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Angela Foster:
Great, wonderful. Good afternoon, everyone. Thank you for joining us for our June VAIRRS monthly webinar. A special thank you to Tennessee Valley for taking the time to present their best practices to you today. Before we get started, just a few quick announcements. The new Project Cover Sheet wizard was published this week. 


Please, if you have not already gone out into the training platform, please do so, and take a look at the changes. There is a substantial amount of revisions that took place, including improved tooltips and navigational guides.


The RCO module, it has been deployed. If you are an RCO, or if you're a local site RCO does not have access to the module, please let me know so that we can make sure they have their appropriate level of access, and are aware of the training session. And finally, our field staff dashboard that was published in April is, we are collecting feedback on those dashboards. So if you are a dashboard user, please respond. There's a link in your slide deck where you can get to the feedback form. There was also an e-mail that went out a couple of weeks ago to solicit your feedback. 


Finally, for those that are not subscribed to our newsletter and program updates, there is another link at the bottom of the slide. Please go out and subscribe so that you can be aware of all of our important program announcements. Thank you. The next slide, please.


Alright, so now I'm going to turn it over to Mr. Edwards and Ms. Helton from Tennessee Valley. And they have prepared a great demonstration for you. And we'll get started now. So turning _____ [00 :04:20].

 Daniel Edwards:
Thanks, Angela.

Angela Foster:
Sure.

Daniel Edwards: 
Hi, everyone, thank you for joining us today. My name is Daniel Edwards, and I'm the IRB Coordinator here in Nashville. Also on the call we have Jeannie Helton who is the research compliance officer for Nashville. Our site has been using IRBNet since early 2012. So we've been asked to present today to show everyone our best practices on navigating IRBNet, and the best ways we've found for tracking, and finding items. You can go to the next slide, please.


Today we'll be sharing our screens and doing a live demo going over how to navigate the Reviews tab, and what's in the project overview tab. We'll go over how to use the Jump function, and how to locate Central IRB documents, and view other sites' documents. How to set up tags, and what tags we use. How to set up a training tracker for your PIs, and yourselves. And what user guides we have created to help PIs and coordinators submit in IRBNet.


Alright, so now we'll jump straight into IRBNet, and I'll share my screen. Alright, so if anyone wants to follow along? Once you're in a project, as you can see here, this is the starting page for when you click on a project. We'll go over to the left's tabs. 

Parker Cunneen:
Dan, I don't think – 

Daniel Edwards:
And then go down. 

Angela Foster:
It just….

Parker Cunneen:
– We can't see your page yet. You might try sharing again?

Daniel Edwards:
Alrighty.

Parker Cunneen:
There we go, yep. 

Daniel Edwards:
Okay so we're in the starting page, and we'll go over to the left side, and go down to the Reviews tab, right here. And you'll click that. And once you're in the Reviews tab, you can find out exactly what each committee has determined for each package within that project, and what letters, and documents the board has uploaded. 


So you can see right here, this is for the Nashville IRB. And if we go all the way down to the next one, here is the R&D committee and all of their determinations. I'll go straight back up to the IRB. So when you first go to the Reviews tab, the, well, yeah, we went over that. 


So each column, here is the package number, the date it was submitted to the IRB, the submission type. What agenda it was on, the review type; full committee, expedited, or administrative. What the board determined, the effective date, the project status, and expiration date of the study.


This section is normally pretty straightforward for newer studies with one, or two packages, but it can easily get confusing once there are more than 20, or so packages. As you can see with this study, there are some 78 packages in here. And once you get into the mix of everything, they can easily start to get jumbled together.


So once you scroll past all the determinations, you will find the board documents. So I'll go down here. Now, the board documents section does not show what documents the study teams upload. It only shows letters, stamped documents, or the board documents. As you can see in package 76 Right here, this was an amendment package. So we had the modification approval letter, a stamped consent form, and approved HIPAA.


The HIPAA says it's stamped, but they're not really stamped in IRBNet. So when you click stamped on the HIPAA in IRBNet, it won't actually stamp them. However, we stamp, and we use stamping quotations, stamp HIPAA authorizations so that study teams know that if they need to print off a consent, or a HIPAA, that they need to get it from the Reviews tab, not the Designer. 


We started doing this to make it as simple as possible for the study teams, and to try, and prevent them from using unstamped consents. Because some PIs would go to the Designer, get their consent form that they submitted that we haven't stamped, and consent patients using that. So this way, you add the consent forms, the stamped consent form, and the HIPAA there for them.


Next is the document revision history, which is this icon right here next to them. So once you click on it, so when updating an existing document, if the PIs click the pencil next to it while in Designer – I'll show that. So this is, should be what the PIs see in Designer. So if they click the pencil, right here next to the document they want to update, say, a consent form, then it will have all of the previous consent forms right here. 


