the past, adjusted the agenda on the fly to account for that circumstance. 


And conflict of interest is another issue, especially when we migrate into human subject research. It's very important that everyone has an understanding. I've I've had experience where committee chairs will make an announcement on conflict of interest, and stipulate the conditions with which this conflict of interest policy is invoked: i.e., if you're a PI, or if you are a collaborator, than the the committee chair will prescribe your action. Whether you're going to recuse. Whether you're going to temporary leave the meeting, whatever is appropriate.


Another, it's important to reach back and conclude prior business. There should not, there should never be something in the meeting minutes for which is not resolved, either in that, at the time of the current meeting; or if it's an item that needs time to be addressed, that it should be brought up in this successive meeting. And the outcome should be documented to the committee's satisfaction. 


With regard to protocols and amendments, a summary by the primary and secondary reviewers should include the following citations. I think that this speaks to what was mentioned in the previous slide. You don't want a transcript; you just need a brief summary. And it's best to have that come, I believe, from the primary, and secondary reviewers as the experts on that particular application. And, of course, additional comments from the committee can be added as a a paraphrase notes.


It's important to specify biosafety level assignment, keeping in mind that when we talk about biosafety we're talking about the facility itself, and the work practices to be used. There are instances where a committee may prescribe that BSL-3 work practices are used in a BSL-2 environment due to the agent, and the nature of the procedures to be conducted. 


Occupational health requirements are also a, a critical element here. I think that when it comes to medical issues, we have to be mindful that this is protected information, private information. The committee can speak in general terms, but when it comes to individual consultations, and outcomes, that is entirely the domain of a qualified healthcare provider, and the laboratory worker, or the PI. For that matter, it's, also extends to animal workers, anybody, so that the same protections that you get as a private citizen certainly apply in the work environment. 


With regard to training requirements, this can be dicey. I think it's important to to realize and accept that PIs are qualified by training, experience, and the support of the Center director, their, their office director in making a bonafide assignment. And with regard to legal requirements, well, there's no wiggle room. It's, it's very problematic, especially for clinical folks who must go through a bevy of trainings. And then to step into a research environment, and then a separate, discrete record needs to be generated. 


And primarily, primarily, a second record needs to be generated because we don't have the capability to electronically share training records. If if there's one wish that I would have it would be, if we could magically have the money, and and the ability to appropriate the training records between VA, and partnering universities, and even within VA in some instances.


With regard to motions, I think it's important so that the record reflect that the committee acted decisively on an application. This is not something that should be weighted into as a matter of a very casual manner. It should be very deliberate. And for the record, changes to be sent to the PI for reconciliation. 


This is a collaborative process. While IBCs do in fact have the authority to impose, subject to withholding of approval, specific actions, I think we all agree it's much more desirable to have a a collaborative dialogue, and discuss all potential alternatives to any conflicting issues. And then the matter of new business, what's on the horizon. You want to give any warnings, any past issues with regard to incidents, or noncompliance issues? 


You want to just, any summary of the discussions, motions, votes, conflicts of interest, et cetera, these are all relevant things to be considered. But keeping in mind that these aren't necessarily applicable in all circumstances. Again, there has to be an element of judgment of what rises to the level of being required to be included in the permanent record. 


And then additional topics, for instance, trainings, trainings, we hope to, and intend to provide documents through our, our distribution list, and existing VA communication conduits. To, can provide information on external trainings, these could be in person. These could be webinars that, that you might be able to appropriate as you deem necessary for your purposes. 


And then you want to record when the time, the meeting is ended. So this template will be added to the ORD webpage, the Biosafety and Biosecurity Toolkit. And then there is a link there. It's very easy to find. Okay. And with this, I'd like to introduce Karen Jeans, my boss. Karen?

Karen Jeans:
Hi. So hi, everybody. My name is Karen Jeans. I'm the director of Regulatory Affairs here in the Office of Research Protections, Policy, and Education within ORD. And I'm going to spend the next ten minutes talking about MOUs. Because as you see on one of the, on the slide it says, "One of the issues we have is to update the IBC MOU to ensure that it reflects current practices." 


