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Molly:	We are now at the top of the hour. So at this time I would like to introduce our speaker presenting for us today. We have Tim Trautman. He’s a VINCI IT Business Analyst at the VA Salt Lake City Health Care System with Salt Lake OI&T. So we want to thank Tim for joining us today. Are you ready to share your screen Tim?

Tim Trautman:	Yes I am. Can you see the first slide?

Molly:	Excellent. There you go. We’re all set. 

Tim Trautman:	Great, and thank you Molly for arranging this. I appreciate it. Welcome everyone. My name is Tim Trautman as Molly said. I am a VINCI IT Business Analyst. I’ve been with VINCI for five and a half years. Today we’d like to focus on “Conducting a Research Study on Using VINCI.” What I’d like to focus on is conducting an IRB research study. We want to use VINCI services. We’re going to use VINCI/CDW data. We’re going to request data access from National Data Systems. And we’ll be using the VINCI workspace. So that’s what I call a “VINCI Study.” The basic steps to a VINCI study expound on all of these steps. First, you create your protocol and get your IRBs. Second, if you need real SSN, there’s a new form called the Real SSN Access Request form that you will submit to your IRB for signature. Third, get VINCI concierge assistance. Some of the things that we offer are a Data Needs Assessment. We also offer project needs assessment and the VA Form 9957. This is one of the DART forms that confuses people. So it’s oftentimes that we’re providing assistance on how to fill-out the form. The fourth basic step is to initiate your DART request and submit it. The fifth step is VINCI provisioning after approvals. The sixth step after provisioning is to use the VINCI workspace to do your analysis. The seventh step and lastly, we have optional training available. As I have at the bottom of the slide at any time a VINCI Concierge can assist you just by sending a message to VINCI@va.gov with your request. 

Let’s talk a little more about creating your protocol and getting your IRB. You’ll need to create your protocol. It’s the basic step of doing a study of course. Then you’ll also need a HIPAA waiver or a Patient Consent, depending on whether or not you’ll be working directly with patients or just the data. And then you’ll want to get your IRB. You will need an IRB from each location where an investigator is involved. So if you have people say in Boston and an investigator in Salt Lake City, then you’ll need a local IRB from Boston and from Salt Lake City for your study. Next, VINCI has some boilerplate description for IRBs. We also have a boilerplate description of information security for IRBs, and both of those can be found on our VINCI sectional website under the “About VINCI” tab. On the monitor on the top right, it’s a bright red arrow pointing to where those can be found on the page. The second step relates to whether or not you need Real SSN. If you do need Real SSN, you’ll have to get the Real SSN Access Request form signed by your IRB. This form is for justifying the use of Real Social Security Numbers. If you need information on this, it’s available on the VHA Data Portal website from the Popular Links on the home page. You can see the URL there. It’s http://vaww.vhadataportal.med.va.gov.  You can also see a graphic there that’s an outtake from the VHA Data Portal home page under Popular Links at the bottom right. 

The next slide is 3a, Get a Data Needs Assessment. This is one of the more important things that the VINCI Concierge service offers, and it’s a free service. It’s to do a Data Needs Assessment, which helps studies determine what data to request and if it’s available from VINCI/CDW. What we ask you to do is to send to VINCI@va.gov all the information that you have on the data points that you’re looking for, including the protocol. This helps us to determine what data you need by reviewing the information you’re looking for. Our experts who know where the data is and in which datasets they are stored will then recommend the data sources. This information is used in the DART request when you go to request data. The Data Needs Assessment normally takes three to five business days. It’s usually more on the three-day business day end. This is a very important service. A lot of times people have a vague idea of the data that they’re looking for or the data points. They just don’t know where it’s stored or how to get to it. That’s where the Data Needs Assessment can help with. Get a Project Needs Assessment is 3b. So another thing that we offer for free is a Project Needs Assessment that helps studies to determine a step-by-step course of action, required and optional elements for establishing and conducting a study, what documentation you might need, what the timelines are, what resources are available to you within and outside of VINIC, and some useful contacts. 

This is all very important for people that are new to creating studies or that have never created one within the VA. They generally don’t know what the process is for going about doing IRB research. We can definitely help you with that by providing you all the information you need on how to go about doing VA research. To initiate your assessment just send the request to VINCI@va.gov. Please outline what you’re trying to do and we’d be happy to get in contact with you, discuss what your project is, what you’re looking to do, and then make recommendations on how to go about achieving your objective. The next slide is 3c, VA Form 9957. One of the services we provide is helping to understand and to fill out the 9957. Most studies will need a 9957 from the Primary Investigator and sometimes from all of the participants, depending on which data sources you’re looking to get. If it’s just VINCI/CDW data, normally it’s just the Primary Investigator. Some of the other data sources require a 9957 from everyone. Most find the form difficult to fill-out. But we do have instructions in the DART User Guide in Appendix B on how to fill the form out. We’ve tried to make it as simplistic as possible. It includes examples so that you’re able to on your own be able to fill-out the 9957 and understand the 9957. One of the other services we also recommend is sending your completed 9957 and DART Tracking Number to VINCI@va.gov, and then we will review it. 

