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Erica:
Database and Methods, a Cyberseminar series hosted by VIReC, the VA Information & Resource Center. Thank you to CIDER for providing technical and promotional support. Database and Methods is one of VIReC's core Cyberseminar series. It focuses on helping VA researchers access and use VA databases.


This slide shows a series schedule, sessions are typically held on the first Monday of every month at 1:00 p.m. Eastern. More information about this series and other VIReC Cyberseminars is available on VIReC's website, and you can view past sessions on HSR&D's VIReC Cyberseminar archive.


A quick reminder to those of you just signing on, slides are available to download. This is a screenshot of a sample e-mail you should have received today before the session. In it, you will find the link to download the slides.


Today's session is titled Navigating VA Data Access: An Overview of the Process for Requesting Permission to Use VA Data. And it will be presented by Linda Kok. 

Linda is a Senior Analyst at VIReC where she leads efforts on data access and data policy. Ms. Kok provides guidance to field researchers and data stewards about VA, and federal research regulatory policies as they pertain to research data access. 


She is active, active on various work groups to centralize, and improve data access, including the National Data Systems Data Access Request Tracker stakeholder and EHRM Quality, Safety Value council.


Before I hand things over to Linda, let's start our session with a couple of questions to help us get to know you a little bit better. The first poll question is, what is your primary role in projects using VA data? First option is investigator, PI, Co-I; and then statistician, methodologist, biostatistician, data manager, analyst, or programmer, it's project manager, or other. And if, "other," please describe that in the chat function. 
Whitney:
Thank you, Erica, that poll is open and running. I will let that run for a few more seconds or until things slow down a little bit. Things seem to have slowed down, so I'm just going to go ahead, and close that poll out, and share with you. 

Ten percent said A, Investigator, PI, Co-I; 2% said, B, statistician and methodologist, statistician; 19% said C, data manager, analyst, or programmer; 14% said, D, project coordinator; and 11% said, other, and some of those are research education specialist, research compliance, research office admin, library check, research assistant, and clinical documentation improvement quality management. Back to you, Erica.

Erica:
Thank you, Whitney. And our next poll question is how many years of experience do you have working with VA data? And then say, "None, I'm brand new to this; one year or less; more than one but less than three year; at least three, less than seven years; at least seven, less than ten years; or, ten years or more."

Whitney:
Thank you, Erica, that poll is now open. Please remember, once you select your answer choice, to hit, "submit." And alright, it seems like things have slowed down so I'm gonna go ahead and close out that poll, and share the results. 

Twenty-one percent said, "None, I'm brand new to this," 8% said, B, one year or less; 12%, C, more than one, less than three; 15%, D, at least three, less than seven; and 1%, at least seven – E, at least seven, less than ten; and then lastly, 7% said ten years or more. And back to you, Erica. 
Erica:
Thank you, Whitney. Alright, thank you so much for participating in those polls. I will hand it over to Linda now, but thank you for joining us today and Linda, all yours.

Linda Kok:
Thank you very much. Let me get, start, get here, okay. Can everyone see the slides, the presentation, or do I need to switch? 

Unidentified Female:
Can you swap the display number? 

Linda Kok:
Sure, thank you. Okay and if these –? Okay, well, I want to say thank you to Whitney and Erica for that nice introduction to the, to this session today. And thank you all for joining today's seminar. 


The purpose of the presentation today is to provide an overview of requirements and procedures governing access to DA data. And it looks like our audience today is just right for a presentation of this kind, not very long in the VA for the most part, and in the manager, analyst, and coordinator, and other categories. 


And I think that, I hope, and I believe that most of you will find something helpful in the material we're covering. If your questions aren't answered during the presentations, please type them into the Q&A, and I'll try to answer them at the end. 

Alright okay, my slides are, okay. I just wanted to provide a list of some terms and acronyms that I'll use today that may not be familiar to everyone on the call. When I do encounter an acronym, I'll try to give you the full name the first time. But if you have questions, as I said, just add them to the Q&A. If you have a question about a specific slide, if you could include the slide number, that would be helpful.


I'm going to just talk about the first two here. Data source, the way I'm using the term today can refer to a single dataset or a group of datasets, or a set of tables, or domains of data that are managed as a single entity for requesting access. Like, for example, CDW has many, many types of data in it, but it's a single data source while others, data sources have just one particular, smaller size and one type of data.