So you can see all the previous versions that this study had. So the most recent one is April 26, 2021. But you can go all the way down to September 2016. So you can see all of the different versions of the consent form. So you can do that with consents, HIPAAs, anything like that. Alright.


If there are –? I'll pause to see if there are any questions for this portion right here.

Parker Cunneen:
And, folks, just a reminder, if you guys have any questions, please put them in the Q&A box, and address to 'all panelists.' We're just going to have a couple of these breaks, so you all can ask questions, and they can show you anything that, to address that.


Dan, I'm seeing one. It says, "Please elaborate on what you mean by stamping the HIPAA authorization form, but IRBNet doesn't actually stamp it."

Daniel Edwards:
Sure. So for consent forms when you stamp it, it will put something on the bottom that says, "IRB approved," this consent form on this date, and so forth. On the HIPAAs, they don't get actually stamped, they don't get that same stamp. 


But we'll stamp them in IRBNet just to get them over in the Reviews tab. So that way it's, sort of, like, training the PIs to always come to the Reviews tab to get their consent, and HIPAA. 


So the HIPAA won't actually change at all, but the consent forms will. And it's just a way to make it easier on the PI, so they know to always get their documents from the review, Reviews tab, not the Designer section.

Parker Cunneen:
Alright, I'm seeing another one saying, "Can you repeat about the pencil one more time?"

Daniel Edwards:
Yes. So I'll go back to this page. This is what it looks like for the PIs when they're uploading documents. So say, if you can get them to – if they're uploading the consent form. If they, instead of uploading a brand new document right here, attach a new document, if they go to their previous document have the same type of a consent form, or a continue review form, and hit, 'update this document.' Well, that changed it. 


If they hit that, then it would, it will attach it to the previous ones. So for this, right here, this consent form, if I click this document revision history button, you can see all of the previous consent forms as long as they hit the pencil. So that way, you can see all of them, and they're all grouped together.


And then this button, right here, show current versions only, right now, you have a consent form here in package 76. A consent form that was updated in package 74. If you hit, it's show current versions only, it will collapse those so you only see that most updated ones. So right now, you, you're only seeing the most recent consent form.

Parker Cunneen:
And we have a couple of general questions, but I think I'm going to ask one specific to the demo, and you guys can answer the the general questions at the end. One, I think, thing that would be relevant to answer now is, are you showing us the view from an IRB administrator's perspective?

Daniel Edwards:
This view right here is from an IRB administrator perspective. Yes and I believe PIs will see this same view.

Parker Cunneen:
Right. And there's a couple of questions about the technicalities of stamping, but I don't think it requires a demonstration. So I'll let you guys answer that one at the end. 

Daniel Edwards:
Okay.

Parker Cunneen:
And yeah that seem, it seems to be it for the moment.

Daniel Edwards:
Alright. 

Parker Cunneen:
No. 

Daniel Edwards:
The next –?

Parker Cunneen:
Let me see. So there's a couple, asking, "But the pencil only works for packages that are not locked – question mark?"

Daniel Edwards:
Correct. 

Parker Cunneen:
Okay.

Daniel Edwards:
Yes. You can also, if you go to the – when you're publishing a letter in your workspace. So this one has a continuing review approval. You can either hit the pencil there, or when you're adding a decision letter, if you hit, "Revise a Board Document from a Prior Submission," right here, so that way if you want to have all of your continuing review approvals in the same document revision history, you can hit this button. And then you can hit the pencil next to a previous one you've submitted. Alright. 

Parker Cunneen:
_____ [00:13:48]. 

Daniel Edwards:
If there's no more questions, I'll move on to the project overview. 

Parker Cunneen:
There are a few more, but but I'm going to, I'm going to let Brandon save them for the end as they're, sort of, general questions, and not necessarily to exactly what you're demonstrating. 

Daniel Edwards:
Okay.

Parker Cunneen:
And probably _____ [00 :14:00] have them at the end. 

Daniel Edwards:
Alright, next, we'll go over some tips on how to navigate the project overview tab. So when you hit project overview, within this tab you can see all of the statuses for each committee for this study. This is all pretty straightforward. But, so I don't think I need to go over that with you all. 


The main thing I want to go over on this tab is the Jump function. So we'll scroll down a little bit. Actually, I want to use this one. So here is the project statuses. And if you scroll down a little bit, you'll have this button, right here, the Jump button.


So say for some reason you wanted to go back and look at a particular package. The easiest way I found is to either search all on the main screen, or use the Jump function. So say we wanted to go back, and look at – let me go to the Reviews tab, this continuing review from 2019. This is in package 66, so we can either go to submission manager, and search for the project number dash 66 to find it; or, I found it, I find it easier to go to Project Overview. 


Go to Jump, right here, and scroll down to package 66, and then click on that. And then you can see right here that we are now in package 66. And it also shows it right here. And you can see, this is from 2019. It was approved in, on, in April of 2019 here. So that's a quick way to jump around each project. 