Please send it prior to getting signatures. That way you’ll save yourself some time of having to go around and get signatures again on an incorrect form. This way we can ensure the form is complete and correct based on your DART request. I can’t stress it enough, send us your 9957. This will save you a ton of heartache. Number 4 on the slides is, “Initiate Your DART Request.” DART is the Data Access Request Tracker online application used by NDS, National Data Systems, to approve access to various data sources including CDW/VINCI data. I’d like to point out that VINCI does not approve data access to data. We provide access to the data after that approval from National Data Systems. DART collects the study information and documentation via a 4-screen “Wizard.” It determines the required documentation based on your Wizard entries. DART also distributes the request to approving authorities who then can go online and approve the request. Some DART features are that it contains communications utility to capture discussions between the Requestor and Approvers so that all the email communications associated with a particular DART request are captured within the request itself. That way you’re not sending emails back and forth trying to figure out what’s the latest email, what’s the latest thing I’m being asked for. It’s all captured within DART itself. It has step-by-step email notifications of progress, so you’ll always be notified of when a DART request proceeds to the next step and when a DART request has been approved. It captures every event in tracking History. 

You can always visit History at any time to see the status of your request as far as where it’s at in the process. It also can display the actual and average approval times so that you always know, “Okay, it’s been with this approver for three days, but their average approval time is five days. So I should have an approval within two more days.” So this allows you to see in real-time how long in the system the approvers are taking to approve requests. That also includes time spent by the requestor replying to change requests. So when the approver says, “You don’t have a signed IRB here. Please upload the signed IRB,” then you can see that it took you a few days to go back and get the IRB signed, uploaded, and then resubmitted. That time is included as well. DART also allows the ability to amend your request online. There are times when you’ll want to add a participant, or you’ve got a new investigator or a new analyst that you need to add, or you’re doing a continuing IRB. Maybe you need more data from another data source or want to extend the number of years of data that you requested. You can do a simple amendment and submit that to National Data Systems for review and approval. One of the things that I’d like to point out is that coming next month Independent Approver workflows are to split out request processing to their respective data stewards. 

The way DART works right now is that all the requests go through National Data Systems regardless of which data source. What we’re doing with the new functionality is that some data sources like the OEF/OIF roster file are separate from National Data Systems in their approval process. So instead of including that process in the National Data Systems, it’s being split out into its own process where when you want the OEF roster file, that request is split off and sent to OEF/OIF without any NDS involvement. That way NDS and the Independent Approvers can work independently of each other to approve requests and they don’t have to wait on each other to reach a certain point in the request to carry on the request and approve it. So that functionality is coming next month. To give you an idea of the layout of how the DART Process works, you’ll see a flowchart on your screen and this includes the new functionality that’s coming out next month. You submit a request. It goes to an initial NDS review if it’s an NDS data source. If it also includes an independent data source, then that part of the request is sent directly to the Independent Approver for review. The initial NDS review will determine what additional approvers are needed for the NDS controlled data.  This is usually ORD if it includes Real SSN, Security, Privacy, and then any other approvers that may be necessary. 

Sometimes you need CAPRI access so another approver would be the CAPRI folks. You’d need their approval. And then once you have all the intermediate approvals, it goes to NDS for a final NDS review and approval. Then the independent approvers don’t wait on NDS. They can do their own review and do their approvals right away. Once that request is approved, it’s combined with the approved NDS request or vice versa, depending on who finished first, and then the request is considered completed at that point. And once it’s completed, you can go in and amend the request as necessary. I just want to touch on some of the DART Paperwork. Studies generally need the following items: The Research Request Memo. That’s a memo that’s available from the DART forms on the VHA Data Portal that I pointed out earlier. I’d also like to point out that the DART User Guide Appendix A has instructions on how to fill out this memo. It’s very important that you follow the instructions. It will save you some heartache in the long-run with having NDS send back a memo that it’s incomplete. The next item is an IRB Approval Letter. You’ll also need a HIPAA Consent and Authorization, or the HIPAA Waiver. You’ll need your Research & Development Committee Letter and Research Protocol. If you’re requesting Real SSN, you’ll need the Reseal SSN Access Request Form, and then the VA Form 9957. See the DART User Guide Appendix B on how to fill that out. This is just a generalization of what most studies need. Once you go through the DART Wizard, it’ll tell you exactly which of these documents you will need for your request. That’s the whole point of DART and the forms can be found on the VHA Data Portal.