And for the purposes of this presentation, I use the term data steward to mean the office responsible for granting access to a data source. And that term is used differently at different times.


We'll begin our session with questions that we all ask; How do I get the key to access the data I need? We'll try to answer that question in general through our topics. We'll start by describing the three categories of VHA data use and the differences between them. And then we'll examine some of the general VHA requirements that regulate the use of data in each category. 


And then I'll review the additional requirements that are set by the data stewards for access to commonly requested data sources. Finally, I'll show you the VHA data portal, which is the central resource that provides detailed information about the data sources, including detailed instructions for submitting a data request.


So we'll get started with categories of data use. This table introduces the three categories of data use; operations, research, and preparatory to research, and summarizes the main differences between them. At this plant, I want to make it clear that the categories are not based on what your usual role is. They're based on the purpose for which you will use the data for this project.


If you do research 99% of the time, and you're asked by a Program Office or your facility to conduct a quality improvement project, the work you do on that QI project is operational, and your access to the data is operations access. 

At the bottom of the slide I've included a link to the ORD guide 1200.21, VA Operations activities that may constitute research. And this is the guide that I use for the, for this first section on the distinctions between the categories of data use in the VA.


We'll focus first on operations category, which is defined as activities intended for internal VA administrative or operational purposes. Operations activities use data to manage healthcare facilities, administer VA programs at all levels, national, VISN, and facility.


The intensive operations data activities is to support internal purposes. Internal VA purposes, it's not intended to produce generalized, general knowledge, or expand a scientific discipline.


Slide 15 provides examples of operations activities, quality assurance, quality improvement, program – excuse me, quote program evaluation projects, and public health work that involve data analyses are sometimes mistaken for research since they often use similar methods and involve staff who also do research. However, they are operational data _____ [00:11:30] activities. 


Other examples include the administration of management and management of VHA efforts at all levels from the National Program Offices to the CBOCs. It also includes work such as financial strategy and forecasting analyses. The key thread running through operations activities is the work is intended for an internal VA process – purpose, I'm sorry.


I wanted to use this session also today to clarify some misconceptions. I often hear that projects planning to publish their findings in peer reviewed journals must be research, that you can't publish findings from operations work. And that's just not true.


In appendix A of that program guide, 1200.21, that I showed you on link, slide 13, you'll find us a sample format for documenting non-research activities to be submitted for publication outside VA.


This template steps you through the information needed for publication and provides a signature block for the official in the office or facility that you're working with to attest that the findings reported in the publication did not arise from activities that constituted research. This is just to make sure that research findings are always identified as research findings. 


There are peer reviewed journals that publish findings, operations findings, and sometimes they'll require this type of document before they will publish findings from your operations project. 

VA Research data access category applies to systematic investigations that are intended to generate knowledge that is generalizable outside the VA, or to expand the knowledgebase of a scientific discipline. As we saw with operations use, systematic investigation in and of itself does not define research.


Research projects that are almost always defined as research, and these are activities funded, or supported as research by ORD, or any other sponsor. So in other words, if if the, if you're working with, at, on activity that has, was requested, funding was requested for research activities, and it was funded as research, then it is always research, and then clinical investigations defined under the FDA Food and Drug Administration, FDA regulations.


Studies that have double blind interventions or use of placebo controls, and prospective patient level randomization to clinical improve, interventions that are not tailored to an individual patient benefit are likely to be research. These are not generally used, designs that are generally used in operations.


Other investigational methods that are usually viewed as research can be categorized as operational if they're based on an operational, a VA operational need. If that's your intention, and you're doing a study that uses one of these types of of designs, then categorization as operations will be easier if the operational need is well-justified in your project proposal or scope of work.


Before we go on to – whoops, before we go onto the next session, section, one question that I get is about developing a list of patients for potential recruitment for a research study of any design. In the VA, this is classified as a research activity. Likewise, pilot studies are classified as research, which brings us to the next category of research, preparatory to research. 

And this category is limited to preparing a funding application for research, or a proposal, or preparing the research protocol. So if you're preparing a operational project, you would not use preparatory to research. You would just have, just that would be part of an operations project. 


But if you're preparing a research protocol, you can use this preparatory to research access and it's it's quite valuable because it allows you to access data prior without having to go through the R&D Committee, or the IRB, and without HIPAA. Some examples of preparatory to research work include developing the research question or hypothesis, and as part of a research protocol, or the funding application. 