For example, we're, recently had a site visit by ORO [PH], and they wanted to look at previous adverse events, or protocol, or deviations. So it was much quicker to just jump to them straight from here. So you can scroll down and find where a AE, or a protocol deviation, or anything like that. That way it's quicker for you to navigate through IRBNet.


Alright, so next we'll go over the Central IRB documents right here. So as you can see, this is the Central IRB study. We are not the lead site as it shows right here. And right here, it shows that this is is active Central IRB study. If you scroll all the way down on the project overview screen, which is this screen right here, you'll be able to see the other sites that are a part of this study, right here.


For this study, there is only one other site, the lead site, and that shows you right here. And you can either click Details or Jump right here to see the lead sites documents. So I hit Jump, and I can see now that I'm in Research Institution, San Diego. And if I go to Reviews tab right here, then, and scroll all the way to where they have board documents, I can find these Central IRB initial approval letter for this study. 


Now, when I was back at my site's Reviews tab; I can show you, go back there. You can see in Central IRB that I only have access to the initial local site investigator approval letter. So for example, if you need the main lead sites Central IRB approval for any reason, or if they have the consent forms that aren't in here, then you can go, use the Jump feature from the Project Overviews screen to find other documents that you need for Central IRB studies that have been linked within IRBNet.


And I'll pause again to see if there are any questions there?

Parker Cunneen:
We have some, but we've been recording them so I'll say we should, we'll move on, and and get them all at the end. And and we can always jump back to the demo if we need to. 

Daniel Edwards:
Sounds good, alright, next we'll go over tags. So this is probably the most useful item we use. Tags are extremely useful in giving you an overview of all of the vital information for the studies you're looking at. It's easy to get studies mixed up together. And when you're looking at dozens of studies throughout the week, week, tags are a good reminder of what exactly the study is doing. 


Here in the unassigned agenda, we can see that this study is a post 2018 study. If it had our COVID form that we required. It has open consent, a screening waiver. This is a greater than minimal risk study, and it's funded by DOD study. It has a single IRB exception waiver, and we have received this conflict of interest. And our analyst, Chris, is is assigned to this study.


And then for this one, right here, it's just a quick overview, and we can see that this is a post 2018 Common Rule study. It has our VAIRRS Project Cover Sheet that was required, a HIPAA waiver, and exempt – is exempt, and it's VA funded. So as you can see just on the Submission Manager page, it's very quick to give you a reminder of what exactly that study is doing.


So we'll go into this study right here. And here are the tags again. And if you click this T right next to the title, it will show you what tags are available for this study. Now, there are two different types. The tags can either be turned on for a single submission or globally for the entire project.


So that means if I just click 'On,' right here, then that will only show up in this package, package 6. And that's useful, say, if this was a protocol deviation, I can go down, and we have a protocol deviation tag right here. So if this was a protocol deviation submission, I can hit 'On' for that, and it will only show up on this package, and all the rest stay. But if a new package was created, or I went to a different package, this tag was, it would not show up. This would also work for adverse events or anything like that.


So I'll go to – if you go to Create And Manage tags here, this is where all of our tags are, and where you can edit them, or add them, adjust the colors. So we use a system of either stars, right here at the beginning, or numbers. And that's very useful, so that way all the studies look exactly the same. 


So if I have a brand new study, and I'm opening the consent, and I'm trying to see what people are doing, what the study is doing, I, I'll, I can know that I needed one of these for a 1. Either it has opened consent, a screening waiver, a consent is waived, or a HIPAA waiver.


So that way it's, kind, of an easy tracker for when reviewing studies. And then number two, I can see if it's exempt? If it was converted from pre-2018 Common Rule to post-2018 Common Rule? If it's a greater than minimal risk study? What expedited category it is, or if it's a non-human determination, or a quality improvement project? 


And then for number three, we have the funding options, the DOD funded, NIH funded, other non-VA funded. If it's unfunded, or VA funded, or we have CPRS flag, non-Vets data use agreement, anything like that. So basically, we've created a tag for almost every single option we can to make it as easy as possible for us. So that way, we don't have to dig through the documents to find out what this study is doing at first glance.


And I'll slowly go through, scroll through these so that everyone can see, and, kind of, give you ideas for your site, if you would like to use this as well.

Parker Cunneen:
And Dan, we have a, we have a bunch of demo-specific questions here. So I'll rattle off a few to you.

Daniel Edwards:
Sure. 

Parker Cunneen:
Where is the Search All option as opposed to Jump when looking for a package?

Daniel Edwards:
The Search All part is right here in Submission Manager. So right here is the Search All function, right there. So say, normally when you go into just the IRB, you'll go to the unassigned agenda, and this box is automatically checked, "Only show submissions awaiting Board Action." If I was looking for a PI study, say, Wilson; if I clicked it here, I would have to uncheck this, change the agenda to All Submissions. And then when I search, it will give me everything. 


