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Molly:
I would like to introduce our speaker today. Joining us is Dr. Jeffrey Scehnet. He is the VINCI Services Manager. We are very happy to have him here. At this time Dr. Scehnet, are you ready to share your screen?

Jeffrey Scehnet:
I am.

Molly:
Okay. We are live.

Jeffrey Scehnet:
Thank you Molly.  Thanks everyone for joining us today. As I Molly mentioned, today's Cyberseminar, The Data Access Request Tracker or DART system. The DART application is an online application used for IRB research data access approvals. Currently, it is not used for operational requests or preparatory to research access research requests. However, there is future development planned to incorporate these workflows into the DART system.  

The DART system again is an online application that allows National Data Systems and other data stores to collect and study information and documentation needed for a data access request via an online Wizard. This Wizard, it determines which documentation is needed for approval based on the entries. It distributes the request to the reviewing and approving authorities. It allows these authorities to not only review the request but request changes, approve the request, deny the request. Then also it allows them to monitor, track, and report on all of the requests associated with their particular data source.  

Some of the features of DART; the DART application can – contains a communications utility, which allows the reviewer and the requestor to communicate back and forth. Those communications are tracked within the system. It sends out e-mail notifications to notify the requestors what progress has been made and whether they need to make any sort of changes to the request, if the request was approved, denied, et cetera. It captures all events associated with that specific request using the history tab. It also provides actual and average approval times using meeting approval times; so that there is a little more transparency in the request and approval process. Then there are more features to come in future developments.  

We are on our first poll question. How familiar are you with using DART? Not at all, a little, an expert, et cetera…?

Molly:
Thank you. For our attendees, please just click the circle on your screen, which best describes your familiarity with DART. As Jeff just said, the answer options are not at all, a little bit – but I am still confused about aspects. I feel comfortable using it; or, I am a pro and can even help others use it. We have got a very responsive audience today. We appreciate that. It helps our presenter know the level of detail to go into for certain aspects.  

We have had 90 percent of our audience vote. I am going to go ahead and close that out, and share those results. It looks like we have 60 percent are not at all familiar with it. About a quarter of our audience are a little familiar but still confused about some aspects; 12 percent feel comfortable using it. Six percent say that they are a pro and even feel good helping others. I will turn it back to you now.

Jeffrey Scehnet:
Thank you. Well that is great. The majority of people on this Cyberseminar today; and hopefully this Cyberseminar will be very helpful to you. If you have any questions after the fact, we will have a Q&A session, but then, also provide some information on how you could contact VINCI. We, our concierge service can walk you through a DART request, if you are doing your first one. Then we have staff members that can help you with that.  

We can actually review some of the documentation that you will be submitting just to help make sure that it goes through smoothly for your first time. The DART application is that it allows researchers to submit a request to access the data. Part of the requirements are certain forms. Those forms can be found on the VHA data portal page. Some of the most required documents are copies of the research request memo. This is sort of a summary document that NDS uses during the review process. It includes some background information of what data is requesting and what participant.  

If you are going to be storing the data inside or VINCI or on your secure local server, et cetera. It is also where they collect the signatures of the CI, the CI supervisor; and then the local ISO, or Information Security Officer's signature. The IRB approval letter, and R&D committee approval letter, a copy of the research protocol; a copy of the HIPAA Waiver of Consent; if requested and approved by your IRB. Or a copy of the actual blank consent form that was approved by your local IRB or the Central IRB. If you are requesting real SSN then there is a Real SSN Access Request Form.  

Then there are several other additional data source specific forms. An example of this is the vital status files. The file status files and so called gold standard for death data in the VA. It originates outside of the VA _____ [00:06:22] CMS, data. There is a special rules of behavior that is required by anyone who will be viewing or having access to that particular vital status file. Again, all of these forms and templates can be found on the VHA data portal page.  

DART takes approximately ten business days from submission to approval. If all of the requirements are completed and submitted correctly. Again, I would highly suggest contacting VINCI at ca dot gov. one of our concierge specialists can walk you through the DART process and even help review some of the documents to make sure that they are filled out, completed, signed, et cetera.  Where the delays come from is a lot of times when it is the back and forth between the reviewer and the requestor to make changes to this documentation. Sometimes these changes can add a significant amount of time especially if it requires going back and getting this signature from somebody at your local facilities. It may be difficult to hunt down, so to speak.  