With prep to research data access, you have the opportunity to look at data, to learn more about what data, about the data that are actually captured in each of the elements that seem so promising when you examine the metadata, or documentation. You can access, you can assess the feasibility of of even conducting the study by determining whether their projected number of accrued patients in the data is adequate to address the aims of your study? 

And the probability that a test of significance that you plan to do in your study will pick up on effect, on on an effect that is actually present? Right, so feasibility studies are used to estimate the important parameters and these these activities are available to you with a wide scope of research without those approvals.


There are some limitations to preparatory to research. Access ends when the protocol is submitted to the IRB or R&D Committee. Patient contact information may not be retained or used for research recruitment and preparatory to research data may not be removed from the VA


This is, this slide is one page in the Research Versus Operations Decision Tool. The other pages offer examples of, and the ORD Guidance link at the bottom of the slide offers more information. This is, this page is found on the VHA data portal and under data access. So it's right on the homepage and I'll show you where it is towards the end of of the presentation.


So we've covered categories, and now we're going to turn to general VHA requirements for each category. I'm going to have to speed up here. The data access requests processes – whoops, let's just go on here.


When a data, a data request is first submitted in the VA, approvals are required before the request can be approved by a data steward. For operations data request, it's usually the requester's supervisor's approval that's required. 

For research requests, the PI's supervisor, and some or all of the research regulatory approval documents must also be submitted. For preparatory to research, the supervisor approval, and the investigator's affirmation in compliance with HIPAA and ORD policy are required. And I'll show you a little bit about that, too. 

Data stewards that govern the data that you need for your operations project may require some documentation. These are suggestions for you for documenting your operations projects to make the request process go more smoothly. 


You can obtain a letter from the VHA Program Office or facility that sponsors your project telling, saying that this is the project, and it's, and it's operational for that Program Office or facility. You could submit the proposal to IRBNet for determination of not research, and use that outcome of that to document that it is not research. 


And then you could include a description of the VHA operational needs that you're addressing in your proposal or scope of work to justify the project as operations.


And one of the reasons that you might want to justify your project as operations is because you, if you are operations, you don't need to get all the research regulatory documents, obviously. And that you will have greater access, more direct access to a wider range of data.


Excuse me, for research, HIPAA requires an IRB or, and, or Privacy Board approved patient authorization or waiver of authorization before access to any PHI is permitted.


The common rule which governs protection of human subjects in in research requires an IRB approval or exempt determination for each research study. And the VA requires Research and Development Committee approval at each site with a study team members who will access PHI who, or who are otherwise engaged in, in the research.


I'm not going to go through all of the list here, but I did want to mention that VA staff includes facility employees without compensation appointees, and contractors. So I think most of you by now may be familiar, these are the documents that you might be asked to submit for data access.


Aright. With those documents ready in a single folder, you can be sure to have the documents any data steward might require. And updated, up to date abstractors, or a project summary might also be handy to keep readily available. And it reduces data access errors, request errors, and that would result in faster approvals.


If your project is being conducted at more than one site, be sure to obtain Research & Development Committee approval at each facility with staff involved. I'm going to keep going here because we have a lot of material and a lot of time – and not much time.


The preparatory to research requirements that are general across the VA includes the HIPAA requirement that researchers who need access to prepare a grant application or protocol must attest in a memo, a memo to file, that they understand and will comply with all requirements governing preparatory to research.


IRB and RNDC approve, approvals are not required. A HIPAA authorization or waivers authorization is not required. Not all data stewards support prep to research access. If they do, you should have the HIPAA required memo available for either reference or a submission. 

Here's an example of what's in the memo on the national data system research, prep to research request memo, well, I'll talk about briefly in just a minute. There are growing number of VHA projects that have both a research and an operations component. 

These are valuable because they improve VA processes and create generalizable knowledge with one project, and this doesn't exempt the project from complying with regulations that govern each component. Where the project access, where the projects access data from existing VHA data basis, each component must request these data for research separately from the operations data, and maintain them in separate data sets. 

There are practical reasons, regulatory reasons to maintain them separately. Research and operations have different HIPAA approvals that are required, they both have HIPAA requirements that apply to them, but the approvals are different. Data steward access requirements and and the agreements that you sign will be different for operations and research. 

And also, federal records retention schedules are different and require research data to be secured for a retention period after project close. And operations data are subject to different records control schedules. 

