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Tim Trautman: 	Study information and documentation. Then it takes that information and determines what required documentation is needed, and this is done through a rules engine on the back end; once you submit, your request is distributed to approving authorities who will go in and approve them online; And then I have a link there to the DART Research Request Process page, if you'd like to know more. Also, I'd like to mention DART is also used for preparatory to research requests. 
This brings us to our first poll. I’ll turn it back over to Rob.
Rob: 	Thank, Tim. Let me bring that poll up. And it's open. And Tim would like to know what are your reasons for attending today. Answer options are: "I want to request data for research," "I want to request data for preparatory to research," "I want to learn more about using DART," or "I’m just curious about DART." And you can choose any and all of them if you like, whatever is appropriate for your uses today. 
Answers are streaming in quickly, Tim. I think we can leave things open just for maybe another ten to 20 seconds; maybe not even that long, things are slowing down. Yeah, I’m going to go ahead and close the poll now. And let me click on this button to share the results. And what we see is that 29 percent of your respondents chose answer option A; 9 percent, B; 51 percent, C; 7 percent D--that may not be a reflection of exactly 100 percent because you can choose more than one. But that's what you got 29, 9, 51, and 7. Back to you, Tim.
Tim Trautman: 	Great. It looks like we got the right audience. Okay, in a DART, here are some typical required documents that you'll need: a research request memo; an IRB approval letter; a Research & Development Committee approval letter; you'll need your research protocol; HIPAA informed consent/authorization or waiver; a real SSN Access Request Form if you need real SSN access, and then there's additional data source-specific forms, and the rules engine will tell you what those are once you've selected your data sources.
All the forms can be found on the VHA data portal and I’ve provided a link to the forms right there.
The first step in your study is you'll create your protocol; this usually consists of an introductory paragraph, a statement of the problem you're trying to solve, the purpose of your research, the significance of your research, research questions and/or hypotheses and/or null hypotheses; need some background, some methodology, procedures and timeframes, an analysis plan, as well as scope and limitations, and you always want to use the most up-to-date protocol for your requests. 
Next, you'll need your IRB letter, you will need an IRB letter from each location where investigators are involved; so, if you have a multi-site study, you're going to need one from each site, unless you get one from central IRB which covers all sites; you can also get an IRB from your local VAMC or university affiliate. IRB letters are not standardized across the VA so they do vary; if you're using VINCI for data storage, you'll want to add some language to your IRB and we've provided two links to the VINCI description for IRBs and the VINCI information security description because they'll want to see those.
Next, there's a waiver of HIPAA authorization; they are also not standardized across the VA but the VA does have a form, 10-0521, that is available for use. In it, you'll put in your VA facility name, title of study, the PI’s name, and a brief description of the PHI used. 
For sample informed consent and HIPAA authorizations, it is used to inform potential study participants and gain their consent to participate; they are also not standardized across the VA, but the VA, of course, has a form for everything, Form 10-1086 is available for use and it will ask for the subject name; of course, you'll leave that blank because this is the consent form you'll be providing to the participant, title of study, the PI’s name, and description of the research by investigator; it's usually about eight sections.
As I mentioned, if you need real SSN, you need to justify that using this form, it's available from the link there and it is signed by your IRB; more information is available from the VIReC Real SSN Data Request Process Page.
Next comes your R&D committee approval; each VA facility has a local Research & Development Committee; all IRB-approved research studies in DART must have an R&D approval letter for each location participating in the study. You will need a research request memo as well; instructions for filling it out are an Appendix A of the DART User Guide; you'll want to initiate your DART request to obtain your DART tracking number for the memo's subject line. 
Let's start with a DART demo for IRB research study, and this is just going to be a CAN demo for bandwidth reasons and also interactivity reasons. If you care to see a movie of the whole process at the lower right on the slide once you've downloaded the slides, that provides a link to a video on VINCI central that can show you the process, but I’m going to explain it right here. 
So, once you go to the DART dashboard, you'll click on, "Create a new request", that's the button I’ve highlighted; then it's going to pop up a new request modal screen, you're going to put in your official study name--now, this study name is the official one right off your protocol, it needs to match word for word--then you can select the request type either your Prep to Research type or research data access being your IRB. Once you've initiated your request, you're going to receive an email; I highly recommend you pay attention to this because attached to it is a document called DART Considerations, it has a lot of really good information on how to create and submit your request, plus lots of tips and tricks that people aren't aware of. 