Basically, NDS reviews the request. There are some additional reviews involved such as privacy, security. Then once NDS gives final reviewed, the DART request is considered approved. Quickly here is a general overview. The requestor, or researcher would submit a request via the DART application. NDS does an initial review. For most studies, they send it to their privacy reviewer and security reviewer. Then again, if Real SSNs are needed, there is the additional ORD review.  

Once all three of those secondary reviews are completed, it is sent back to NDS for final processing and final approval. Once they get final approval, then the data and e-mail is automatically sent to the CDW VINCI data managers and for – or to start the data extraction process. There are some of what we call independent data stewards that are incorporating their workloads into DART. These data sources are independent of National Data Systems. They review the requests specifically for their data source. That data source currently just accesses the sole approving authority. Once they approve, an e-mail will sent out. Their group will either extract the data for you; or in many cases, data managers have an agreement to extract that data.  

Again, upon submission of the request, NDS does an initial review. This is to verify completeness of the request and to make sure the documentation and the forms that were submitted for each particular document like the IRB Approval letter is actually a copy of the IRB Approval letter. Based on the request, and the data sources selected, they would then send that particular request to any additional intermediate reviewers such as the privacy reviewer, or security reviewer, or ORD, et cetera. If there are signatures missing or something was missing in the documentation, they will request a change. It rarely happens. But sometimes a request is denied. But the majority of the time, 90 something percent of the time, they just submit a change request and work with the requestors or the research groups to make sure that the request gets documented correctly so that you can gain access to that data set.  

As I mentioned, there are often these intermediary reviews such as privacy, security, and ORD, if Real SSNs are requested. There are also some other data stewards that in DART that again act as their own independent reviewers. That are separate and that must undergo a review and approval before final approval is given. Their data sets can be provided to you. There are changes that can be requested. They can deny their portion of the request.  

Sometimes again, it is rare but sometimes one data set could be denied. An example of that is if somebody submits a request. This is just a hypothetical example. But somebody would submit a request that is looking at colon cancer, for example. But they are requesting the homeless registry. But there is nothing in the protocol that says in the inclusion and exclusion criteria, they are going to look at homeless Veterans. Once all of the intermediate reviews are taken care of approved, NDS does their final processing of the request. It gives final approval again. This is to ensure all of the other reviews were conducted and documented.  

Then once they give their final approval, DART automatically notifies the requestor and the data managers, et cetera that the request is approved. The data extraction process can begin. Once that has occurred again, the CDW and VINCI data managers will work with you. We have CDW data and some of the other data sets that are managed by National Data Systems like the _____ [00:12:11] data and Vital Status Files, et cetera. If a VINCI Workspace is requested, or in the DART application you listed VINCI as the storage location, a secure location environment will be set up in VINCI for your study staff.  

That was an overview of the actual process and sort of documentation to be reviewed. To get access to DART, there are a couple of ways to do that. You can either go to the VHA data portal page. Down in the right-hand corner under popular links, there is a link called launch DART application. If you click on that, it will send you to the DART application. There is also – you can get access to DART from the VINCI Central page up at the very top left-hand corner. Once you click on those links, it will take you to the DART application. Or you can even create an icon on your desktop for DART or put it in your favorites.  

When you log in, you use your VA login username and associated password. This is your VHA, SLC, et cetera. It is usually like the last four letters of your last name and then the first letter of your first name. It is the same login you would use to log in to your VA computer. Once you log in, the DART application use again this Wizard to collect all of the information that is needed by the approving authorities to review and approve your request.  

When you log in, the first screen you will see is the dashboard. This dashboard is customized for each person based on their log in. You have two main tasks. One is your to-do list. The other is your request. The to-do list shows all requests where there is an action item needed by the requestor. These are, for example, once you have submitted a request to NDS; if they come back with changes like a signature is missing. They will put it in a change request status and send it back to you. It will show up in your to-do list.  