So finishing up on general requirements, we'll look at data stewards access requirements for each category and listed on this slide the VHA data stewards for commonly used data sources. We will review each quickly so we'll have time for questions at the end. National Data Systems manages access for the largest number of data sources and across all three data access categories. 

For operations requests, the submission is via the NDS healthcare operations request process, and is hosted on ePAS which is the permissions – I can't remember now – the Permissions Access System, I think, a a permissions approval system. And it's on that first term slide, I'm sorry. Each request permission is for an individual person and not for a project team in ePAS. 

And the completed request submission is e-mailed automatically to the individual's supervisor for approval. NDS research data access requests are submitted through DART, the Data Access Request Tracker. The request is submitted and approved for a a research project team, and all members that need access to data must be indicated in in the request. 

NDS requires submission of several regulatory requirements, the IRB letter, or an exempt determination document, the R&D Committee approval letter. Where applicable, sample informed consent or HIPAA authorization, and also, maybe the, or the HIPAA waiver document, and a copy of the approved project protocol. 

And these documents should be kept up to date in DART so you would have the initial document and any changes to the document that could affect research or affect access. And other data access forms are required by NDS depending on data sources and identifiers you request. Every request goes to privacy, security, and ORD reviews depending on which data sources data venue, and identifier that you're going to use. 

National Data Systems, NDS's prep to research requests are submitted to the DART preparatory to research access request process. And the, as I mentioned before, the NDS prep to research memo is required, it lists the staff who need data access, and includes the PI's HIPAA required affirmations. And that's about not taking the data out of the VA, and not using it for recruitment, et cetera. 


And the PI's supervisor's approval is required on the memo before submission. And one difference in access is that prep to research data access through DART is limited to the VINCI platform, so you can't download it to your local server. 


The VA CMS data, Medicare, or Medicaid, and all the other CMS data that we have in the VA for Veterans are, and for others, are available through the Medicare Analysis Center in the Chief Strategy Office for operations use, and through VIReC for research use. 


MAC requires a pre-request consultation and requires several forms; I've listed them here. I won't go into them all. And for research requests, VIReC requires a standard packet of research documents, and forms, and offers a pre-request consultation to any project that that wants one. 


The packet includes the the same research regulatory documents that we've been discussing before, not all of them, but just the ones listed here on that, on Slide 38. 


Data access forms includes description of project and authorization from facility officials such as the ACOS-R, and the ISSO and the privacy officer. And for both operations and research, the VA CMS Rules of Behavior must be signed by all individuals with access to the data. 


There is a temporary process for Pharmacy Benefits Management System Data, PBM. There there was an error on a shared – SharePoint site, so this is the temporary. We'll let you know via HSRData listserv when this is changed. But right now, you want to e-mail Nikia Griffith for a copy of the memorandum. 


It's shown here in step two; and then, attach that, the Research and Development Committee approval letter, an abstract or summary of your protocol, and the completed memo, and e-mail those to Nikia Griffith. Date and cause of death information are are available from the National Death Index for a joint VA DoD cohort. 

And the data are available through 2007 – 2017. And access requests are approved by the, by the VA DoD Board of Governors. And access is requested via e-mail to the address shown on this slide. And the Board of Governors is responsible for for the mortality data repository, and reviews all applications. 

And upon approval, requestors are asked to submit a finder file to match. Results are usually returned to the requestor in a month, and the data are available at no additional cost. 


Okay and so this information is all available on the Mortality Data Repository topics page on VIReC's website, so you can find that here. Excuse me, our final data steward is patient care services or PCS. Some PCS data are on, available through DART. 


For those that are not available on DART, such as the National Prosthetics Patient database, and Podiatry, or Dental data, the access is gained by an internal PCS process using a data transfer agreement, which is comparable to data use agreements. It's, sort of, what we used to call data use agreements. And there are three DTA formats, one for program evaluation studies, one for quality improvement studies, and a third for research. 

And you, you just follow the instructions that are shown in the DTA a request form. And I'll show you where to find those, and you e-mail them to this e-mail address VHA10P4CorrespondenceActionGroup at VA dot gov This is where, the PCS page where you can find this. And you can see the link at the top so that you can get to it. 


And then it, these are the databases, some of them; there's many more. And then these are the three DTA request forms, the programming evaluation, the QI request form, and the research request form. And that takes us to resources. I've got a couple of minutes; I want to stop at quarter to in order to take your questions. So I'm just going to go through this next section, quickly.