And the resolution for that is to plan to review the MOU at a recurring frequency, and whenever a change in circumstances warrant. But that doesn't mean that you need to change it every time something, when you, when a policy changes. But if it's relevant to the MOU, absolutely. 


So in terms of the context of the MOUs, the next slide, please. We're going to talk about this entire MOU process. Because you won't see it in 1200.08, how does it happen? Now, from from our perspective in the Office of Research and, and Development, if you're using an external IBC, you're going to require an MOU for an academic affiliate. Because it's specifically referenced in policy. 


And then, also, if it's in terms of a VA facility, you will not see it specifically stated policy that you require an MOU, but you are going to need it because that is the only way in order to enforce certain requirements that you must have. And we're gonna talk about it in a second. And this is about a ten-minute section so you'll know about how long we're going to talk about this. ORD policy, I do want to reinforce, does not permit use of commercial IBC. 


We've already had incidences happen where some of our VA facilities have submitted applications, or informed some of our ORD approved commercial IRBs such as Advarra. By the way, they want to use their IBC. Please know that the commercial IRBs comes straight to ORD, specifically myself and Dr. Workman, when these type of incidences happen. Does this mean that we, we, this is an absolute, we won't allow it? 


No. We may look at this in the future, but for now, no, you cannot use the commercial IBC. So that is, that is a black and white. Okay. Now also, unlike the IRB world, and many of you know me from the human research side, it is not uncommon for a VA facility to utilize multiple Institutional Review Boards. That does not happen in the IBC world. And so it's a one to one relationship most of the time. Okay, the next slide. 


So what I'm going to be talking about is what happens. Now, as Dr. Art, and Dr. Art is from TJFACT, and is our contractor, our contractor we're working, and we're very, very pleased that they've been able to support us in so many of the endeavors that we're doing to start this biosafety program within the Office of Research and Development. 


We have a a process in place to to get MOUs for our VA facilities that utilize external IBCs. And in one of the slides he showed in the data call, we had 67 VA facilities that reply that they, in terms of what kind of IBC do you use? We had external 28, internal 39. 


And also, even today when the polling question was asked, while there were a number of you, 59 said yes, "We were, we're using an IBC administered by our own VA facility," there were a number of you, over 30 almost, that said, "No we used, either the IBC of our academic affiliate, or another VA facility." So what happens, what happens in the mystical world of ORD when your VA facility needs to rely upon a, another IBC because you do not have one?


So first, the request will come into ORD. That request may come in from, a lot of times it comes in from the Office of Research Oversight. And we are, we are very fortunate today to have Dr. Jim Trout, who is the director of Research Safety and Animal Welfare, RSAW, from the Office of Research Oversight, on our panel today. So a lot of times it may come in to Dr. Trout. It may come to me. It may come, it may come to, to Mr. Balog, John, "Hey, we need an IBC." 


When we get that request in, we're going to send you a template. We have a standardized IBC MOU template that can be used when you rely upon an, an IBC of an academic affiliate, or another VA's facility. That template we wind up using, it is because it has been vetted through both of our national program offices, as well as the Office of General Counsel Specialty Team Advising Research. 


So we send you that. What happens next, we send it to you at the VA facility. You'll look at it, fill in the blanks, and say, okay, this, this, this is what we filled it in with. Right, and wonderful, that would include filling in the signatory lines for who is going to be your signatory official. 


Your signatory official is going to be either your Medical Center director or an individual who has written delegation from the Medical Center director, in fact, maybe the chief of staff, or the ACOS, to sign on behalf of the VA facility. You'll send it back to us, and okay, we'll look at it. Okay, this looks great. Now, it's ready for you to send it to, either the other VA facility, or most commonly, the academic affiliate. 


When we tell you to do that, that may take time. But it will go back to them and they will send it. It's come back to you in terms of you being in the VA facility. It doesn't come back directly to us. So we ask that it come to you so you can look at it, and read the, and read, try to reconcile the comments yourself. But then it comes back to ORD. 


This is now the MOU template that now has the comments from either the academic affiliate or the other VA facility. At this point, this is when we as ORD will review those edits, and see whether or not we can reconcile them. And that's what we do. We work on that. And then if there is a legal issue, only then do we contact OGC STAR. OGC STAR is always the last group to be involved. 