Once you're past the initial screen, it takes you the first of four pages, the wizard I explained. The first one being activity information; here you're going to put in a short name, studies have nicknames or clever acronyms; then you're going to indicate if your project has an IRB or other project number; if it does, you're prompted to enter in that IRB or project number. If it doesn't, then if you click no, then that field would disappear. They'll ask, "Does your project have an approval expiration date yes or no?" Some do not; so, if yours is yes, it will provide a field to put in that date; if no, it will hide that field. Then it's going to ask you study start date and then it's going to ask for your anticipated study close date.
At the bottom of this page, we continue on with HIPAA information. So, first, is exemptions in informed consent. The first question will be, "Has your study been determined to be an exempt human research human subject study?" 1b, "Does your study require subjects to give informed consent orally, or in writing, or a HIPAA authorization in writing?" And then 1b, "Does your study have IRB approval for a full waiver of informed consent?" And based on your answers, it will ask for documentation when you get to the required documents page.
Next comes a series of questions on HIPAA authorization. Question 2, "Does your study have IRB or Privacy Board Approval for a waiver of HIPAA authorization?" 2a is the waiver of HIPAA authorization only for recruiting and determining subjects eligibility; and 2b is the waiver of HIPAA authorization for the entire study. And to give you an idea of what happens based on your answers, here's a little table that shows you, based on your answers, what forms will be needed for which particular questions. 
When we click Next, we get taken to our second screen called Participants; so, this is where you're going to enter in your study personnel that are asking for data access; you'll want to use the Find People to go ahead and look for the various participants, and then you're going to select their location, and then when you select, they're going to get DART notifications--and please be aware that DART uses only VA email addresses; we cannot use any other email address. And then you'll select that participant for data access and/or CAPRI JVL application accounts. And a lot of people don't need that CAPRI access; usually in a study, just one or two people need that access, so be mindful of who needs application accounts and who doesn't.
Then over to the right, for each location, it's going to ask you who the principal investigator is at that location; and if you click on the name, it becomes a drop down and then you can select from your list of participants. And then also, you'll notice there's a star under Primary, so if there's more than one location, you'll select which location is the primary location of the lead PI.
Alright. Continuing on to our third page which is Data Sources. Here, it's a very long page, so I’ve broken it down into several screens; you'll select your data storage location; if you want a VINCI workspace and a VINCI database to store your data in, you'll select VINCI; if you want to store it locally, you can select Other Server Location, but you will have to enter the name of the facility address, building number, and the room number of the server. Now, many times, people will use VINCI to generate a patient list so that they can create mailers to send out. In that instance, what you'll want to do is select both of those; once you've got your data together in VINCI, you download it to your local secure server and then you put together your mailers.
Next question is, "Will data be transferred external to the VHA?" This means you're going to need a data use agreement and then you're going to enter in the name or company of the company or agency, and then their full address.
Continuing on, if you want to use VINCI’s SAS Grid, you'll want to click SAS Grid under Data Access Systems. And then you're asked which identifiers do you want to use for your data: Real SSN, scrambled SSN, or Identifiable data, but no real or scrambled SSNs. This is your patient ICN numbers. Please note some data sources like CAPRI, JVL require real SSN access, and you can request more than one identifier. 
Then you're taken to the requested data sources. So, you can select the various data sources from the list that you need access to. Please note you won't be able to select CAPRI Joint Legacy Viewer on this page because it's selected by participants on the participant page. So, if any participant is selected for that access, it will automatically be checked on the data source page. I’ll select [point out] as I’ve checked, there's a COVID-19 shared data resource available from VINCI for those interested in doing COVID-19 research.
Continuing on, we have a bunch of additional data sources available including our OMOP common data model of the CDW data; and also DaVINCI which is DoD VA data; and then we have various other data sources available. 