Erica:
Well, you've got about ten minutes, so go ahead and take your time there.

Linda Kok:
Okay so this is the data portal, and the data portal is the, on the, on the, it's the the place to go for information. It's this, it's a single central source that has information about most of the data sources that we use. And you can find information about what's in the data as well as how to access it. 


So it's, and there's this Access section, that's where that tool that I showed you earlier with research, and prep to research, and operations on it is found. And then there are tools and applications, the difference between data sources and tools is that the systems like JLV or CAPRI are are under tools and applications, and as is VINCI. 

And data sources are just pure data sources that you pull into your own files and use as opposed to systems that you go, and have to pull the data out of. So here are the data sources. The, this list keeps going, and it's been updated recently, too. We're going to look at CDW page just as an example. So this is a same format for almost every data source page on the portal. It gives an overview of the information, what what is the CDW in this instance, and then what is in the content of the CDW? 

And if there's some structural issues that make it interesting and valuable to know, like the difference between CDW production and CDW raw, those are explained in clear detail in the portal. And then there's also a section in each data source page on requesting access for operations, preparatory to research, if it's available, and research.


And these are the instructions; as you can see, they're quite detailed for operations access to CDW. It tells you exactly where to go and gives you links to all of the place the websites you need to travel to, and look at. And it also explains the different levels of privileges, so the full, and the S patient; that's the one with real SSNs, and then the staff real SSNs. Those are our three different levels for CDW access. 


And then preparatory to research instructions are here. This one, CDW uses Dart, and they're, the pages, the links here will take you to complete instructions for how to submit those requests. And then research, likewise, it's to DART, but it's the DART research request process page. And that page gives you all of the details about how to request that data. 


And at the bottom of every data source page, there are resources about that data source. So the SharePoint site is where you can find all of the metadata that tell you down to the element level what what the element names are. Some of them actually include the origin in VISTA. There are a CDW Factbooks, which describe in much greater detail, many of the tables, and columns in CDW. And this kind of detail is available and is provided wherever it's available. 


So we're down to reminders; Access only the data for which your project has DART or other approval. This is very important when you were allowed only that access to that data. If you have someone on your project team that has operations access for some other reason, that access cannot be used to access or obtain data for your research project. 


It's it's, it's not allowed. And if you need additional data, you can, and your working on DART and and VINCI, ask the VINCI data manager if you need to amend your DART request in order to get additional data rather than trying to get it in some other way. 


Final tips, early on, identify the platform or venue where you want to use the data. Do you want to use VINVI? Do you want to use your local server? Select the least risky record identifier for the data to minimize the use of real SSN. Some sources are are only available with real SSNs like JLV and CAPRI, and TIU notes. 


But most of the other ones you can use scrambled SSNs or if it's a a CDW based data, you can use an ICN. And then you have the lowest possible risk, risk of identifying a a Veteran inadvertently. Know where to find the request process information for each data source, and use the most up to date forms. And for DART, they're available on the data portal. 


The other information on, is also available, and is updated when it changes on the portal. And know where you're going to, and how you're going to receive the data once approved, is someone going to send you the data? Or they're going to open access to a system? Are you going to get a new workspace in VINCI that you log into? 


So those are just things to think about ahead of time. And thank you very much, and look at there, it's a quarter to. And Erica, do we have questions?

Erica:
We do. Great, thank you, Linda. So let's jump in. What if a program evaluation project is considered exempt research by IRB, would this distinction include data use for both operations and research?

Linda Kok:
So a program, if it's a true program evaluation, it depends on whether it's sponsored by, and for data, for practical data access question is, is it intended for VA internal use? Or is it for generalizable knowledge? It could be that the, that an IRB has classified it incorrectly. 

You might submit it again to IRBNet and see, and answer the questions, see if it comes out differently. There is a tool that will be coming out soon, it's in testing, called VEDA [PH], and it's a determination application, which is going to help everybody a lot. 


So if your IRB insists that this is research, then you'll follow the procedures for research. But I would ask them directly if that's truly the case? If it's, if you have a sponsor from a facility, office, or a Program Office, and and that person will write you a letter, then I think you have a shot at being an operations project. Did that answer the question?

Erica:
I think so but we'll let them clarify in the Q&A if we – 

Linda Kok:
Okay.