It's a whole lot easier if you just ignore this part unless you're looking for something specific by a certain tag, or a certain agenda. If I'm looking for PI Wilson's study, I just put 'Wilson' up here, and Search All. Or if I'm looking for a specific package, say that one I was speaking of earlier – I believe it was 31– I can search for that specific package right here. 


So that was that 2019 continuing review from earlier I was discussing. And you can Search All in this box right here. 

Parker Cunneen:
And a second demo, a specific one would be for a CIRB study, how does a PI submit something just for local review, and not for the lead site, or other sites?

Daniel Edwards:
So that would be the same. So let me find a Central IRB study. So we can see on this one, package 2, where this is the Central IRB study. It's an active, right here, Central IRB. But this, the package 2 was just submitted to the research, our local Research Administration, our local Research Safety subcommittee, and then the Research and Development committee. So that's, they would just, just submit it to the, whatever sector is, Research Administration instead of VA Central IRB Administration.


If there are any more questions – if there aren't any more questions, I, I'll move on. Alright, so next up, we'll talk about the training tracker guidance that we've created to help PIs. So this is a document we've created so that PIs can track their training for their staff. 


So just go step by step, log into gov dot IRBNet dot org. They'll create a new project, enter the training tracker information. We normally just tell them to have the title as training tracker, and then leave everything else blank. And then, right here, we'll, they'll share the project with their staff. Select their site, right here, and then add everyone, and this will allow them to see their staff's training. Right here, let's see.


Well, I'll continue with this. After they've created that, you'll go down to designer, and click on link/un-link training records to view the training credentialing records for their staff. Now, they aren't actually linking them, but when they click on that, that will allow them to see their staff training records. This is particularly useful for the new IRB continuing review form where it asks for the team's latest Human Subjects Protection training. 


So instead of coming out and asking the administrators – I'll show you right here – they can look that up themselves. So within Designer, right here, link/un-link training records, and then I can see everyone that's shared on the study, and what documents are attached to their profile. And I can see when it's expiring. So this person's city VA Human Subjects Protection training expires in March 23. So that will allow the PIs to see all of the training for their staff.


If there are any questions, I can answer those.

Parker Cunneen:
Yeah. And we are getting a lot of questions. I'm gonna suggest we keep on with the demo so we can get through all of the content, and then we'll address we can at the end. 

Daniel Edwards:
Alright. Well, that is all of my portion. And I'll pass it on to Jeannie to go over our user guides and another training tracker that we use.

Jeannie Helton:
Alright, I'll share my screen to you, and we will get started. Alright. Are you able to see my screen?

Parker Cunneen:
Yes, we are. 

Jeannie Helton:
Okay. Today I'm going to go over the user guides, and show you how we used the track training tool within IRBNet. And you'll see, the track training tool here is in the left-hand menu. If you don't have this function, this is something that IRBNet support can give you access to. We've created a bunch of user guides for study teams on how to do almost everything in IRBNet. 


If you are looking to create a new study, or submit an amendment, we have a user guide for them. It's extremely easy and consistent for our team to just send out these guides, and if needed, then we can walk them through the process. In addition to the step by step instructions, our guides give a list of documents for each type of submission.


We place all of our user guides in the forms and templates library that's available to our researchers. Our researchers, our researchers will, we instruct them to go to the forms and templates library. This is also where they download all of the forms that they would need to build a project. And then they just go to our, our institution.


And we list all of our user guides at the top, so that, that it's accessible to them, and it, kind of, just stands out to them. As you can see, that the the user guides are at the top of the library. And, unfortunately the library arranges all items in, that you upload alphabetically. 


And so to get around the alphabetical arrangement of all of the the types of documents, what we do is we use the stars, and numbering system so that it forces the system to group our user guides at the beginning or at the top of our library. So I'm going to open up one of our guides. You'll see that we have a new project user guide. I'm going to open that one for you. Each of our user guides – I'll bring it over to the screen. 


So each of our user guides – let me make it a little bit larger – we've created for each type of package. And they include screenshots and arrows that help walk, or through, the users through the process, and it includes a list of required documents for each, for each type of page as you can see. The use of these guides reduce the number of phone calls to our office with questions about how to create a package, or the process, or form requirements that needs to be included with the package. 


In addition to the user guides, we created a cheat sheet for new users. That maybe they have not – maybe they haven't created their account yet. And so they want to create their account so that they have access to the user guides. And so we created a cheat sheet for them. And it looks like this. And we just send it to them in an e-mail. 


And it gives them some step by step instructions on how to search for our organization, and and create their user profile so that they have access to the other guides that are are, that are saved in our forms and templates library. These these user guides have saved a lot of questions and frustrations on the PI. And it helps make a package more consistent and complete when they submit it to our office. 