But usually, what happens, is we are able to reconcile the comments. If there's a legal issue, OGC will be contacted. Otherwise, we then notify, after we reconcile, we send a copy to, to Dr. Fouts' [PH] office saying here is the MOU that we have vetted, that we have negotiated. Here's all the comments. We're going to send this back for signature. 


And then ORD will inform you, "Hey, this is ready for signature, route for signature. Please send us a copy of the MOU when you're finished." The next slide. 


Now, of course, you're going, "Wow, that's five steps." How long does that take? It take shorter than you think it does. It all depends. We've been able to execute IBC MOUs in as short as seven days. But it can take a much longer time than that ,or it can fall apart entirely. 


And these are the four primary reasons: number one is responsiveness. We cannot force anyone to respond to queries. And, like, things happen, people, and we know that. It may be that your facility doesn't have time to look at the MOU. It may take a while for the, the other party to, to review the MOU and make comments. Many times we're going to the academic affiliate, they review by lawyers. Again, it takes a lot of time to get reviews done. So that's a factor in this. 


The number of revisions that are made. Again, depending on how many are made, that slows down the reconciliation. A lot of times, there may be money involved. The MOU will never, ever talk about money. But there, those are, there's separate negotiations, and many times those MOUs can't be executed, of course, until the financial arrangements are made. And then most importantly, a willingness to negotiate by the parties. If if people are not willing to negotiate, then this falls apart. And we have had reasons why these fall apart. The next slide. 


One of the biggest reasons we have is that people are not willing, the second party is not willing to follow the NIH guidelines. We've had several incidences in the last year alone where we sought to get an IBC MOU with another party, an external party. And in these cases, for example, a simple things such as sharing the minutes. We need a copy of the minutes for that VA research which is going to be reviewed by the IBC. 


And the external party's IBC was unwilling to give us the minutes, unwilling to give VA a copy of the roster. These are deal breakers. Now, do these happen often? No they don't, but these do happen. And so that's, that's an issue. But what I also want to reinforce to you is while we have telling you that, yes, we have a VA IBC MOU template, a lot of times when you're relying upon somebody else's IBC, they want to use their template. 


That is fine. That is okay. Of course, we want to use ours because ours has already been vetted. But at the same time, they may want to say that, like, especially the academic university, specifically who I'm referencing. We have our own template. 


Can we use your – can we use ours? Absolutely. We'll review it and edit it. And again, the negotiation will go same steps except it's just that we are using their template.


Please, please, make sure before you send something to ORD, or tell us, "I'm going to use, I want to rely upon this, blank, university, or this VA facility's IBC, you, IBC," that you have told them that you wish to rely upon them. And that they have agreed orally to you to enter into this negotiation. We have had five incidences last year where, when we went forward with the negotiation, the external party had no idea that they were, "tag, you're it." 


So that fell apart, if you can imagine. So communication is always important. And in terms of IBC MOUs, in the ORD, does indeed look at the renewals of the MOU. Those usually take a very short period of time. For example, _____ [01:04:03] for seven, we try to do a seven-day turnaround. Right now because of some, some, again, like _____ [01:04:10] we're looking at three weeks. That is the maximum time. We always, always want to turn these around in less than three weeks. 


So again, when you're thinking about, "I have an MOU which is up for renewal in three months," please give it to us at least two months in advance. Don't wait until the week before for the renewal, that MOU renewal to have, to have to occur, and give it to us, and say, "I need this turned around in 24 hours." That is not a good thing for us. 


Again, we have to work together on all this. The next slide, and so that is my short spiel. About MOUs. And so I am now going to turn this back to Dr. _____ [01:04:56]. So Bill, if you'll take it from here?

William Arndt:
Thanks, Karen. So I just wanted to introduce everyone, quickly, to a, to several of the IBC resources that are available to you as you're developing your MOUs, developing your standard operating procedures, your charters, your meeting minutes. Anything that you are, that is, that is part of that IBC process. So if you have IBC related questions, the VA has a dedicated e-mail box for, for for all VA staff to submit biosafety or biosecurity-related questions, especially if they're IBC related questions as well. 