Erica:
– Need further clarification. 
Linda Kok:
Okay.

Erica:
So the next question, and let me know if you need clarification on this one, too, Linda. Any recommendations on how to best accommodate a quality assurance or quality improvement project with the research component; for example, a questionnaire of symptom improvement given in an intervention?

Linda Kok:
Well, as I've, I've mentioned, you want to keep the data separate. If you're collecting the data through a survey, then that part, and its operational data, and it has a real, it's sponsored. That part of it would be sponsored by a VA office, if you're collecting data that way. 


Then you can get approval through that office, the the sponsoring office, to use that data for a research project. You have to have all of your research regulatory documents and approvals already in place before you can access that operations data, even though you're working on the same team. 

You can't, you can't start your research until after you have all of your regulatory approvals for the research component. And those datasets, as I, for the reasons I gave earlier, needs to be separate, and if if nothing else, for records retention requirements. 

Erica:
Okay Linda, can –?

Linda Kok:
So the summary of that is ask the Operations office or facility office – 

Erica:
Okay.

Linda Kok:
Or they have to give you, grant you permission to use it for research. 

Erica:
Okay, can we use a prep to research DART, and just update with new regulatory approval documents for a research project that transitions studies – excuse me, study startup? Or do we have to create a new DART request?

Linda Kok:
You create a new DART request, the regulations for HIPAA and our, and the VA are very separate, so you really need to make a clear distinction. You, when, once, as soon as you submit your protocol, all access to that data ceases. And that, that prep to research request in DART should close, and then you submit a new one with all of your new IRB, or exempt determination documents, and your R&D Committee, and all of that. 

And your HIPAA authorizations or waivers of authorizations, informed consent or waiver of informed consents if it's not exempt, all of that, those documents are submitted to a research DART request, not to a prep to research. And you cannot continue to use the same datasets. 

You will, the only data that you can keep are the tables and figures aggregate, aggregate data. You can't keep any person level data that you collected during prep to research. And you can't contact, you can't create a recruitment list, a contact list for recruitment, and keep it after you submit your protocol to the IRB. 

Erica:
Great, okay. Does intramural, in other words, VA investigator to VA investigator, or VA program to VA investigator transfer of VA data require a data use and transfer agreement.

Linda Kok:
Well, it requires, depending on what it is, it requires more than that. Right now, there's a handbook that is still in effect, 1200.12, that says that the data gathered under a protocol cannot be used for another protocol unless the data, the research project creating the the first dataset is a research data repository approved by their IRB, and RNDC – or RNDC. 


And so they're, they're, I would suggest going to 1200.12, which is on the publication's list. It's a VHA handbook, and paragraph 13 gives you all of the requirements for that. Now, we are working on, in the DART stakeholders team to set up a way to do that through DART. We will have a new workflow within the next year or so that is just for sharing research to research data. 


You can't share – you can share operations to research data with the permission of the operations sponsoring office. But you can't share research data with an operations for an operations use. It's gathered under research, HIPAA authorizations, and waivers, and and it, unless that's, has a written authorization that says you can use it for any purpose, that would be difficult to do.

Erica:
Alright, Linda, I think this one is going to depend on what data source we're talking about. But does one have to know Python?

Linda Kok:
Python is an analytic software, and has no relationship to data access. But if you're asking whether you need to know Python in order to use VA data once you get access, no, but SQL Server, studio management, SQL Server Management Studio, is something that I think most VA analysts should probably know if they're going to be looking at CDW data. 

And many of the data sources that are available up on VINCI, and VIReC has a really good series, introductory series, a series of Cyberseminars on SQL, and on relational databases. And if you are interested in getting started on data access and and analytics, that would be your best place to start. 


It's, you don't have to know a thing about it until you start watching it. It's presented by Margaret Gonsoulin, and it, it's extremely good as a beginning training tool. 
Erica:
Okay a follow-up question, where do we access that SQL training?

Linda Kok:
It's on the VIReC website under Cyberseminars, it's, which you can go to the the CDW data source page on the, on VIReC's Intranet site. And on the documentation page, you can find those. 

It's a series of five Cyberseminars listed. Now, it walks you through how to get started with SQL. So it's an VIReC data sources page, CDW documentation.

Erica:
Okay, Linda, bear with me on this one. First of all, they want to say thank you, and they learned so much today, and downloaded a copy of the presentation, and they have a question. 