The other tab is request. This is where it stores all the requests that you are associated with. If you are a data analyst on 20 projects, all 20 of those projects that you have been listed in, in your DART request will show up in your dashboard. This is also where you would create a new request. When you create a new request, the first sort of popup window you receive is asking you for the official name and whether it is research or operations.  

Again, right now, operations is not included in DART. There is a future development plans. But right now, it is only for research projects. The official name is really important that for the official name, you list the actual name that is on the IRB Approval letter. It has to match. This is something that has caused delays in the past. Because that name again has to match what is listed on the IRB Approval letter.  

Once you put in the official name, select research data access. You would click create request. This takes you to the general information page. This is the page where you can enter a short name. This is the nickname of the study or acronym. As VA Investigators, we love acronyms especially if the official name is double randomized blind placebo trial, blah-blah-blah. We call it GREAT or something or PRIDE, or whatever wonderful acronym we have for our project. This is where you would enter the official IRB number that was assigned to this project by either your local IRB or the Central IRB.  

You would list the IRB expiration date that matches the expiration date on the IRB Approval letter, the start date and end date. The real key here is that the IRB expiration date matches what is listed on the IRB Approval letter. Because later in the application, you will have to upload a copy of that IRB Approval letter. The start date and end date are somewhat arbitrary. The end date is usually a date somewhere in the future. Most of the time it ties in with funding cycles. If you were funded for a four year project, you could put four years into the future. If it is a one year pilot program, you could put one year, et cetera.  

The next page is the participant page. This is where you would add the names of the study personnel and their location. It could be a single site project or it could be a multi-site project that involves collaborators at 10, 15, 30, or 50 other VAs. This is where you would specify the primary or principle investigator of the overall project; and the primary location of the project; then again, any secondary sites; and sort of that investigator or principle investigator at that secondary site. 

You would also check a couple of boxes on this page. One is notifications; the notifications box, that will send. Anyone who has that box selected will receive notifications from DART. These include every time a different approval step has been finished and completed, you will get an e-mail notifying you. It will notify you if any changes are needed by the requestor or the reviewer I mean, et cetera.  

Data access, this is any individual that will have access to the data whether it is viewing the data in any format. It is not just data access to a particular server set or database. It is overall data access. If anyone will be viewing the data, they need to be listed on DART and data access selected for them. Each page, you have the option of going back to the previous page. If you want to save drafts, you can. But if you click next, it automatically saves the information you have entered into that particular page.  

The next page is the data sources page. This is – it has a few items here in addition to the data sources. The first is your data storage location. You would select either VINCI, or your local VA server. If you select your local VA server, you are required to add address, room number, building, et cetera where that particular server is located. Or you can select both. More and more these days, more researchers are using sort of what we call a hybrid project; which includes storing the majority of data in VINCI. Running your analysis in VINCI, and then downloading a subset of that data.  

The next question is will the data be transferred outside of VHA? No, if yes, then you are required to upload a delay that you have been placed with your local facility. Usually that involves privacy officer, your ISO, and many times an agreement, and reviewed, and approved by Central Office. The next is the identifiers. You have the choice of real SSN, scrambled SSN, and data sets such as the data and CDW, and VINCI. We used separate identifiers. That selection is data containing PHI. But no real or _____ [00:20:40] or scrambled SSN, those identifiers.  

Then, we have the data sources. The data sources are separated out or categorized by CDW data. We have the mainframe data sets to choose from. Then so-called other data sets; and more and more data will be included in the DART application in the future. More and more data stewards are speaking with us or discussing getting their workflows incorporated into DART. Again, this will be – the idea is that this will be in sort of that one stop shop where you can go and submit one single application for multiple data sources instead of having to create multiple packages and sending those off to each individual data steward.  

The next step is the documents page. This is where you are required to upload the required documents that are needed for review by the reviewers for approval. Again, this includes like the research request memo, and copies of the IRB Approval letter, and R&D Approval letter, a blank consent form or a waiver of HIPAA authorization, if that was granted by your local IRB or a Central IRB. Copies of protocol and then any other participant specific document such as the vital status and rules of behavior.  