That e-mail address is listed on this site. And that e-mail, that e-mail box is monitored, and will be, comments will be addressed by biosafety professionals or other individuals who can provide the, the appropriate response to, to those questions. 


A lot of the topics that have come into that e-mail box up to this point have been questions related to biosafety, and biosecurity risk assessments, handling of infectious microorganisms, bio, and handling, dealing with biohazardous waste, chemical waste; personal protective equipment, that is biosafety, and biosecurity best practices; and a variety of other topics such as even, such as training, for example.


But I, what it's, before you submit a question to the, the the biosafety, ORD's biosafety e-mail box, though, it's always good to first, see if your question can be addressed by your local safety point of contact. Maybe you have a biosafety officer? Or maybe it's just your research safety staff member there, the SRS, or then IBC, if you have it.


See if your question can be answered locally. If not, then it's, that it's please, submit your questions to the, the national ORD biosafety and biosecurity e-mail box. The next slide, please.


ORD has also recently established a biosafety and biosecurity e-mail distribution list to to support communication. This, this this distribution list will be used to communicate reminders, and updates related to biosafety, and biosecurity issues affecting biomedical research labs. 


It will be used to disseminate information related to training opportunities such as these webinars. And it will be open to anyone interested in Research Biosafety and Biosecurity. Now, if you're interested in joining this distribution list, please send an e-mail to the VA Bios – ORD biosafety e-mail box, and they will, you will, can be added to the distribution list. Next slide, please.


Furthermore, as you – we, we've, kind of, mentioned this a couple of times already, but ORD has established a Biosafety and Biosecurity Toolkit on their website. The link is on this, at the bottom of this slide. In this toolkit are various tools such as the, several of the ones listed here, plus additional ones are being added that address certain biosafety and biosecurity topics.


The, there are a number of these, the tools that will be useful, could, and can be useful for IBCs. Can be useful for PIs such as the biological safety cabinet tool, it'll, you can, you can use that to help select the appropriate biosafety cabinet. And to help establish biosafety, safety cabinet SOPs. 


There are, similarly, you can use this waste segregation, and disposal to support reviewing policies, and procedures associated with the IBCs. There's also a laboratory biosafety sign template that can be used to communicate the appropriate biosafety levels, as well as a biological risk assessment narrative and template. 


It's one important part of an IBC, is to make sure that a biosafety and biosecurity risk assessment is done to determine of the, of the research, to determine the appropriate biosafety and biosecurity measures to have in place to ensure the safety of the staff, the research, and any potential accidental releases of the material. That biosafety, that risk assessment template can be a useful tool for an IBC to conduct a a risk assessment. The next slide, please.


And additionally, as as John mentioned, the the meeting, the meeting minutes template will also be uploaded to the IBC Toolkit following this training as well for, and be made available to all of you. One additional tool that can be useful if you're doing an internal review of your IBC, the the NIH also has a self-assessment tool. That is, that does a great job at translating the NIH guidelines into a language that is more easy, easy to comprehend, I I would say. 


And it, on the right here is an image of what the assessment tool looks like. It's a, it consists of about 70, 77 core questions based on best practices, and requirements that are listed in the NIH guidelines. There's a link to the self-assessment tool here on this slide. And the, the current version, it was just released in October of '20. Next slide, please.


Additionally, there are a number of references that are available to you as well, if you have questions related to IBCs, biosafety, and biosecurity. So there's, a a number of references here as well as on the next slide, please. And again, there's a, just a number of references related to, to biosafety, and biosecurity, to either support development of local biosafety, and biosecurity policies, procedures, as well as IBC types of policies, and procedures.


And lastly, they, there, there was a recording of this session. The handouts associated with this session that have been distributed as well as the previous webinars associated with this, this series that focused on biosafety and biosecurity. And they are archived on the ORPP&E website where, which is provided in that link. Now, we will transition back over to John and Karen to, to to answer any questions that participants have.