Slide 5 is VINCI Provisioning. VINCI is automatically notified of approvals by DART. We have a direct line into DART so that it goes to our VINCI DBAs and our VINCI Help Desk and our VINCI DART Admins whenever an approval is done. That notifies us to take action on that request right away, and that begins with the VINCI Help Desk provisioning the VINCI Workspace for access. So we take all of your participants and give them access to the workspace, and then we also create a study data folder for that so that your data can be stored in that folder. That takes up to five business days to complete all of that. Next, a VINCI Data Manager begins provisioning the study by creating what’s called a study correspondence “SharePoint” site. Then they create group directories for managing access to the folders, and then a database in which to store the data within the folder. That all takes up to about five business days before you hear from the VINCI Data Manager because they’re busy setting all that up. Once they’ve got that all set up, they will send you a communication through the SharePoint site which automatically generates an email to your inbox. Keep in mind that all the emails that come out of DART and through the correspondence go through your VA.gov email address, not your university email address. So if you’re a University Investigator you’ll need to check your VA email box frequently. All communications between the study and the Data Manager will run through the correspondence site as I mentioned. Both provisioning processes can run concurrently. So while the Help Desk is setting up the workspace access and the folder, the Data Manager is setting up the SharePoint site, the directory and the database. 

This slide is to give you an idea of how the Data Provisioning process works. You’ll receive a DART notification that it’s approved. The Data Manager receives a notification that it’s approved. Then we assign a particular Data Manager to work one-on-one with the study. We have a stable of five Data Managers within VINCI. They create the correspondence site as I mentioned, the AD group, the database. Then they send a welcome email through the correspondence site. It’s very important to thoroughly read the welcome email because it lays out what needs to be done. The faster that you respond, the quicker you can get to your data. So you’ll receive your welcome email and you’ll respond to what your data needs, and that’ll be sent to the Data Manager who will respond to your request. You’ll just go back and forth, one-on-one, developing your cohort, determining what data you need access to that you’ve been approved for. Then after the back and forth is complete then the Data Manager can make that data available in your study folder in the VINCI Workspace, and then you can begin your data analysis. So it’s important for people requesting data to stay on top of their VA email and respond to these VINCI Data Managers in a timely fashion. We find that a lot of people do not check their VA email address frequently, or that they overlook the correspondence welcome email. They’ll come back to VINCI and say, “Where’s my data?” We’re like, “You haven’t responded to our request for information to get you going on your request.” Or if you’re somewhere in the middle of a request and you haven’t responded for days or weeks to what the VINCI Data Manager is asking like for more information. Timeliness is really up to the Requestor responding to the Data Managers in a timely fashion. 

After you’ve been provisioned and you’ve got all of your data you’re ready to use the VINCI Workspace. The VINCI Workspace has a firewall that provides enhanced data security, because of course we’re working with veterans’ data. And nothing’s more important to us than securing that veteran data. We provide access to the computing power, the software tools to do your analysis, and the databases to do your analysis. We also have SAS and a SAS Grid. It’s one of the largest grids. Also we have file and data storage. So we provision you with a personal drive within the Workspace for your personal files, and then we also give you access to the project folder for that study. You can access the Workspace from outside the VA by using one of the VA VPNs solutions of Rescue or CAG. One of the great things about the Workspace is that it does use shared Project Folders which allow for national collaboration in a research group. So if you’ve got a Research Investigator in Boson and you’ve got one in Salt Lake City, they’re all going to the same place in the Workspace using the same shared Project Folders and data so that they can collaborate in the VINCI Workspace. Lastly, the Workspace comes in two variations. A Standard Workspace is what most people are given, and a Development Workspace. The Standard Workspace has a fixed set of applications and does not give you administrator privileges on the box. However, the Development Workspace does not have a set application structure. You can add your own applications and you also have to administer your privileges in a Development Workspace. This is because we add people to the Development Workspace when they’re going to be doing their own coding to do their own analysis using special code that they’ve created or they’re bringing in some software from another say a University that has a certain functionality like Natural Language Processing. Then we give you a Development Workspace. That way if you run into trouble while coding you’ll only crash your Development machine and not any shared resources such as the Standard Workspace. 

So if you find yourself in need of a Development Workspace because you’re going to be doing your own coding, at the time of provisioning when you receive the email saying you’ve been set up in the VINCI Workspace, you would want to respond and request a Development Workspace and justify that by telling us why you need a Development Workspace. Based on that justification, we’ll set you up with a Development Workspace. That usually takes about five business days as well for us to provision that and to get you set up in it. When you go to use the VINCI Workspace, we ask that you follow the guides. On VINCI Central under Guides, you’ll find VINCI User Guides. There are three main guides that govern the use of the Workspace. The first is the VINCI Workspace User Guide. This guide will tell you how to access the Workspace from various solutions like CAG or directly from within the VA. It tells you what to expect in the Workspace. It tells you what the strengths of the Workspace are. It’ll also tell you what the weaknesses are. For example, there’s no internet access from within the Workspace. The firewall prevents that so that we don’t have data leaving the Workspace through the internet. It’s a security feature. We also have a VINCI Database User Guide. 