This page allows you to upload documents. But it also versions those documents. It is the responsibility of  the research group and the requestor to go into DART once a year and update your IRB expiration date and upload a new IRB Approval letter once you receive that from your local IRB or Central IRB for your yearly continuing review. Then finally you have the submit page. This is where once you have entered all of the information and uploaded all of the documents in DART, the application knows when all of the information has been entered, and documents have been uploaded. It will allow you and give you this sort of little green informative banner here that you can now submit your requests. 

You click submit and the request will be automatically sent to NDS or any other data stewards that their data sources were selected in DART. If you forgot to enter something in one of the fields like the IRB expiration date, or you accidentally put it in the past instead of the future, it will tell you where this green banner is. It will be red. It will tell you what you are missing. If you forgot to upload a document, it will tell you which document you are missing. Then you can just go back in the application, fix the issue. Then come back to the submission page and it will allow you to submit the request.  

There are also on the required documents page, there is a section or a tab called admin documents. This is documents that were uploaded by the reviewers or approvers. For example, the privacy reviewer usually uploads a privacy review checklist that they used during their review. In the past, there was a EUA, a national data system. It used to require a DUA for all projects. But because of the new handbook, that requirement has been removed. But there may be other document specific admin documents that are uploaded by each different data steward.  

Those are available to the requestor, if they need to submit those to their IRBs during their continuing reviews. Some IRBs would like copies of them. Others, they do not care. You do not have to submit anything back to your IRB. Again, there is a history tab in the top right corner. This will show a few things. It shows all events. If you click on the tracking number for the original request. Then all amendments are designated by the little AO1. It means there has been one amendment. AO10 means there has been ten amendments.  

You can go into each amendment and see the exact timelines and events that occurred for each particular request whether it is the original submission or amendment. Or, you can click on the little blue button that says go to original or go to amendment and see exactly what was included during that particular point and time for that amendment or the original request.  

As I mentioned before, there is communications tool inside DART in the top right-hand corner. If you click on that, this allows not only the researchers and reviewers to communicate back and forth. But it tracks all communications within the application. This helps avoid some confusions when multiple parties are involved. Maybe one person was not included in the e-mail. But they needed to be included, et cetera. It is all – these communications are available for both the reviewer and requestor.  

Well that is DART. If you have any questions, and again if you need any assistance in completing your DART request especially if it is the first time you are submitting one, please contact the VINCI concierge team at VINCI at VA dot gov. one of our staff members will walk you through the process. We can review documentation to make sure it is complete and make sure there is nothing I there that might cause any red flags or delays in the approval process.  

Molly:
Great, thank you so much, Dr. Scehnet. We are ready to move into the Q&A portion now. I just want to let our attendees know that joined after the top of the hour. To submit your question or a comment, please use the question section of the GoToWebinar control panel on the right-hand side of your screen. Just go ahead and click the plus sign next to it. That will expand the dialogue box where you can then submit your text. We will get to it in the order that it is received. The first question we have is can you initiate the DART request, save it, and add missing parts at a later time?

Jeffrey Scehnet:
Yes. The key here is that you initiate the request. You at least put in the official name and click on research data, access request. Then click the initiate button. Once that is done, then you can come back to DART at any time. You could complete everything in one day or you could come back every day for six months. It is saves the information for you.  

A lot of times individuals will even initiate a DART request before they get IRB approval just so they can start collecting the documents that are needed. The DART application will not let you submit it until you get IRB approval. Because that IRB Approval letter is a required document. But you can at least get started and start getting, and taking care of some of the other documents.  

Molly:
Thank you for that response. Let us say another investigator or student is added to existing DART approved project and is given a VINCI workspace. Would they have access to all of the data for that approved project? Or can you limit their access to one analysis or a smaller data set?

Jeffrey Scehnet:
If they are added to the DART application, approved, and given access to the VINCI environment; the data sets are approved by project. We do not limit their access to a particular data set. They would have access to everything. The review group could or the PI could create a subfolder within their area for this particular student and require that they only go into that folder. But we do not sort of monitor or police. That would be something that the PI, or a project manager or something would have to enforce for them.