Karen Jeans:
So, hi, everybody. This is Karen Jeans again. And before we start, I do also want to introduce the other members of the panel that we are so fortunate to have today. So in this, addition to the individuals who you've already heard today, also Dr. Natasha Griffith is with us from TJFACT. From ORD, Dr. Alex Chiu, Mr. Tony Laracuente, and Dr. George Lathrop, and, of course, I've already, I let you know that also we're very fortunate to have Dr. Jim Trout here from the Office of Research Oversight.


And so that is our panel that we have today as we go through your questions. And we hope you've enjoyed our presentation so far. 


And we'll proceed Okay, the first question is, are the annual assessments of VA labs need to be in-person visit and reviewed by IBC members? May the assessments be done by the IBC members who are VA compensated employees of the facility being assessed and conveyed to the IBC?


So I I believe the question, that if, if if, the questions – the question is, did the, do the annual assessments for the VA lab need to be in-person and reviewed by the IBC? I mean, the the requirement is for an annual assessment. And so your SOP should be describing how that annual assessment is done. And indeed, it is part of the – I mean, I'm I'm not sure I'm understanding the question. Or who is –?

John Balog:
If I can? If –?

Karen Jeans:
Please do.

John Balog:
Let me – 

Karen Jeans:
Please.

John Balog:
– Let me take a stab here. Let, let's look at this in the context of our culture of safety. There's an expectation that, a legal expectation that is, that the workplace is safe and free of recognized hazards. So as a supervisor, it's incumbent upon you to ensure that on a daily basis. A lab assessment for the record is a form. The form can be filled out by the PI, or his designee, or his, or her designee. 


This is an institutional discretion. Do you feel comfortable having someone self-assess and self-report? Or do you have a, a robust safety program? We're struggling with safety staff. Okay, and there are competing priorities, we recognize that. But the, at the end of the day, we need to have something to hang our hat on, so to speak, with regard to this requirement. So how do you do that has to be defensible from a reasonableness standpoint. Okay, I I hope that answers your question. Thank you, a very good question.

Karen Jeans:
Can the non-affiliated members – and I am assuming this is, we're talking about the, again, the IBC members – have some background in recombinant nuclear, nucleic acid science?

John Balog:
If I can?

Karen Jeans:
Absolutely.

John Balog:
Karen? Well, certainly, I, I'll, I'm very gratified to share with you that at a previous location, we had a discussion with NIH-OSP on the role of the non-affiliate member. And I'm very happy to share with you that the non-affiliated members have absolutely no responsibilities whatsoever, other than to use their good sense in hearing, and witnessing your deliberations. And I can't remember very many instances except for the most novel, and contentious discussions among IBC members prompting comments, and questions from the non-affiliated members. 


That's just my experience. I've heard stories from others that there are very active, and engaged, and informed non-affiliated members, particularly in the Northeast, in the Boston area, and in, in in Frederick, Maryland approximate to USAMRIID. 


But those, the local culture there, there's a lot of media attention. There have been some, shall we say, untoward events that have emerged over the years that have prompted some of, some of that level of participation. So I, I hope that that helps. Thank you.

Karen Jeans:
Thank you, the next question. Did I miss mention of the role of a biosafety officer for programs utilizing recombinant DNA? 

John Balog:
A good, good question.

Karen Jeans:
Yeah, John, I'll let you take that. 

John Balog:
I'll, I'll I'll start with a reference to the NIH guidelines. Biosafety officers only expected to be appointed when you're either doing large quantity, i.e., if you're fermenting things for at, perhaps, a greater than ten liters of BSL-3. Or if you're doing recombinant synthetic work at BSL-3. Other than that, the biosafety officer role is entirely at the discretion of the local leadership. 


There, however, should be someone, and frankly, if there is no one appointed to this role, the de facto role goes to the ACOS under 1200.08. Because that, that person is ultimately responsible to the director for implementing the program requirements, and in including the RSSP, as well as any derivative biosafety functions on a site-specific level. I I hope that, that answers. If not, feel free to follow up, please. Thank you.

Karen Jeans:
Okay.

John Balog:
Hopefully, I, I I'll take the first stab, but I, I _____ [01:18:54].

Karen Jeans:
Okay. And let me read the question out loud. Please describe in more detail what the, parenthesis, "annual assessments of VA labs", closed parentheses, entail. Thank you. Okay?