Moving on, this is where our business rules engine comes in. So, it's going to take the information you entered on the previous screens and determine which documents you need for this request. So, it's going to be listed as required documents by location; and then if there's documents by individuals, it'll list those individually. And then you'll want to click on the upload link over to the right of any particular document, and then that'll allow you--it'll open a browser window so that you can go look for your files and then upload them. And then once you've got them all uploaded as you can see here, it goes ahead and renames the document to a very specific format, so that the requesters and the reviewers both know exactly what that document contains just by looking at the title.
Once you finish with uploading your documentation, you'll want to submit your request; the DART data engine will also look for errors in your request and if there are any, it won't allow you to submit the request, you'll get an error here on the screen. Since we're all good to go, we'll go ahead and click "Submit Request". Now, what happens? DART processing is currently taking an average of 14 days--and this is 14 business days in the reviewer's queue; now, if they ask for a change request of the study, that's going to take additional time, so you want to pay attention to your email because you'll receive a notification from DART saying, "Hey, such and such reviewer needs you to replace this document," or, "This signature is missing," or... anyways, that'll be explained in the narrative of the email you receive. What you'll want to do is now that they've thrown it back over the fence to you, you want to make those changes to your request and resubmit it. Also note if you want to ask a question of the reviewer, you'll use the communications functionality in the request itself; you don't respond to DART at va.gov; even though it's monitored, it's not going to go to the person you intended--it'll actually come to me. 
So, once you've submitted the request, depending on which data source you selected, there is an NDS workflow and then there's an independent approver workflow. Let's take a look at NDS. So, NDS receives your request, they're going to take a look at and decide which additional reviews need to be done such as ORD, security, privacy or another approver. Once all those reviewers have approved, then it comes back to NDS for a final review; and then once NDS signs off of it, that request is approved. Now, if there's an independent workflow that's still going on, you'll have to wait for that one to finish as well before we consider the request completed. Now, once a request is completed, you can go ahead and amend the request. 
Also, a lot of people ask, "Well, once workflow is finished, do I have to wait for the other to get my data?" No, the data that's been approved will be provided to you.
Also, bottom right, if you want to see a quick movie on DART processing, click on that link.
And that brings us to our second poll. I’ll turn it back over to you, Rob.
Rob: 	Thanks, Tim. Give me a second to bring this up. Poll 2 is open. Do you know that DART can be used to request the COVID-19 shared Data Resource for Research and Preparatory for Research? Answer options: yes and no, and this one is choose one only. This is happening quite rapidly, Tim, I don't think we need to leave it open too long today and answers are slowing down now so I’m going to go ahead and close the poll and share the results, and then read them to you. 58 answered yes, and 38 answered no. Back to you. 
Tim Trautman: 	Thanks. At least, we've got awareness out there that you can get that COVID data through a DART request which is the important part. 
Alright. Now, let's talk about some tips and tricks. "When do I need to update the research request memo?" If you have participants that are changing, if you're adding data sources or adding a data storage location, you'll want to add that to the research quest memo and submit it; we want you to be very specific in the amendment narrative of exactly what is being changed, that really helps the reviewers look for what the changes.
Are digital signatures required? No, but they are generally more convenient. "What is the change request and how do I see it?" As I mentioned, you will receive an email notice from DART and in this, the change request will contain what changes are being requested by the reviewer; and the request will appear in your to-do list on your DART dashboard.
Here's another one we get a lot, "I changed my name; how do I update it in DART?" Well, once you've changed your name, DART doesn't know who you are; so, when you go into DART, you're not going to see your request because it doesn't know that you're a participant because you have a different name than the participant in DART. So, in an amendment, have another participant remove your old identity and add back your new identity; as soon as they do that and save your new identity as a participant, you'll see the request again, you'll have access. It's the same if you move stations because once when you move stations your identity changes as far as your VA alias to reflect your new station; so, once again, you'll want to have another participant remove your old identity and add back your new identity. Also, be sure to update your research request memos and any other documentation and submit that for amendment for approval. It's important to carry through on that amendment and getting the approval. A lot of what VINCI does on the back end is automated and as soon as it's approved in DART, that automation takes over and makes the name change for you--in your access, that is.
How long do amendments take for approval? They are currently averaging six business days.