The next thing I want to go over is a training tracking tool that I showed you in the IRBNet. Let me go back to IRBNet. There it is. The track training tool is available to our workspace administrators. This is not something that's available to the PI or the research team. We use it to track training for study personnel during the review process for any project. 


And I'm going to show you a couple of tricks, ways that our site uses this track training feature of IRBNet to track other documents other than training. This module can be used to pretty much track any user specific item that does not have – and it doesn't have to be limited to just training. For example, our site uses it to track CVs, and lab access, scopes, scope of practice, WOC appointment letters, and in addition to the training certificates. 


The training tool is here on the left-hand menu. And I'll pull it up. And I'll, I'll use someone as an example. You'll see here that, and this particular user – I've rolled – you can click on "Show track– " "Show training." You have to two features here. You can show each individual document, or you can roll up the items, and so that you can see their color blocks. 


The blocks help us quickly assess a person's training and credentialing requirements to ensure that they have the required training. These blocks are assigned by the Research Administration Office, or the, or the IRB, or whoever does it for your site. And the types, you you set up the colored blocks that you want to assign to the type of documents, and the documents that you want to track in each person's user profile. 


So for this person, this individual is a WOC, and part of a human studies research team. And because I already know what the blocks represent, I know that this person needs a light green block, a dark green block, two yellow blocks, and a red block. And I could hover over the blocks, and it tells me what those are. 


Like, this light green block is a scope of research practice, and the dark green is their VA information security, and awareness. The yellow blocks are their human subjects training, and their privacy training. And the red block is their WOC appointment letter. 


If the training – if the block was not there, I I would know that their training was expired because the block would, it would fall off, and would not be shown. This just gives us a quick glimpse of the documents that are saved in the user profile, and ensures that they are up to date for conducting the research at our site. 


By using this tool to track various documents in addition to training, you're actually able to run expiration reports for items that are important for your site. For example, if you want to run a report for the WOC appointments expiring in June, you can do this very easily. What you would do – get rid of this person. I'm going to do a search of a, all WOC appointment letters. I'm only going to do the accepted status because that's the document of record. 


And I'm going to look for all WOCs in June, so I'm going to select June 1st. Or, you can use the calendar and select the dates that way, and do a search. When I do a search, you'll see that we have four people that will expire in June. And so this helps with the renewal process and, or anything else that you're tracking in this track training tool. 


It shows the individuals with expiring WOCs. And if you want to see which projects they are attached to, you could actually click, "Show Roll-Up by User," and it will tell you how many current projects that these individuals are on. So for 2, they're not attached to any project. 


But the second one is attached to four projects. And if you click on the actual number, it will tell you which four projects that that particular person is attached to. 


Again, it's a, this feature can be used to track, pretty much, anything that is user specific. And they upload them into their user profiles. So those were the two topics that I wanted to review with you. And I am ready for questions, and I think that would conclude our content portion.

Parker Cunneen:
So, so I'm going to bring up Brandon to have a general questions up.

Jeannie Helton:
Okay. 

Angela Foster:
Can I, can I add one, one thing really quick? Thank you, Jeannie and Daniel, that was very helpful. I just wanted to make everyone aware that one of the VAIRRS SharePoint, we do have training energizers available that speak to the stamping tool, the training records, and the track training tool that Jeannie just went through. 


So if you have not reviewed those yet, they are out on the SharePoint under the training energizers menu. They are very helpful, and they will definitely be useful for you going forward.

Parker Cunneen:
And Daniel, and and Jeannie, you guys can read these and address them as as you'd like.

Jeannie Helton:
Okay. I'll read them and I may have to defer to Daniel. If sites and PIs have not been using the pencil function, who can reorganize things within IRBNet? And can the study team organize all the contents or just the IRB administrators? I'll take a stab at this one. 


No, once the package has been created, and submitted, if they did it without using the pencil function to create those version histories, you can't go back, and undo that, or clean it up. They can just go, do it going forward. The IRB administrators do not even have the function. Once it's submitted to the workspace, we we aren't able to stack documents, and create that history. 


That's all done by the PI and their staff when they're creating the package. Essentially, we tell people that, if you have a previous version, be sure to use the pencil, and stack the document so that you have that version history. His next question – Daniel, did you want to add anything?

Daniel Edwards:
No. I think you nailed it right there.

Jeannie Helton:
Okay. Can only PIs see the document history, or will coordinators be able to view that as well? The document history, when you click on the pencil, that is, that's viewable by the study team, and the administrators as well. The next question? Are you supposed to revise a continuation reviewing form rather than starting with a new form? Daniel, I will turn this one over to you.

Daniel Edwards:
Sure. No, you can either use a new form, or revise a continuing review form. That's just an option that IRBNet gives you, so that it's easier to track all of the previous ones. But, it is not a requirement that you have to revise our previous one.