So when you go to use your database in VINCI this gives you some information on how to connect to it. It also provides information on getting started using SAS and how to connect to some other available databases that are available to everyone. We also have a VINCI File Transfer Guide. If you need to upload and download files from VINCI follow the Transfer Guide. It’s very important that you use the File Transfer utilities that are specified that VINCI has created. This gives you step-by-step instructions on how to use the utilities and also information such as when you go to download a file, you need to make sure that if it contains PHI or PII, then you already have permission to download that file from the Data Steward or from National Data Systems, who is another Data Steward. That can be done using a DART Amendment. We audit all the downloaded files from IRB studies to ensure that when they do download identifiable data that they already have permissions and a place to do so. Another thing that I’d like to point out that I don’t have on a slide here is also under Guides. We have SAS User Guides. We’ve got fifteen guides on how to use SAS and the SAS Grid within VINCI. It’s quite an extensive library that’s been put together by our SAS admin experts. 

Number 7 is Optional Training. If you need training on how to use VINCI resources, simply send us an email to VINCI@va.gov, and we’d be happy to walk you through any part of the VINCI system or process. We can set up training for groups that want to know more about VINCI or how to use VINCI or the Workspace or how to access things from within VINCI. We also have self-service training on VINCI Central. You can find it under the Support tab. We have training video tutorials. We also link our VINCI Cyber Seminars to that page like this one. We’ll post this one up to that training page once it’s available. And then we also have other VINCI presentations that are available from that sight. So presentations on using the SAS Grid, using the DART application, how to use the VINCI Workspace, how to use data within VINCI, there are quite a few Cyber Seminars and presentations available. You can go and take a look at that yourself. One of the questions we’re always asked is, “How soon can I get my data?” The time to get your data begins after you create your study protocol. You’ve got your IRB and you’ve got all of your study documentation. Generally it takes a study one to two months to develop all of their documentation and get their IRB approvals. Once that happens then you come to VINCI and we can begin by assisting you first with a Data Needs Assessment. That takes three to five business days. You can do that Data Needs Assessment at any time. You can do it when you’re creating the protocol. You can do it prior to getting the IRB. You can do after you’ve got the IRB. At any stage prior to submitting your DART request we can help you with that Data Needs Assessment. 

The Project Needs Assessment can also take three to five business days, and we can do those both concurrently as well. DART approval for VINCI/CDW data only does not include some of the other data sources that are available like CAPRI VistAWeb and the OEF/OIF roster file. Currently NDS is taking up to thirteen business days to review and approve requests. Then Requestors to fix their submissions average about nine business days. So you’re looking at a total of about twenty-two business days to get your DART approval. That includes time spent awaiting approval and time spent with the Requestor fixing their submission. Then after that approval VINCI begins provisioning. We get the study participant access and study folder setup in the workspace. That’ll take up to five business days. Then the data provisioning preparation again also takes up to five business days. Those run concurrently. The study is contacted within that five business days to begin the data provisioning dialog. As I mentioned, your timely responses to the data manager inquiries speeds your provisioning time. The overall time is approximately two months minimum to receive the data. That’s if you have all of your ducks in a row, you respond in a timely manner to any requests, you should be able to start looking at data in a couple of months. That depends on the complexity of your request and how many times you have to go back and forth with the data manager to get a firm understanding of your cohort created and to get the data culled. So the more complex the longer that process will take. 

I want to touch a little bit on VINCI Concierges. Some of the things we provide are support for VINCI technical and otherwise, training and education. We help with data access and DART, data needs assessment, project needs assessment, study setup, and we also do feasibility. This is a something that is a very popular service. If you just need some simple ICD-9 codes if say you’re looking for someone with a certain disease within a certain VISN or a certain locations or within certain dates, we can provide that number. You don’t need to go through any approvals. You don’t have to do a preps research for that. Just send us your simple ICD-9 codes. You can include these ICD-9 codes; exclude these ICD-9 codes. And as long as it’s not terribly complex where you’re not asking for a whole bunch of “include this, exclude that, include that, but don’t include this,” as long as it’s fairly simple we can turn those around in a matter of days and get you a number. That is of course so that you can determine the viability of proceeding with the study. We have a VINCI Happy Hour open Q&A forum every third Wednesday of the month from 3-4pm ET. That’s just like a radio call-in talk show where we have researchers or prospective researchers talk to us through a linked meeting and ask any question they want. We have a whole panel of experts waiting to answer to your questions. It’s a first come, first served, and we’d be more than happy to answer any questions you have. Lastly I want to talk about VINCI Services. These are fee-based services that VINCI makes available to studies. These are things like clinical trial recruitment. That includes doing mailers and sending the mailers out. We can also annotation and chart review, natural language processing, and analytics and data services. So if you need help doing your analysis we can provide that service along with application development. If you need a specialized application to do a part of your analysis, we can also help by developing that. These services are available by sending an email to VINCI@va.gov and requesting them. Then someone in the VINCI Services Department will get back to you to discuss what your needs are, and eventually determine how much work it would take and what it will cost you. 