Molly:
Thank you very much. The next question – can one IRB Approval letter be used for multiple DART applications. For example, if two investigators on a team were addressing different aims for the same IRB approved study, could we submit two DART applications?

Jeffrey Scehnet:
No. NDS and the other VistAs, they review these per project. Even if there are two separate sites with two different investigators; and they're looking at different aims or objectives, it is really considered a multi-site study. They could get access to VINCI and their folder.  

Again, there could be subfolders created inside their VINCI workspace for the two different individuals. But ultimately they would both have access to all of the data per project. We want one or NDS and the other data sources require one IRB sort of documented IRB approval per DART request.

Molly:
Thank you very much. The next question – I thought there was an operations application process to gain access to data. Am I in error?

Jeffrey Scehnet:
No. There is an operational access process. It is just you do not use DART. Currently, if you want access to CDW or VINCI data for operations, you would use what is called the EPASS system.

Molly:
Thank you for that reply. The next question – we are currently working through the IRB approval process preparatory to submitting a DART. I have several questions. At what stage should I contact the DART concierge to figure out the details specific to our study?

Jeffrey Scehnet:
The sooner and the better. As I mentioned before, even if you do not have IRB approval yet; if you want to go into DART and initiate the request, then one of our VINCI concierge personnel can work with you to make sure that all of the information that you are entering into DART is correct. It matches what is going to be needed for your project.  

There are a lot of things we can do up front. We cannot give you any data. The DART request cannot be reviewed or approved until you get IRB approval. But we can start the process with you and start informing you on how that data matches up to a particular data domain in CDW and VINCI. And which documents you will need based on your data sources that you need. There is a lot of work. The sooner the better; contact us from the very beginning. We can work with you through the life of the project.  

Molly:
Thank you for that reply. The next question – can DART be used for recruitment purposes? If so, how?

Jeffrey Scehnet:
Yes. VINCI has a core service for clinical trial recruitment. Part of that includes DART approval. Again, VINCI does not review or approve any requests for access to our data or CDW data. The National Data Systems is the approving authority for CDW and VINCI. If you would like to use CDW or VINCI to help you recruit patients for a trial at your facility, our group, the VINCI Services GROUP can help you with that. We can help you submit a DART request to gain approval to get that list of Veterans that would fulfill your inclusion and exclusion criteria for going – in order for you to go out and consent them to participate in that trial.  

DART again is just the document management system. It does not really give you access to the data. It just allows NDS and other data stewards to manage that review approval process. If you need assistance completing that DART and would like VINCI Services to help you or your site with recruitment, give us an e-mail. Or send us an e-mail at VINCI at VA dot gov. We can start that process for you. But that process does include getting a DART request approved. Because for clinical trial recruitment, the project needs to be IRB approved. It needs to be R&D approved, et cetera.  

Molly:
Thank you for that reply. The next question – how does one know what data source you should select? If you do not know, where is – or what data is where?

Jeffrey Scehnet:
That is a good question. This is again, key to contacting VINCI at VA dot gov early on in the process. One of our services team members can conduct what we call a data needs assessment for your group. That is where we will work with you and discuss, Okay, what are your inclusion and exclusion criteria for this particular project? Then we can help you map that to the data sources listed in DART and the domains within CDW and VINCI.

Molly:
Thank you. The next question – I would like to validate the data I received through my request by cross-checking it; for example, for completeness with the data in CPRS. Do I need a real Social Security Number approval for that? Or is there another way to do that? If there is no other way to validate the data, is that considered quote, a good reason by ORD to request the real Social Security Numbers?

Jeffrey Scehnet:
Yes, you can validate it by giving access to _____ [00:35:19] VistA web. A lot of times many individuals look up that patient using their real SSN. Some avoid the need to go through a real SSN process. They look the patient up or the Veteran up using their first name and last name and last four of the Social. If you have requested the last four of the Social, then you do not need real SSN access.  

Molly:
Thank you. I have heard that there is not very much quote room left on the VINCI server. It is becoming difficult to obtain approval for requests for a new project folder on VINCI to save the data. I am wondering if this was just a rumor. Or, if we should plan to store our data outside VINCI for an upcoming study?