Jeannie Helton:
And using the pencil doesn't – it's just telling the system that you're uploading a new, another version of an existing form. You actually have to download the forms to your computer. Other than the wizards, you have to download the Word documents to your computer, update them, and then that's when you would use the pencil to either stack it, or add a new document to create your package. 


Okay, the next question, are research coordinator – are research coordinators have the ability to see these documents? I'm not sure which documents, but research coordinators should have the ability. If they have, if they've been shared on a project, they should have the ability to see all of the documents in their package that they have submitted, and under the Reviews tab where they will find all the stamped documents from the the boards, and the board determination letters.

Parker Cunneen:
And, Jeannie, I I believe this question came in early along with several others relating to who has permissions between PI, the project coordinators, IRB administrators? Who's viewing what documents? I don't know if you wanted to address that more generally?

Jeannie Helton:
Okay. Yeah the, if you're shared to a project, you can see all of the documents. There are different levels of access. There is read access, write access, and full access. And those, those types of access will just determine, not whether you can see something? But rather, can you modify and submit a package? Can you add other people or remove other people, or remove people? 


So you can see documents, but with read access, you can only view them. You won't be able to update them or submit a package. Submission Manager isn't on my screen, is this only available to the IRB administrators? The Submission Manager is, should be available to the research administration and the administration of the boards. 


So if you don't see Submission Manager, and and even probably the reviewers of the board, it's not available to study coordinators or studies' PIs. If you don't have Submission Manager and you think you should, you should reach out to your IRBNet support contact in your office, or IRBNet support, and they can give you the access that you need. 


Okay. Once you are in a package, you can also click on Project History on the navigation page to get to the previous packages quickly? Yes, that is true. So Daniel was demonstrating the Jump function where you can go to a package, and then jump very quickly to the different types of, different types of packages, the package histories. 


Yes I use the navigation pane to get the, through Project History. That's how I navigate through each of the packages. So that's just another way, but yes, you are correct. You can use that function to go through the packages quickly. 


As an R&DC member, could I have access to what is being displayed? I currently do not. I believe you should have access to Submission Manager but I don't know that, if you're referring to the track training tool, I – that would be a site specific question.


I know that not everyone has the track training tool. I don't know if it's defaulted when sites come on board? Or if it's something that you have to request, but you should get with your research service, IRBNet point of contact, and discuss that to see if it's right for your site. 


I don't think we have tags as a tool as regular folks; I'm a project coordinator. Okay so as a project coordinator, you, on on both sides of the project where you are the PI, or a study staff, or on the IRB workspace admin staff, tags are available on both sides of the fence. So as a project coordinator, you can assign tags on your individual projects. 


You will see when you click on – I'll tell you where. When you click on a project title, it's available on that, on the Submission Manager page. When you click on the, go to Submission Manager, and click on the actual title of your project, you'll see that same little T that Daniel showed. And you can then create the tags. 


The tags will not be created, so it's a blank function. You'll have to create the colors, and and create the tagging nomenclature that you want for your project. And then the global tags for the project coordinators would just mean if you put a global tag on it, everybody that shared on the project from your end would see it. And if you use the individual tag, then only your tags can be seen by you.

Daniel Edwards:
To add onto that, in the My Projects section of IRBNet, you have an option for Create and Manage tags. So for mine in the IRB workspace or the R&D workspace, I have all of those available that was shown earlier. But if I go to my projects on my screen, and Create and Manage tags, it's completely blank. 


So that would be just a way, another way you can organize your projects as a project coordinator .But you would have to, as Jeannie said, create all brand new tags for that.

Jeannie Helton:
Okay. If I add a tag to a project, is it visible to my entire team, or only to me? So if you are in the Research Service Administration, or IRB admin, administration or research, one of the subcommittees, or the workgroup administration, the tags are created for the workspace. So and for our site, we have an R&D Committee, a Research Safety committee, and IRB. And each workspace has their own tagging system, and those are not visible to the other workspaces unless you go to that specific workspace, and you're looking at the projects from their workspace. 


So so they, for, so from from administration, it's it's, everyone would see it. But if you're talking about from the PI perspective and the research team, the tags you can create, you can see them. You can make them personable to you, or you can create them, and make them global to the project. And then everyone, the entire team could see them.


Okay. Is there a way to share your tag nomenclature, or multiple screen grabs perhaps of the Create and Manage tag workspace? I like the way you have organized the, the – organized this, and we can benefit from that. But you have already, yeah, the, through what you've already put into it? Yes, I think Daniel can send that out. We could probably share that to those that are interested in the…

Daniel Edwards:
That's, that's something we can add as a, as a handout in the document in the Archive. 

Jeannie Helton:
Okay.

Daniel Edwards:
Yeah. 