Finally there’s a slide with some of the resources that available for the VINCI Central website and the VHA Data Portal.  The VHA Data Portal is collaboration between National Data Systems, VIReC, the VA Information Resource Center, and VINCI. We tried to cull all our data and information together into one location so that we can help researchers to find things on data, data sources, how to request data, what resources are available to them, what tools are available, what support is available, and the list goes on and on. We also have the VIReC website and CDW. The CDW website is a good site to go too to look at the information on data and metadata for CDW data. Lastly, if you’re not already on the HSRData-L Listserv, I highly recommend joining it. This is a forum for researchers to ask other researchers for help. For example, “I’m looking for such and such data. Does anyone know where to find it?” Or, “I’m looking at such and such data and it doesn’t make sense. Is my inquiries written right? Is my SQL written right? How do you access? How do you write this particular SAS statement?” There are a lot of people there willing to jump in and to help their fellow man on the Listserv. I’ve seen instances where people are like, “I really need help doing analysis with my study, but I don’t know where to find that help.” I’ll tell them to post on the Listserv that you’re looking for someone to do analysis to help you with this study. People will come out of the woodwork left and right saying, “I’d be happy to help you here.” So feel free to go out and use that resource. It’s very, very widely used. Okay, that concludes my presentation. We will now turn it back to Molly and answer any questions that the audience has for me.

Molly:	Thank you. We’ve already got a long list of great pending questions. For those of you that joined us after the top of the hour to submit a question simply use the Question section of your “Go To” webinar dashboard. To open that up just click the plus sign next to the word “Question.” That will expand the box and then you can type your question or comment in. The first person asks, “Can you train us in using Invivo?” 

Tim Trautman:	We don’t have Invivo training available right now. I’m sure you could probably go out to the internet and find something available. I’m sure there’s probably a YouTube video about it. But VINCI doesn’t provide training on the commercial off-the-shelf analytical tools like that. We do training on SAS, but Invivo is not one of the items we offer training for.

Molly:	Thank you. The next question we have is, “Regarding steps 3b, Project Needs Assessment,” how are VINCI staff trained to provide what almost always ends up being complex answers to questions about VA research regulations? Does VINCI coordinate with ORD Central Office personnel to do these assessments?”

Tim Trautman:	We don’t coordinate with ORD. However, the staff that does the Project Needs Assessment are researchers themselves. Or, research assistants who have done this sort of stuff before. They know what the processes are and who does what, what the rules and regulations are. So they are more than capable of helping a research study determine how to do their setup. The only thing we can’t really do for you is to write your protocol. That’s very individualized doing studies. But other than that we can really help you. Thank you. 

Molly:	Thank you. It sounds like Data Needs Assessment and Project Needs Assessment should be done before sending anything to IRB to review. Is that correct?

Tim Trautman:	I would agree with that. We are more than happy to help you at any stage of your study. I certainly think the Data Needs Assessment is one of the most important ones, and I think it is important to get a handle on what day you’re going to meet before you go to your IRB and request that data. So I am in full agreement with that.

Molly:	Thank you. I think this next question is just a rewording of that. Is IRB approval required before step three, Data Needs Assessment? It would be such a shame that a researcher has to obtain IRB approval to talk to VINCI and then to submit a modification to adjust the data sources.

Tim Trautman:	Yes, agreed. So in this case please come to us with the Data Needs Assessment prior to getting your IRB.

Molly:	The next question is, “If a study is just a database study that gets local IRB approval, does one need to get a local information security officer and a privacy officer approval since it looks like it is a part of the DART process?”

Tim Trautman:	Well DART is only used if you need data from more than just your local facility. If you need data from more than one facility, then you have to use the DART process. Otherwise, access to local data is determined by your local rules and regulations for the center that you work with. So I recommend speaking to your research office locally about what their requirements are for local data. Thank you. 

Molly:	Thank you. The next question is, “When might I need Real Social Security Number access?”

