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Linda Coke: Hello, my name is Linda Coke. I work with VIReC and I have been working for several years on helping to produce this series. Welcome to VIReC’s Good Data Practices Cyberseminar miniseries. In four sessions, this week and next, our presenters will focus on the interaction between research design and data decisions. But, before we begin, I would like to tell you a little bit about the miniseries. In 2013, fourteen and fifteen, VIReC presented this series on varying topics related to Good Data Practices around data use. You can find the list of previous Good Data Practices sessions by filtering on the series title on the HSR&D Cyberseminar archive web page shown here on the slide. The link to this web page is found at the bottom of the slide. At this point, we’d like to know about your familiarity with our previous Good Data Practices sessions. Our first pol question, have you attended a Good Data Practices Cyberseminar session before the current 2017 series? Heidi?

Heidi: And responses are coming in. We will give everyone just a few more moments to respond before we close it out and go through what we are seeing here. 
Looks like we are slowing down so I am going to close that out and share it. And we are seeing 24% of the audience says yes, they have attended a session in the past and 76% have not. Thank you everyone.  

Linda Coke: Thanks Heidi. Well, it’s nice to know that some of you at least a quarter have attended the series before and to those of you who have not attended previously, we hope you will take the time to look through the list of archived sessions on the HSR&D website. There might be something that you’ll find helpful. The idea for the Good Data Practices series began when we at VIReC became aware that new researchers may not have a full appreciation of the value of early data planning and contemporaneous data documentation. I won’t go in to how we discovered this fact but, we did discover it. In the first years, researchers described their experiences with data planning and documentation at each step of the research life cycle. From the development of the research question and proposal through the IRB process to organizing the team, collecting and managing the data, preparing the analytic file, keeping track of all the files and databases during analysis and, where allowed, reusing the data for a subsequent project or making it available for someone else to reuse where that was appropriate. In those sessions, they described how this process of planning and documenting and tracking benefits the investigator and the research team and potentially future users of the data set that was created. So, we hope you will have a chance to review some of these early sessions. 
Returning to the topic of our current season, we have listed here just a few factors that influence data decisions. These are things that our presenters will explore as they tell us the stories of their research projects. In this year’s Good Data Practices series, which we call 4.0, each of the sessions will touch upon one or more of these objectives shown here. It’s our intentions that the series participants will understand how previous research results and conceptual decision models influence the development of the research question. We hope they’ll learn how a research question can influence the choice of a study design and understand ways in which research question and study designs can affect the decisions about data and become aware of potential data management and analysis challenges and how they might be addressed and then to become familiar with the potential limitations in VA data sources and examples of ways to address those limitations. 
Today and on Thursday February 16th and next Tuesday the 21st, experienced investigators will describe their unique studies and provide us with practical insights about the data decisions they made during their study. Next Thursday, we’ll have a Capstone discussion that includes all of the presenters plus Neil Jordan who will lead the discussion about their sessions and the goals that we have for this series. We hope you will register for all four sessions. 
Before we get started with today’s presentation, we’d like to take a moment and find out more about you. Our question is, what is your role in research and/or quality improvement or other operations activity? Heidi, will you please read the options?
Heidi: Sure, our options here are, research investigator, data manager, project coordinator, clinical staff or operation staff. And I know that this doesn’t cover everyone, so if you are an “other” or if you have a different roll, please use that question screen and type that in and I can very easily go through it as we go through the results of the four questions. 
Responses are coming in, but I think it just takes people a little bit longer to answer something like this so, I am going to give everyone just a few more seconds and then I will close the poll out here. Responses are still coming in so give everyone just a few more seconds. We have quickly slowed down so, I am going to close that out and we are seeing, 48% in research investigator, 21% data manager, 14% project coordinator, 12% clinical staff and 5% operation staff. Thank you everyone. 
Linda Coke: Thank you Heidi. Well, it looks like we have a good mix of roles and we have some operations staff too and I know there is a lot of quality improvement that goes on and those studies have the same challenges that we find in research. We have a second follow up poll that we always ask in our VIReC Cyberseminars about your experience with VA data. How many years of experience do you have working with VA data? Heidi, would you like to read the choices?
Heidi: Sure, our options here are, one year or less, more than one less than 3, at least 3 less than 7, at least 7 less than 10 and 10 years or more. And again, I will give everyone just a few more seconds before we close this out and go through the results. Looks like we have actually slowed down already so, I am going to close that out. And what we are seeing is, 30% of the audience saying one year or less, 23% saying more than one less than 3 years, 20% at least 3 less than 7 years, 15% at least 7 less than 10 years and 13% 10 years or more. Thank you everyone. 
Linda Coke: Thanks, Heidi. Well, it looks like we have 53% with less than 3 years-experience and I am hoping that you will find this particularly that you all will find this series very helpful and we’ll get started.        
Today’s session is entitled, Study Design and Data Decisions, Incorporating Genomics in Routine Care for Veterans with Colon Cancer. And I want to thank you [Cider?, 9:29.2] for providing technical and promotional support for this series.