Jeannie Helton:
I may have missed this information, but who has access to the RCO audits, the new feature in VAIRRS? I only want the study team and committee members to see my audits, not everyone in VAIRRS. That would be a question for Angela and her team. That's not something that we covered. 


So I know that there is a way to make it personal to you. And and the ability to publish inside, internal publishing something, and external for the RCO audits, but I'm not familiar with that enough to be able to speak on it.

Angela Foster:
And Jeannie, you just hit it, that there is an option to publish internally versus externally. And I put the response in the, in the chat for the individuals who asked the questions. And if you have not received the RCO training guide, let me know, and I can make sure you get a copy of that. It speaks to the publishing portion.

Jeannie Helton:
Okay. Does each person have to set their own tag and tag colors? Can anyone else see your tags? Yeah, that goes back, we, I think, we covered that but yes. Can you show how to find the initial CV, the Central IRB approval again? Daniel, do you want to show your screen real quick?

Daniel Edwards:
Sure, Parker, if you allow me to share my screen, I can go back over that? Alright, so let me get over here. So in the Submission Manager, I'm in their Research and Development committee. And I have just searched for this PI, Hung, and she has two Central IRB studies as you can see here by our tags, right there. So I'll just click on one. 


And once I'm here, I can see that it's a non-lead site. So I'll go to Project Overview. And then from Project Overview, I'll scroll all the way to the bottom of it. And here I can see the sites that are involved with this study. So I can either click here, and click on this site, and hit Jump, or I can hit Details. So I'll hit Details. 


And now I'm in the lead sites Project Overview for this study. And from here, I can go to reviews right here. But you have to make sure that you're in the right study. So the IRBNet number will actually change from our sites, and you will want to make sure the research institution is the correct one, and that you're at the lead site. 


So from here, I'll click on reviews. And then I'll scroll through all of the different committees. And this is for the VA Central IRB panel 2. And from here I can see in package 2, right here, that the initial, final approval letter has been published. And I can grab that, if needed. 

Jeannie Helton:
Okay.

Daniel Edwards:
And to go back to the local site study, I would just go to Project Overview, and scroll all the way to the bottom again, hit details next to Nashville. And now, I can see I'm back at the Nashville Project Overview. I'm at the non-lead site. If I hit reviews here, you can see that that option for the initial, final approval letter is not there. I only have access while on this part of the study for the initial, local site approval.

Jeannie Helton:
Okay. We want to get back to the question. And it looks like we have a few more minutes for questions.

Parker Cunneen:
Brandon, he should be able to share his screen now. 

Jeannie Helton:
Great. And it was noted that Daniel doesn't use My Reminders for tracking alerts of submissions and action. Can you describe the approach he has found more helpful than using these? And so, Daniel, do you want to talk about that? That's – 

Daniel Edwards:
Sure.

Jeannie Helton:
– They could _____ [00:51:58].

Daniel Edwards:
I just have 7,000 that I need to get to real quick. 

Jeannie Helton:
Yeah I think just a little.

Daniel Edwards:
No. We use the IRBNet reports. So we've had, we have IRBNet send out monthly reports for project expirations, or project statuses. And that's, and they come in Excel spreadsheets, and that's how we track expirations, and studies for next report dues, for expedited studies, and so forth. So that's what we use. And then if I'm reviewing a study, I have created my own Excel sheets tracker. 


So that way I can follow the study as it goes through, if it's requiring Privacy Officer review, or Information Security Officer review, or where it's at in that stage of the review. So I just, I just use my own tracker for that instead of the IRBNet. But whatever works for you, I think, it's best to use.

Jeannie Helton:
Yeah and Daniel has access to all of our workspaces since he's our, he's, kind of, our IRBNet support liaison. And so he will get note, reminders from every single committee that that goes out. So it would be a little burdensome, burdensome for him to use those. 


Okay, the next question. Would you be willing to share the guidance documents you made to help your PIs track their staff training? This is something that our PIs struggle with frequently I would love to be able to adapt that document for our site.


Yes. We can send that out as well. We did find that that was one of the big complaints about IRBNet when we started in 2012, is that once a PI submitted their package, that their – they were not able to see their, the training for their their personnel unless they created a new, open package. And so the training tracker, by sharing it with everyone that they, that they are leading on all of their project, they have, they have the ability to view all of that training for everyone in one particular place. But we can share that, definitely. 


Can – okay, if a PI creates the training tracker, will they then start getting exploration reminders for all team members from IRBNet? That will be a lot of e-mail clutter. I don't know. I don't know how that works because I don't have access from a PI perspective. If I share them all in a project, if they're going to get those or not? 


For a PI, it's not going to be any different than what they're going to get. Because as a PI, all of their staff are just shared on individual projects. And what this training tracker does is put them all on a single project, so you can review them. So I don't think that their reminders will be different. And and the reminders may only go out to the individual member that has training expiring, but I, I'm not sure.