Tim Trautman:	That’s usually done when you’re doing a chart review or using CAPRI VistAWeb. A lot of times also some of the datasets are only available with Real SSN. For example on TIU Notes, while you can get TIU Notes that have a Scrambled SSN identifier, you have to have Real SSN access, because the TIU Notes can contain Real SSNs within the notes themselves. So ORD has determined that since that’s a possibility then those requesting access to would need Real SSN access. Now, VINCI can provide TIU Notes to you using Scrambled SSNs, but that still means that you have to get Real SSN approval. So a lot of times when you need to compare datasets and you haven’t got a Scrambled SSN in a particular dataset because it only has Real SSNs, then you’re going to want Real SSNs across your other datasets so that you can combine them using the Real SSN as your unique identifier. Thank you.

Molly:	Thank you. The next question is, “What do you mean by NLP? Can you do Questor analysis of words for example?” 

Tim Trautman:	The Natural Language Processing, NLP, there are types that use keyword searches where it’s kind of a dictionary search. You can go in and search for certain common words or phrases. You can also string together things like negation and phrases to create what’s called a “Pipeline” of running text notes through it to cull out the data that you’re looking for into a structured field. So if you look up “Natural Language Processing” on Wikipedia you can see all the flavors and variations of it. And there are a number of tools out there including ones that VINCI have available in the workspace. Plus, we’re working on rolling out additional NLP tools within the workspace in the coming year or two. 

Molly:	Thank you. The next question is, “Do you have to use SAS or can you use Stata?” 

Tim Trautman:	You can use Stata if you wish. We have both available and it’s completely up to you what your preference is.

Molly:	Thank you. Can you talk more about using VINCI for clinical recruitment? How does that work?

Tim Trautman:	Usually what that involves is that you get a list of patients based on say an ICD-9 code from a certain facility. You can certainly provide that information as long as you’re approved for it. And then you would use that to develop your cohort Real Social Security Numbers. Then once you’ve got those Real SSNs if you want to do a chart review then you can look up individuals in CAPRI using their social security numbers and do your review. Thank you. 

Molly:	Okay. The next question is, “Can you please discuss self-SAS training? Are there tutorials available?”

Tim Trautman:	We have a lot of documentation on SAS and we have presentations on SAS. There was a Cyber Seminar just a few months ago by Marc Esso, our SAS Admin. It’s a fabulous presentation. So you can take a look at those presentations and you can get something out of that as far as self-training. You can look at the guides. There’s a ton of information on SAS and on the SAS Grid. If you want some personalized training, Marc is more than happy to work one-on-one or with a group of people to help you use SAS and to make you understand the various aspects of SAS, or just one particular aspect if you wish. Just send an email to VINCI@va.gov and request that. We’re happy to help. 

Molly:	Thank you. The next question is, “Would the DART team consider offering an alternative email copy for DART correspondence? Many of us do not have regular access to our VA email.” 

Tim Trautman:	It’s been talked about and it hasn’t made it to the backlog for development. Currently, we do not have room to put in an alternative email address. As soon as National Data Systems feels that that’s an important feature to include, then they would let us know to include that on the backlog of priority items to be developed. So if that’s something important to you, I would contact National Data Systems and request that enhancement. The more voices that they hear, the more likely it is to get onto the priority development list. Thank you. 

Molly:	Thank you. Will VINCI training for R be developed akin to what has been provided for SAS?

Tim Trautman:	There are no bands at this time that provide training on R as far as I know. I’m afraid we don’t have any training available on R from VINCI. 

Molly:	Thank you. The next question is, “Does any of your software do confirmatory data analysis, CSA?”

Tim Trautman:	If I knew what that was I could tell you, but I don’t know what that is. We do have a great number of analytical software packages. 

Molly:	Thank you. How much do you charge per hour for data analysis? 

Tim Trautman:	I think it depends. It’s on a project by project basis. 	Again, you can inquire at VINCI@va.gov and one of our VINCI Concierge Service people will be in touch and they can discuss how complex the analysis is and what are we looking at. Then they can make a determination and will actually give you a quote based on what you tell them. 

Molly:	Thank you. What is the difference between Project Needs and Data Needs Assessments?

Tim Trautman:	Data Needs Assessment is very specific in that we can tell you based on what data you’re looking for, what data to request. The Project Needs Assessment is everything else. How do I set up my study? What resources should I use for my study? Do I need Real SSNs? Do I need Scrambled SSNs? Do I need a patient ICN? We can help you with every other question outside of the Data and the Project Needs Assessment. And we can do both at the same time. 

Molly:	Thank you. Does VINCI have any biostatistician support? I’m looking for help by a statistician. What would you recommend if there’s no biostatistician at my local VA where I work?

Tim Trautman:	I believe that’s available through our fee-based VINCI Services. Again, send an email to VINCI@va.gov and we can send it to our Service Department and to make that inquiry as to whether or not a statistician is available. Thank you. 

Molly:	Thank you. When there is mention of SAS, do you mean SAS software used often by statisticians? What do I do if I have no experience with SAS? I feel like we’ve already kind of touched on this, but you can briefly review it again. 