Today’s speaker is Sara Knight. Dr. Knight is a director of Health Services Research and Development at the Birmingham and Tuscaloosa Veterans Affairs Medical Centers and Professor of Preventive Medicine at the University of Alabama at Birmingham. She was previously the deputy director of the VA HSR&D service in Washington DC. Dr. Knight has served on advisory boards Academy Health, the American Psychological Association and the White House Office of Science and Technology. She led the scientific merit review program for VA HSR&D and has served on review panels for the VA, the Department of Defense, the National Institutes for Health and the American Cancer Society.

We will monitor your questions for Dr. Knight during the talk and present them to her at the end of the session. As a reminder, a brief evaluation questionnaire will pop up when we close the session. If possible, please stay until the very end and take a few minutes to complete it. Thank you and I welcome Sara Knight. Thank you, Dr. Knight, for joining us.

Dr. Sara Knight: Thank you very much Linda and hello everyone. It’s good to be here with you today.

Heidi: Sara, we are not seeing your screen…oh, there we go, I was just going to say, we are not seeing yet. Perfect!

Dr. Sara Knight: Thank you. Thanks Heidi.

Heidi: We are good!

Dr. Sara Knight: Okay. We are going to be talking about a study that I started before I went to Washington DC and it’s called Incorporating Genomics in Routine Care for Veterans with Colon Cancer and I do want to acknowledge Dr. Dawn Provenzale who is the director of the Epidemiology Resource Center at Durham and a core investigator at the Durham COIN. Dawn assumed PI-ship during the time I was in Washington. So, today I am going to talk about the use of qualitative and quantitative VA and non-VA data sources to characterize and investigate how genomic information is integrated in to colorectal cancer care in the VA. And, I will also talk about some of the organizational context for the integration of genomic information through our barriers and facilitators study. So, the outline contains some bit of background on colorectal cancer genomics and I’ll talk a bit about previous research resulting in various stages of decisions when we started the project. I’ll talk about the retrospective cohort study and the semi-structured key informant interview study and then the content analysis of that and then I will summarize lessons learned.

Okay, so, first I would like to ask you about your experience with genomic health services research data.

Heidi: And the possible responses here are, one year or less, more than one less 3 years, at least 3 less than 7 years, at least 7 less than 10 years and 10 years or more. Again, I will give everyone just a few more moments before we close this out and go for the results. It looks like we are done so I am going to close that out and we are seeing 76% of the audience saying one year or less, 13% saying more than one less 3 years, 9% at least 3 less than 7 years, 2% at least 7 less than 10 years and zero saying 10 years or more. Thank you everyone.  
  
Dr. Sara Knight: Terrific, that’s really exciting to see so many people who have had some interest and experience in this area and it is a new area, so, I am not surprised that about the information about people have experience for ten years or more. 

So, as again, our agenda is background on VA genomic services. We will start with that. And I’d like to talk a little bit about colorectal cancer genetics. 

There are several different types of hereditary colon cancer. Today we are going to talking about Lynch syndrome or hereditary non-polyposis colon cancer. It’s an uncommon genetic disorder. It effects 3 to 5 percent of all colorectal cancer cases. But, colorectal cancer is a common cancer and so many people may have questions about colorectal cancer genetics and Lynch syndrome. 