As I mentioned, do not reply to emails from DART; reply to the reviewer in your DART request using the communications function. If you send an email to dart@va.gov, it's going to do an automatic reply to you and say, "Please go in and share your comments with the reviewer using the communications tool." So, you'll get that reminder if you do do that.
Now, we've talked about amendments, let's talk about how to do a DART amendment. It's very simple. So, you find your request, and then over on the right of your dashboard, there's an action button, you want to click on that action button and it's going to give you a drop-down with two options: View, if you want to just look at the request; or Amend. So, you'll click the Amend and that's going to pop up dialog, and then you want go ahead and press the Amend Request button and that's going to take you back into the wizard starting with activity information, and then you can make any change you want to the DART with the exception of if you already are approved for certain data sources, you can't uncheck them; as far as DART and the VA is concerned, once you have access, this becomes an archival record that you have been granted access to that data. 
The first thing you want to do on the activity information screen is narrative, so the first box, you'll want to put in--as I mentioned, be very specific about what you are requesting, or if you were adding participants, or removing participants. Again, this is for the reviewers benefit; the rest of the pages flow like they do for a normal request. Some DART resources that are available, we have lots of videos in VINCI tube, DART considerations; again, that PDF that comes with the email is also available in VINCIpedia; and then there's DART pages in the VHA data portal that talk about all aspects of DART, and also contains the forms you will need. 
And that's DART in a nutshell. It's time for questions; and again, if you have any questions following this, please send them to vinci@va.gov and when one of our VINCI concierges will contact you to assist you with that, and that's usually me. Thank you, Rob. I am sure we have questions.
Rob: 	We do, as is typical for the VINCI sessions. We have a number queued up. Let me just say right now: people are asking for the recording and for slides; I put the slides link in the chat, you'll also receive an email in two days from today with a link to the archive of this session, you'll have recordings and slides available there. But more to the point, we have a number of questions queued up so let me get right into that, Tim.
The first person asked, "Can you explain more about getting informed consent and getting access to data from VINCI? In particular, as a computerized database how/why get informed consent from individuals already in VINCI?"
Tim Trautman: 	So, the informed consent usually applies to when you are going to actively recruit and talk to patients; if you just want data that we already have on patients then I believe that's where the HIPAA waiver comes in. virec@va.gov is very knowledgeable about such matters, so I also recommend contacting them if you have HIPAA questions. 
Rob: 	Thank you. "There's no expiration date on my IRB approval document. For 'Approval Expiration Date', will it be okay to put the same date of 'Anticipated Study Close Date'?"
Tim Trautman: 	Yeah, but a lot of people put their study close date years out; and also on the activity information screen when it asked you if you have an approval expiration date, you'll select the No box and that way, it hides the expiration date field. 
Rob: 	Do we also use DART to request data preparatory in preparing for new MVP proposals? 
Tim Trautman: 	I don't think MVP has Prep to Research; I’d have to go back and look at that. But for anything else, yeah, you can do Prep to Research Request, and basically, you're given access to all the CDW data and some other data sources I believe. And then, you can only use that in DaVINCI workspace, that will be your only option for data storage. 
Rob: 	"Do all four wizards need to be completed in the same session or does DART wizard save your progress? In other words, do I need to have my docs before I open the engine?"
Tim Trautman: 	No, DART saves as you go along; so, when you make a change in DART, that's automatically saved; you can go back and forth through all the pages as many times as you want, you just can't submit it until you've completed everything and there are no errors in your request. So, you can come back to it anytime to any page.
Rob: 	"I can have one DART request to access data from two sources CDW and DaVINCI?"
Tim Trautman: 	Absolutely, you can select all the data sources you want at one time, but you have to justify which data sources you need; you can't select everything because they'll reject that request right out of hand because there's a VHA policy of minimum data set necessary, so they enforce that using DART.
Rob: 	"What happens if you're the only one on the DART application, meaning no other participant and you move stations?" 
Tim Trautman: 	Then you'll have to contact vinci@va.gov and then we will manually change it in the database for you.
Rob: 	"Can non-VA personnel request access to VINCI? In one of the slides you had, you mentioned only VA emails could be used." 
Tim Trautman: 	You have to have a VA identity in order to be part of a DART request; so, no, if you're not VA, you can't request data in DART or be a part of a DART request.