Tim Trautman:	Sure. So we’re talking about the SAS software and we’re also talking about the SAS Grid. We do have an extensive collection of guide available on getting started with SAS and using SAS. If you need someone to help you to get started with SAS, again we can provide training on how to use SAS. But for the most part if you’re new to SAS, we recommend picking up a good book and getting started that way so that you have a familiarity with SAS before getting involved with the actual SAS environment. 

Molly:	Thank you. What are size limits to data /project folders? 

Tim Trautman:	We currently provide a standard folder-size of one hundred gigabytes. You can request more folder room. On a project by project basis we just ask that you send the request along with a justification for the increased size to VINCI@va.gov. We can double your space if necessary. One of the things we frown on though is if you come back to us and say you need six terabytes of data storage. Well we’re not made of data storage. We have a lot of it, but it doesn’t rain from the sky. We have to every year procure more and more data storage space and the VA has to provide the dollars for the funding of that space. We’re constantly, constantly adding space, but it’s still a finite resource and we have to ensure that we have enough of that resource to go around. So that’s why we ask for the justification. Thank you. 

Molly:	Thank you. The next question is, “How do you technically do a Data Needs Assessment?” We just emailed VINCI with all the variables we plan to use to capture our research interests and asked what others we might need. Is that basically it? 

Tim Trautman:	Yeah that’s basically it. We have specialists who are intimate with the data that know which data points live in which datasets. We also have documentation available on VINCI Central on each dataset. So you can even go and take a look at the variables yourself. But no, our VINCI Concierge staff is very knowledgeable on the data that’s available and can help you to determine where the data is that you’re looking for. Thank you. 

Molly:	Thank you. Please clarify regarding local data? My understanding is I can still use VINCI, but I don’t need DART approval. If so, what is the process to obtain access?

Tim Trautman:	That’s a good question. Yes, you don’t need DART approval to use the VINCI Workspace. It’s a completely separate thing. So if you get local data and you want to bring it into the VINCI Workspace and do your analysis there, you’re more than welcome to. What we ask you to do is to send us at VINCI@va.gov your request. We’ll need to know a Primary Investigators name. We’ll need to know the name of the study. We’ll need to know those on your study who are authorized for access to the data so we can add them to the workspace as well and to your project folder. Lastly we need to know the name of the person that’s authorized to add additional users. That’s usually a Primary Investigator controlling access to his data. So send those four items to VINCI@va.gov and we’ll be more than happy to get this started in the workspace. 

Molly:	Wonderful. Regarding being able to use Stata versus SAS, is that true of being able to cull in the data from the server? Or, can you only use Stata after you’ve created your project-specific dataset?

Tim Trautman:	I believe it’s the later, where you’ll need your project data in order to use Stata against it. I’m not a Stata expert, but that’s my understanding. 

Molly:	Okay. Are text reports, for example echocardiogram reports, available in VINCI? Can NLP be used to cull out specific findings such as ejection fraction?” 

Tim Trautman:	Yes. As a matter of fact there is an ejection fraction tool that’s available. It is an NLP annotation based tool for culling out ejection fraction data from TIU text notes. 

Molly:	Thank you. Somebody writes in, “I don’t know if you’re taking comments, but for the record Marc Esso is indeed very helpful.” 

Tim Trautman:	We hear that a lot. He’s fantastic with SAS. He’s a genius with SAS and he’s the nicest guy in the world that can help you with that. 

Molly:	Alright. The next question is, “What is the process for getting new R packages on VINCI?”

Tim Trautman:	We have a guide under “VINCI User Guides,” on R packages in VINCI. It talks about how to install R packages. You would need to bring them into VINCI and you would need a Development Workspace to do so. Then you would install it yourself. Of course VINCI can provide system admin support to get that installed as well. 

Molly:	Excellent. The next question has several portions. Let’s just take it one at a time. I think we’ve already covered this, but maybe you can review it real quick. How do you do the Data Needs Assessment?

Tim Trautman:	When you send in your request to VINCI@va.gov one of our Concierges will look at the data points that you’re seeking. Then they will know where that particular piece data just from experience say resides in an outpatient data source. Or maybe it’s in VCMA if you’re doing pharmacy that’s our code medical administration that’s for tracking pharmaceuticals. Our VINCI/CDW data experts know where these data points are. Then they can say, “You’re looking for this particular data point. You’re going to need this data source.” They’re just experts in the data field here at VINCI. And that’s quite simply how it’s done.

Molly:	Thank you. The next portion of that is, “How do you do the feasibility? For example, ICD-9 counts you mentioned.” 