Has the request for data GEC mail group been changed from FPC to the DAQIR? Are you aware? 
Linda Kok:
The Geriatrics and Extended Care GEC data is what I think the person is asking about. 

Erica:
Yeah.

Linda Kok:
And there are a couple of GEC data sources that are available on DART. And the e-mail did change, and it is now, the e-mail, the correct e-mail address is now on the data portal, GECRAIMDS and H – Home Based Primary Care data source pages. 


And also, if you go to the DART research data access request process page, and you look at forms, and documents, you can find the Program Office data access approval form for RAIMDS for, for Home Based Primary Care master file. And the e-mail address is in those, is on those forms.

Erica:
… And required to follow any or all of these guidelines for VA research, and for participating, and accessing VA databases?

Linda Kok:
I'm sorry, I missed the beginning.

Erica:
Is the PROVEN Hub a part of these VIReC platforms?

Linda Kok:
PROVEN is a a hub for studying the transition to the the, the Millennium data from Cerner into the VA. It's separate from the research access request process. They're, there they're examining in a, they're conducting research on all sorts of issues related to the transition to Cerner Millennium. So it's a separate thing.

Erica:
Okay it, it's a little bit separate _____ [00:57:12].

Linda Kok:
If if the person – 

Erica:
– _____ [00:57:13] that question. 

Linda Kok:
– If the person wants to find out more about PROVEN, they should send an e-mail to the VIReC Help Desk, and just make sure it's entitled PROVEN Hub question. 

Erica:
Sure. So this question is a little bit more about clinical research, but I'll I'll let you address it if you'd like, Linda. It's who is authorized to conduct the informed consent process and what ethics policy governs how this process function? In other words, who authors the informed consent and under what policy?

Linda Kok:
That's a question for another person? We can, I think it would depend on the study. So I, I'm, you could send it into VIReC Help Desk, and we'll see if we can find the right people to address it; and probably send it up to ORD to address it.

Erica:
Okay, alright, I think we, we'll probably answer another one. So regarding Slides 18, 19, and examples of research, the question is who sets the standards? I don't, there was more parts to this, Linda, but I don't know if you want to, kind of, take it one at a time? 

Linda Kok:
Yeah I would – 

Erica:
_____ [00:58:57].

Linda Kok:
– Like to parts because this, I'm not sure – 

Erica:
Yes.

Linda Kok:
– What the standard is that? 
Erica:
Okay.

Linda Kok:
The examples that I gave on those, on those examples of operations examples, of research and examples of prep to research are from guidance, the guidance document 1200.21. And those are written by ORD, and ORO, Office of Research Oversight, originally. So those are not something that that I can determine or that that those are the regulatory definitions as they exist in the VHA. 

Erica:
Okay.

Linda Kok:
So this, does the follow-up?

Erica:
It's under what authority are the definitions established?

Linda Kok:
Okay, it's it's the, it's a part of an approved VHA regulatory guidance document. 

Erica:
Yeah and then, so what are the guiding principles and what ethics of policies of governance over the processes in the research?

Linda Kok:
That would be a question for ORO or ORD, Office of Research Oversight or Office of Research and Development.

Erica:
Okay, alright, Linda, so we are at the top of the hour, but I think we will hold the rest of the questions for now. If, Linda, if you can just go to the next slide for me?

Linda Kok:
My contact information and then – 

Erica:
Yeah, well, hold on, go back to that one for me, please, just a moment, and I'll let you know another one. Yeah so first of all, thank you so much, Linda, for taking the time to present today's session. To the audiences, audience, if you do have any questions that were not addressed during this presentation, you can e-mail the VIReC Help Desk at VIReC at VA dot gov. Or you can contact Linda directly. 


Linda, if you can go to the next slide? Please tune into the next session in VIReC's Database and Methods Cyberseminar series on Monday, January 10th, at 1:00 p.m. Eastern. Dr. Kelly Cho and Jaqueline Honerlaw will be presenting VA Phenomics Library, the Centralized Interactive Phenomics Resource or CIPHER, Building Partnerships and Plan for Expansion. 

We'll hope you join us. Thank you once again for attending. We'll be posting the evaluations shortly, and please take a minute to answer those questions. And then let us know if there any data topics you're interested in, and we will do our best to include those in future sessions. 
Linda Kok:
Thank you, Erica. 
Erica:
You're welcome.

[END OF TAPE] 
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