Rob: 	"If we are needing help with identifying sources and types of data available for research purposes, is DART consultation the correct starting point?"
Tim Trautman: 	Actually, VINCI has a service for just that; we have a feasibility service and a data needs assessment service. And you would send that request to vinci@va.gov, and in the subject line, put Data Needs Assessment if you need someone to help you with figuring out what data you need.
Rob: 	"Can I send SCR SSN in surgery to a person not a participant of the project?"
Tim Trautman: 	No, you cannot share data that people are not authorized to have; only the project participants marked for data access are allowed to have access to that data and see that data. If you do send that data to someone who's not authorized for it, then you'll get in trouble for that.
Rob: 	"How do we locate which data source contains the data we are requesting?"
Tim Trautman: 	Again, send an email to vinci@va.gov and request a data needs assessment and one of our team members be happy to work with you on identifying what data you need and which resource to request.
Rob: 	Tim, I think this is the exact same question, "Is there help available to consult about choosing data sources?" 
Tim Trautman: 	Yep, data needs assessment to vinci@va.gov. 
Rob: 	"If we received data three to four years ago and did not finish reaching out to veterans, should we ask for an updated list or just proceed with what we have till we finish? How often is contact information updated?" 
Tim Trautman: 	You can request--if you have a VINCI data manager, you can absolutely go to them and they will update your cohort for you or work with you to update that cohort.
Rob: 	"I’ve received DART access requests and approvals, all I need is a patient list with SSN4 to check out their CPRS charts to see if they qualify for the study. I need someone to generate that list for me." I think there's a question in there.
Tim Trautman: 	Yeah, I know I know what they're asking. So, yes, that's another service that VINCI provides is a patient recruitment cohort list. So, again, if you send an email to vinci@va.gov, one of our team members will work with you to help generate that patient list based on the criteria you provide them.
Rob: 	"Gen Hub and VINCI are totally separate?"
Tim Trautman: 	Yes.
Rob: 	And this is a follow-up question, although I don't know which one it's following up, but I think you'll be able to identify, "What about Without Compensation employees--WOC employees--and access to VINCI?"
Tim Trautman: 	WOCs are more than welcome to be part of the data access request and that just gives them a VA identity, and once you've got that, you can be part of a study and that's how many university professors and statisticians have dual university/VA status and WOC is the way to go. I was a WOC once myself.
Rob: 	Thank you. "Is the DART process the same as Prep to Research requests? Do we need IRB, et cetera?" 
Tim Trautman: 	No, Prep to Research is so you can look at the data and determine whether or not your study is feasible. From that, you generally gain knowledge of how many patients would be available for your study, and then you'll take that information--not the patient names themselves--but the number and that will help with your setting up your IRB. So, Prep to Research comes before IRB. Part of this caveat is that once you've submitted for your IRB, you're supposed to close your Prep to Research request; so, you can't have both at the same time. 
Rob: 	Thank you. It looks like they're saying, "If I have access to VINCI do I need to submit a DART request to get COVID data or just to reach out to VINCI"?
Tim Trautman: 	No, you'll need to submit a DART request, please.
Rob: 	"Can we get email addresses from the data to send electronic survey requests anonymously through VA RedCap; do we need consent for that?"
Tim Trautman: 	I assume you're asking about patients' email addresses; I don't know if that information is available or not.
Rob: 	"How do we initiate Prep to Research requests?"
Tim Trautman: 	It's the same way you start a DART request, except after you put in your proposed protocol name, there's a drop down to select between a research data access request--which is your IRB request--and then there's a preparatory research request; and then that'll take you also through a four-step wizard, and there's much less documentation involved; there's also fewer data sources available for Prep to Research, but CDW is one of them that is available.
Rob: 	Well, Tim, that is the last question that we have queued up right now. Let me look through the chat to see if anything snuck in. It's a little bit harder to navigate; I don't see anything right now, but if you want to concentrate on something that you didn't get a chance to or make closing comments while I do that, that'd be great.