Daniel Edwards:
Yes as long as you don't link or unlink the trainings for the people, then you shouldn't get reminders whenever they're about to expire.

Jeannie Helton:
Okay. Okay. Hi, this is only a recommendation for IRBNet administrators. Is it possible to add more options to select as document types at the top of the file upload to name a document? Because usually the majority of the documents are classified as other. 


Yeah, we found that to be the case, too. There's a lot of other, and it would be nice to see them expand that a little bit more to some frequently used nomenclature. But that isn't, that's an IRB support thing. And I think that you can send that suggestion to Angie, and and maybe that can get passed along to IRB support. Okay? 


Can any team member from a project run these reports or just the PI? So if you're referring to the training tracking, the track training feature that I went over, that is only available, actually, to the Research Administration, and the the, the board, the coordinators for each of the workspaces. That track training feature is not something that is, the the tool isn't something that's available to the PI. 


That's why we – I encourage them to use the the other tool that Daniel went over, which is the track training project that they create. And they can see then, the people that they, that are expiring. 


Okay. What is available to research staff? All of the functions that we went over today would be available to the Research Office. You'd just have to work with IRB support to determine what, what what tools are available for you, if they're, if, that are not turned on already.


Do you require that all study team members have access to projects on VAIRRS? So yeah. So we do at our site. If a study team member is – we have a personal study listing, and if a person is on the study, they have to be shared on the project. And that way we have access to all of their training in their user profile.


Can administrators submit training certs, CV, appointment letters for other users? Yes, that isn't – that is possible. I know that for IRB in the past, we have been able to upload a document for someone to their user profile. We don't make that part of everyday practice because then everybody would just send you their CV, certs, appointment letters to upload. And then you would be uploading those for everyone because they would bypass the the, they're doing it themselves.


 For the WOC appointment letters, that will, I would recommend that the research staff upload those directly instead of sending it to the PI to upload just so that you can set those expiration dates in the system, and ensure that that WOC is in there, so that your reports when you run them are, would be accurate. 


If you use that training tracker for other things, that tool, like, for lab access, or badges, or something like that, then you can, you do have that ability to create a document, and upload it so that you can, to begin tracking it. So yes, you can submit those type of documents for other users.


During Daniel's presentation, I looked like – it looked like an IRB continuing review package was forwarded to the R&DC committee workspace, and acknowledged by the R&DC. Why do you forward the package to the R&DC's workspace. Do you forward all packages to the R&DC workspace? Do you – Daniel, do you want to take that one?

Daniel Edwards:
Yes. We do forward all continuing review packages, and pretty much all packages to the R&D Committee workspace once the IRB or the Safety Committee reviews and gives a, a a determination on it.

Jeannie Helton:
And at our site, we do that because all projects at our site require R&D, or, like, for initial approval, it requires initial R&D Committee approval. And so they all get sent to that space for them to either acknowledge, or put on their agendas. 


I would say with the acceptance of something that maybe came back as a a quality improvement, or QA/QI project that was determined not to be researched. Those things wouldn't go to the R&D Committee because they would not fall under their purview unless they specifically requested them.

Angela Foster:
Can I jump in really quick since we only have one minute left? There is a question that's come up repeatedly in the chat. And that is, how do you all stamp your documents without actually placing language on the document? Did you have to configure that with IRBNet support?

Jeannie Helton:
Daniel, I think, referring to the HIPAA authorization. Do you _____ [01:00:17] stamping tool or do you just save it there, and upload it as a document?

Daniel Edwards:
No. In IRBNet for ours, if we try to stamp the HIPAA authorization, nothing happens. It will just move the HIPAA authorization to the board documents, and it will say stamped on the title of the document, but it won't actually stamp it like it does a consent form. I'm not sure – 

Jeanne:
Okay.

Daniel Edwards:
– If that's something our site did specifically with IRBNet, or if it works with all HIPAA authorizations at all sites?

Angela Foster:
I'll have to research that. I think that may be a site level configuration.

Daniel Edwards:
Okay.

Parker Cunneen:
Yeah so we are coming up on the hour here. So I I wanted to thank the presenters. There has been a ton of engagement, and a ton of questions here. And so we really appreciate you guys, sort of, flying through as many of them as you can. To the audience, we are definitely going to be following up here. We see that there are more questions, and we want to get as many of them answered. 


Please do check the archive. We're going to be posting some of the training materials Angela referred to. We're going to get those screen grabs of the tags from Daniel. And and we'll look at the other questions, and see what we can answer maybe on paper, or or have even a follow-up session. 


So so thank you. Thank you for your engagement here. With that, I'm just going to wrap it up. And and if you guys do have a second to take that survey at the end, we would greatly appreciate it. So thank you, everyone, for coming.

[END OF TAPE] 
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