John Balog:
Okay if I could take a stab at this. Alright, when we're assessing laboratories, for the purpose of biosafety, and biosafety is not the only purpose for, to do an annual assessment. There is and the, the the AWE [PH] process that's conducted under VISNs, under the VISNs is an assessment. For biosafety reviews, when we, we have to recall that we're looking to protect the people who are doing the work, the surrounding community, and within the the facility proper, i.e. non-laboratory workers at the site, and also the greater community. 


So what the, what you're assessing is how well are you achieving those protections? It's things like biosafety cabinet certification, the, the performance of the ventilation, meaning is your BSL-2 laboratories negatively pressurized?


Are their training records current, are people trained? And probably the most important thing from a practical and pragmatic standpoint, when you walk into a lab, what do you see? Are people demonstrating good microbiological work practices? Are you seeing an acceptable level of housekeeping? And that's a local determination. 


I mean, I think it's obvious, if you see a full, a full waste container, or a waste container that's tipped over; or probably among the most egregious things would be a broken glass box that is filled with 50 or 60 pounds of, of of glass. That's an inherently unsafe circumstance. So those are the sorts of of things. And I'd, I'd like to hear others, other panelists' comments on this as well. Thank you.

Karen Jeans:
So this is Karen. I I, again want to add, there's certain aspects of, and and John was, what's cited, it's parts even within 1200.08, that we specifically call out different components of what involved this semi-annual. That, excuse me, it's the annual, it's assessment of a VA lab. But also, there's things that are required semi-annual. 


For example, in 1200.08 as part of the the assessment of the labs, is we specifically state that it's, there's a responsibility of the chemical hygiene officer, for example, who is designated by the ACOS to ensure that those inventories of, again all chemicals used in each local VA research laboratory are reviewed at least semi-annually. So again, when we're talking about assessments of the safe environment of that research lab, that also involves the issues involving the chemical inventory. 


And how that assessment is done. It also moves, involves your security measures by your police to make sure that you have mechanisms that, of the security of getting in, and out of that lab, and so that we have controlled access. So these are also components of, in terms of the assessment of the laboratory to ensure that it is a safe and secure area.


And unless there is anyone else who wants to add anything, I will move onto the next question. Thank you for that question. 


Minutes provided to us from our affiliate IBC are heavily redacted. Are, are there guidelines for what they are allowed to redact? This is a really, really good question. Again, in terms, so the first thing I'm going to do is – what does it say in your MOU? 


Because one of the things that we, we as ORD have tried to do in the, in the revision of our IBC in the MOU template is make it analogous to our IRB template. And where we say that you may supply the redacted ones. But that upon a request of X, that we are indeed allowed access to an unredacted set in a certain way. 


In terms of the guidelines in the MOU address, what is, what is, and, or is not allowed to be redacted? It has to be, well, we can see what is taken on an action on a VA protocol. And, and that's the key issue. If there is a question that the redaction is actually interfering for the ability of the R&D Committee to ensure that the terms of the MOU are met, then that is an issue that you need to immediately contact myself, and John about. 


Because we could be in, the the MOU itself, maybe I'll be able to issue that. And we need to talk about. So that is the answer to that question. Thank you.


If the IBC does not have VA voting representative does that qualify as an IBC that doesn't have appropriate membership? We have a requirement in 1200.08 in terms of our IBCs. And again, this goes back to our MOUs. That we put in the MOUs that this individual has to be a voting member. That is in the MOU. 


So this is where, again, I'm going to go back, and ask to see the MOU that has been executed between your facility, and the external IBC. Because in our, in our sessions, in our, in our requirements in 1200.08, we specifically state that at least one voting member of the external IBC. 


And we say, again, we're saying voting member, and if we're talking an academic affiliate, it must be a VA compensated employee. So in in regards to your question, if we're talking about an academic university, then it, that is in violation of VA 1200.08. The next question


If there can only be one IBC-of-record, what is the most appropriate way to handle VA off-site IBC-covered research where the VA does have an internal IBC.