Tim Trautman:	Again, send to VINCI@va.gov saying, “I’m looking for a count. I want to include these ICD-9 codes.” And you can give us a list of codes. You can also say, “I want to exclude these codes.” And then you give us the locations that you’re looking for information on. And then we also need a data range. Send us those items saying, “I’m looking for these ICD-9 codes, but not these.” So if someone has a couple of the ICD-9 codes and you’re only looking for someone that only has one of the codes and not both of them say, “Exclude these ICD-9 codes and include these locations and for these dates.” Then we’ll juggle up the number for you and send it to you. We have people on staff that builds the queries against the data and they come up with that number. Thank you. 

Molly:	Excellent. So now I’m going to read the whole thing, because they’re all kind of intertwined. How do the Data Needs Assessment, the feasibility, and the preparatory research processes differ from one another? When do you use each one? What order should you do them in to assess the data available for your project? 

Tim Trautman:	As mentioned earlier, the sooner the better. It was previously asked, “Should I do this before I get my IRB?” And I highly recommend that. As soon as you have your protocol written up, even if you’ve not sent it for approval, if you send that to us we can help you to determine what you’re going to need ahead of time. That way when you go to your IRB and to your RNV committees you already have a plan of attack. You already know what exactly what data you need.  So the sooner you can get it to us the happier you’ll be. 

Molly:	Thank you. Could I get a statistician from an affiliate academic center who is a non-VA employee? Would this outside person be able to access the VINCI Workspace? What would be needed to make that happen?

Tim Trautman:	If you’re not affiliated with the VA you would not be given access. What we recommend is that you go to their local research office and get locked without compensation. What that’ll do is that’ll create a VA identity for you. Once you’ve got a VA email address, an identity, then we’re able to add you to the VINCI Workspace for access. Your study would also need to go back to their IRB and add that person as a participant. You would need to also add that person in your DATA request as an amendment. Once they’re approved for data access, it’s just a simple matter of adding them for access to the project folder and to the workspace. Thank you. 

Molly:	Thank you. I would like to follow-up on the local ISO/PO approval. If one is doing a National Database Research Project that requires DART approval, is local ISO/PO approval required as well?

Tim Trautman:	When you go to do your 9957, the last signature on that is the ISOs signature. So you would need the ISO to sign the 9957. The PO, Program Office, they usually already have been in touch with you and can tell you what the expectations are for requesting data. You probably wouldn’t need the Program Office approval unless that includes the R&D Committee. Otherwise, it’s mostly just National Data Systems and your IRB approving access.

Molly:	Thank you. At the completion of a project, what can investigators download from VINCI? Can the patients’ direct identifiable information be downloaded or just aggregate data? 

Tim Trautman:	If you have permissions to download identifiable patient data to a local secure server, then you can certainly do so. That would be an amendment to your DART request asking National Data Systems if you can move data off of VINCI onto your local secure server. Now if it’s just aggregate data that’s not identifiable, you can download that anytime without permission. I would remind you though that VINCI does audit all the downloads from IRB research for PHI and PII. Many times people think it’s simply enough to remove all the identifiers, not knowing that there are quite a few identifiers and a lot of ways to put data back together to reform an idea of who the patient is. So you have to make sure you get those eighteen HIPPA identifiers out of there, and anything else that might be combined to reestablish someone’s identity. Thank you.

Molly:	Thank you. The final question is, Clarify how the preparatory to research process differs from the Data Needs Assessment and feasibility emails?” 

Tim Trautman:	With the preparatory research process, it gives you access to all of the data so you can go in and explore the data on your own. That’s different from the Data Needs Assessment where we know what the data is. And if you just ask us, “We need such and such,” we can tell you what it is. But a lot of people like to explore on their own and come up with their own inquiries about the data, where it lives, and then just use their intuition on looking through the datasets to find what they need. So it’s more for doing an in-depth exploratory into the data that’s available, rather than something simple like the Data Needs Assessment. 

Molly:	Thank you. That was the final pending question. We are just at the top of the hour. Great timing. Do you have any concluding comments you’d like to make? 

Tim Trautman:	I would like to thank you all for coming. VINCI is here to help you. If you have any questions, why not take advantage of our resources. Again, VINCI@va.gov is our one-stop shopping. We’d be more than happy to help any of you and all of you.  I’d like to thank Molly for hosting the Cyber Seminar today and I really appreciate her efforts every month in making these available to people. Thank you everyone for coming.

Molly:	Well thank you very much Tim for lending your expertise to the field and for all you’ve done for VINCI. Thank you to our attendees for coming. Once again, we do have a VINCI Cyber Seminar every first Thursday of the month at 3pm Eastern. As you exit out of today’s meeting, please wait just a moment while a feedback survey populates on your screen. Please do take just a moment to fill out those few questions. We do review your responses closely and it helps us to decide which topics to have future Cyber Seminars on. Once again thank you Tim. Thank you to our audience and everybody enjoy the rest of your day. 
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