Tim Trautman: 	Sure. I’d like to thank everyone for coming today; please stay safe and healthy. Also, if you have questions, vinci@va.gov is your go-to place and if we don't have the answer, we'll find someone who does. Also, as I mentioned, VINCI Services are available for you for feasibilities, data needs assessment, patient lists, and many other things. So, please send those requests to us and we'll be more than happy to help you; not to mention, if you have DART questions, again, vinci@va.gov. 
Thank you very much. Thanks for hosting, Rob.
Rob: 	Sure. Let me check to see if--I think we may have gotten a couple in. Oh, we got a bunch of them. "Thank you, Tim, as usual. And do I have to apply to a separate IRB if I have an IRB to VINCI to get the COVID data?" Yeah, we do have a couple more that came in.
Tim Trautman: 	No, as long as your IRB includes COVID data, you can get it from VINCI.
Rob: 	Can VINCI provide patient recruitment lists based on current data; for example, patients discharged with a certain condition?
Tim Trautman: 	Yes. Again, just send an email to vinci@va.gov and ask for patient recruitment all. 
Rob: 	Well, that does look like it's all the questions that we have at this time. I think it's still early; do you want to hang on for another minute to see if anybody...?
Tim Trautman: 	Sure. 
Rob: 	Okay, here's one that just came in the chat, "How do I get permission to use a VINCI patient database to use for my study?" 
Tim Trautman: 	I assume you're talking probably like a CDW database. Again, for that, you would go through DART and select the CDW domains that you need; I think you'd probably be looking for the S-patient domain.
Rob: 	Thank you. Somebody just sent a question into the chat asking what's a WALK?" WOC is W-O-C, which stands for Without Compensation. Tim, I guess, you have been through that and you could go into more detail. 
Tim Trautman: 	No, you absolutely nailed it. That's without compensation; it's generally just an honorary title for university staff that want to work in the VA on studies and among other things. 
Rob: 	"What's the process of a college professor getting VA identity?" You mentioned the process, that's the WOC process.
Tim Trautman: 	Yeah, you'll want to go to your local VA research office and they will walk you through that process and give you this big packet of paperwork to fill out. 
Rob: 	"What I’m asking is if another investigator had developed patient database through CDW that I am interested in, how can I use that database?" 
Tim Trautman: 	Technically, you can't. What you'd want to do, though, if you do a DART request and request the exact same data, they could share their process for developing that patient list, so you can do it and come up with the same results. But you're not allowed to share data between studies generally. There are some exceptions, but if you have a complicated question like that, again, send it to vinci@va.gov and we've got experts on staff.
Rob: 	"Tim, could you repeat how used users can find the list of subjects from the DART request?"
Tim Trautman: 	I assume they're talking about participants on the request and that's your study personnel, not the patients. Now, if you are looking for patients themselves, that would probably be the S-patient table in CDW which you would, again, request through DART.
Rob: 	This person asks, "Can I request all P-I-T data or do I have to be more specific?"
Tim Trautman: 	They generally want you to be specific through a cohort of people that you are interested in in reviewing data on that specific data source.
Rob: 	They keep coming in. "Can two studies submit a third study to merge those studies? What about data structures? Can they be shared without sharing data form 'without content'?"
Tim Trautman: 	Yeah, you can share SQL queries as long as they don't contain any PHR/PII; you can share database structures, again, as long as it doesn't contain any data between studies. If you want to merge a bunch of studies into one study, then you'd have to go back to each of the IRBs involved and hash that out with them.
Rob: 	"Do you offer any SQL training for staff unfamiliar?"
Tim Trautman: 	CDW has SQL training available through their site.
Rob: 	Thank you. Well, there may be a couple coming in, people seem to be coming up with more questions as we go along, we do have a few more minutes left. But at this time, let me take the opportunity to let attendees know that when we do close the webinar, or if you leave early, a browser window will pop up with a few questions about the content and the quality of this webinar, please do take a few moments to provide answers to those questions; we review them and we count on them to continue to bring you high-quality cyber seminars such as this one in the VINCI series is always very popular.
But it looks, Tim, as though we have exhausted all the questions for today. So, if you don't have anything else to add, I would just go ahead and close the webinar.
Tim Trautman: 	I don't have anything. Thank you, everyone. Stay safe and healthy.
Rob: 	Thanks again, Tim. Have a good day everybody. 
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