The onsite affiliate IBC clearly has to prove the research as it occurring within their facility that they are not the IRB of – they are not the IBC-of-record for the VA since the VA has its own IBC. Well, there's two different IBC is involved. And I think I misstate that. I I, I think I I probably misrepresented that. 


So so, yes, when you have two different facilities, the VA has its own IBC, w what's your off-site research, and it's involving the affiliates' IBC. They're going to review it. They're going to review it because it's occurring in off-site space. 

John Balog:
If I could interject here, Karen?

Karen Jeans:
Please, John, yeah.

John Balog:
I would question the, the the preface of this question that there can only be one IBC-of-record. I think there are, with multi-site clinical trials there are multiple IRBs-of-record. I think the question here is, is the VA IBC comfortable and and familiar with their affiliate IBC process? I think we'd all like to avoid unnecessary duplication of effort. 


But if there's not a consensus in the process between the two IBCs having jurisdiction, then it's incumbent upon the VA to exercise its oversight mandate under policy. That these could be concurrent. They, I I don't think the order matters as long as each IBC is fulfilling its mandate as, as per agreement, and, and and the applicable policy. Thank you.

Parker Cunneen:
And just chiming in here, we have four minutes left, and we have two questions.

Karen Jeans:
Okay. Let's see if we can get through them both. My, this is a good one. Do you have any suggestions for how to recruit community members? This continues to be our, our hardest role to fill.

John Balog:
This is, if I might, Karen?

Karen Jeans:
Yes.

John Balog:
Let me take a stab at this. This is indeed the the greatest challenges can, confronting all IBCs. And I, my suggestion would be to consider the local school district system, any, the Chamber of Commerce, perhaps any professional affiliates in the area, i.e. teacher education associations. There are throughout the country.


American Biological Safety Association has affiliates. These are group, regional groups of biosafety people, either working in biosafety, or in some instances, there are community members. For instance, I know in, in Northern California, the affiliate out there has a, of course, there, that's a dynamic technology region. So there's a lot of public interest in that. So I would suggest those.

Karen Jeans:
Okay. Thank you.

John Balog:
And, you can access ABSA dot org. And on the ribbon, you will see affiliates. And then there will be links there that, that you could reach out. nd if you want, contact me offline, I can help facilitate that. Thank you. And this is the last one. 

Karen Jeans:
Is it necessary that SRS should conduct initial inspection of the laboratory before approving any protocols related to recombinant DNA? Now this is, this is, and I'm assuming because, again, we only have the right to initially inspect a laboratory if it's on our – in terms of us, us on VA space. 


So again, this is, OR policy in 1200.08 does not place this type of requirement. But again, so it's gonna go back to your SOP in terms of of, in terms of – I mean, this is not, this is not an ORD inspect. This is not an ORD requirement. So this would be, but if it is part of your _____ [01:30:38] SOP, that's indeed, what you would indeed do. 

John Balog:
Karen, what about the instance when the SRS is acting as the IBC?

Karen Jeans:
Too, and, so we can save that for another time because we are out of time.

John Balog:
Okay.

Karen Jeans:
I do want to – I I was gonna say, I'm going to go ahead, and and summarize the the ending of this. Again, we want to thank you so much for attending this third series, and this this webinar series. We know your time is precious. Again, we're taking the content. 


One thing I heard, is this annual, the, to try, one of the things we're getting out of this today is that if we could develop a tool sheet on what is the annual inspection of the – the annual inspection of the VA lab look like? That's what I'm hearing loud and clear from this at the product, that ORD needs to develop as a result of this. 


So again, I want to thank our panelists for their time. I want to thank TJFACT. And with that, I'd like to hand this back over to Parker.

Parker Cunneen:
Thank you, Karen. And the only thing I have to add is, is to thank you as panelists for being here. And and thank the audience. And a reminder that if you could, take the, just a minute or two to fill out the post-webinar survey. And if you do have any unanswered questions, you can add them there, and it will be forwarded to our panelists. 


Also worth noting that you should be, when you leave the webinar, you should be dropped, dropped off on the ORPP&E Biosafety webpage. So feel free to poke around there, if you need any materials, or links that we have available. With that, thank you very much, and have a good afternoon.

[END OF TAPE] 
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