Jeffrey Scehnet:
That is just a rumor. But we are approving. NDS is currently approving requests that come to them using the DART application for storage and analysis in VINCI.

Molly:
Thank you. Collaboration with external academic colleagues is common. Is it permitted to add non-WOC and non-VA employees to the DART application? Well, we will start with that.

Jeffrey Scehnet:
Okay. No, unfortunately, VA policy, this is not a VINCI policy or a National Data Systems policy. It, ORD, ORO mandates that anyone involved in a VA project must have a VA affiliation. That includes WOC, contractor, or a paid affiliation.

Molly:
Thank you. The remaining portion of it – also, can a de-identified aggregated data set be downloaded from VINCI and provided to an external statistician?

Jeffrey Scehnet:
I will answer part of that. The second part has to be determined by your local facility. You can download a so-called de-identified aggregate data set from VINCI as long as that information is included in your DART application. You would include that information in the research request memo. Then you also have to state what you were disclosing outside to this particular person. We do not determine whether you can do that or not.  

VINCI does not take the responsibility or liability of saying that a data set is actually de-identified according to HIPAA standards. Again, for something to be de-identified, it cannot have any of the 18 identifiers and that includes date included in there. It is just sort of not to avoid your final portion of that question. But we do not – we do not take on that authority to say you could send any data outside of the VA.  

This is sort of a sensitive topic right now because of some lawsuits that the VA has recently been involved with where the data has gone outside of the VA that was de-identified according to HIPAA standards. However, with today's technology, Internet at al, that data was found to be identifiable. I would be very careful before sending any data outside of the VA network even if you believe it to be so-called de-identified.

Molly:
Thank you. Are progress notes accessible in CDW?

Jeffrey Scehnet:
Do you mean TIU notes, progress notes? We do have those within VINCI and CDW. There is a specific requirement associated with them. The TIU notes do contain real SSNs. They are randomly inserted into the notes. Therefore, it is a requirement that you get real SSN approval to access those notes.  

VINCI is working on trying to scrub those notes or provide some alternative ways of getting access to those notes without going through or needing to get real SSN approvals. Unfortunately, we do not have a solution at that time – or at this time. You still need to get real SSN approvals to access the notes.

Molly:
Thank you. What affiliation slash WOC status is needed, if a study is not VA funded?

Jeffrey Scehnet:
It is not really funding. It is who is getting access to the data. If someone is getting access to the data and viewing Veteran data, they must have an affiliation with their local VA; and whether that is a WOC, a paid appointment, or as a contactor. 

Molly:
Thank you. For those of you that are not familiar, WOC stands for Without Compensation. I just wanted to throw that out there. That is the final pending question at this time. I am sure another one will come in, now that I have said that. But I would like you to have the opportunity to give any concluding comments, if you would like to, Jeff.

Jeffrey Scehnet:
Yes, thank you. I would just like to reach out to everyone that joined the call. If you could spread the word to your colleagues et cetera.  If you have any questions and need any assistance; or if you want to discuss your project, or your data needs, please contact VINCI a VA dot gov. we would prefer to get in touch with you and start these discussions sort of early on, before and rather than later. It really helps the process go more smoothly.  

You will get access to the data quicker. The data will be more reliable and not have to go back and change what you initially entered into a DART. Again, we really – our concierge team is there for you. We want to help make sure that your experience moving forward and through the process is as pleasant as possible. Please contact us early rather than later. Let us help you avoid issues instead of reacting after the fact to help sort of overcome any issues.  

Molly:
Excellent, well thank you so much for that great presentation. Thank you to our attendees of course, for joining us. As I mentioned, this session has been recorded. You will receive a follow up e-mail with the link leading to it. Also, the slides are available for you to download.  

Once again, thanks to Dr. Scehnet for presenting and thanks to our field for joining us. I am going to close out the session now. You will be redirected to a short feedback page. We would love it if you could answer feedback questions as we look closely at your responses. It helps us to improve the sessions we have already presented as well as it gives us new ideas of presentations to support. Once again, thank you everyone and have a wonderful rest of the day. Thank you, Jeff.

[END OF TAPE] 
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