Screening for lynch syndrome was the first of all genetic, among the first of all genetics applications to have accumulated the evidence for its clinical validity and utility. People who have the genetic mutation associated with Lynch and again it’s going to be very few people with colorectal cancer, but those who do have a life time risk of 80% of having colon cancer and they also have an increased risk of 7 to 10 other cancers such as cancers of the small intestine, ovarian cancer and so forth. The levels of risk vary but they are substantially increased such as 40 or 50% life time risk. So, after a person is diagnosed with colorectal cancer and if they are found to have Lynch syndrome, then family members would be tested and the person’s care would change based on the Lynch syndrome finding. They would have a different type of surveillance even after their diagnosis of colorectal cancer and they may choose to have preventive surgeries for some of the other cancers. So, a woman diagnosed with Lynch syndrome who has colorectal cancer already may choose to have her ovaries removed or have a hysterectomy to prevent some of the other types cancers. So, this a syndrome that has significant implications for colorectal cancer care, as well as, cancer prevention and it has implications for cancer survivorship as well.

So, there have been long standing guidelines for Lynch syndrome going back into the 1990’s. Initially guidelines were research guidelines but then clinical guidelines were developed. And the earlier guidelines recommended that all people younger than age 50 diagnosed with colorectal cancer receive one or more genomic services to identify Lynch. One might be family history assessment, they might have genetic counseling, they might have analysis of their tumor tissue, a molecular analysis usually and they might, depending on the results of the family history, the molecular analysis and their consultation with a genetic counselor or a clinical geneticist, they might have genetic testing. But at the time we started this work in 2008 and 2009 we had very limited knowledge of the patterns of care in the VA that would use information about genomics in colorectal cancers care. 

So, again the four genomic services that we are going to talk a lot about today are family medical history, genetic counseling or consultation with a clinical geneticist, molecular analysis and genetic testing. These are main outcomes in the study.

So, I am showing you this decision tree that was published in JAMA in I think it was either 2003 or 2004. And I am showing it to you primarily to show you how complicated the decision making about Lynch can be. And you will see all of different decision notes and pathways that you take to get to genetic testing from being diagnosed with colorectal cancer. All diagnoses under age 50, they may get genetic counseling, you might want to analyze the tumor tissue for microsatellite instability or immunohistochemistry, those are biomarkers for the mutation that is associated with Lynch. So, it’s just a very complex set of decisions that need to be made.

So, now I would like to talk a bit about my preliminary research funded by the VA and the decisions that we arrived at based on the preliminary research. 

So, our preliminary studies examined national VA administrative data between 2003 and 2007. And in these analyses, we mainly wanted to describe any documentation of genomic services delivered to Veterans under age 50 diagnosed with colorectal cancer because as I said, people under age 50 at that time were recommended to have some genomic service. And the data sources were VA administrative data. We particularly used VA inpatient and outpatient data, as well as, fee basis files for this. And the variables were the four that I mentioned. We primarily used ICD-9 and CPT codes. Some of the codes are V codes particularly for family history and so that is certainly a weakness in our preliminary studies, but the preliminary studies were extremely useful in deciding what we should do in a larger study. So, again we identified first Veterans of 50 years and younger diagnosed with colorectal cancer. We identified 3,282, we used the CanCORS algorithm to do that identification. And CanCORS, as many of you may know, was a collaboration between the VA and NCI.
CanCORS stands for: Cancer Care Outcomes Research and Surveillance Consortium and the primary goal of  CanCORS was to document quality of care and lung and colorectal cancer. The VA was a site and Dawn Provenzale, my colleague and collaborator on this project was one of the PI’s. So, we used an algorithm to find these cases and then we documented our outcomes and found family history at a rate of close to 7%, very little genetic counseling and very little molecular analysis. We also looked at regional variation because, as you know, regional and facility level variation can be related to the quality of care. And in this slide, I am showing you documentation of positive family history for colon cancer. The reason why I am showing you this is that; how do we evaluate whether the rates are low or high? Well in epidemiological studies the rate of positive family history of colon cancer is about 20%. And so, we found a fair amount of variation across the nation in documentation of family history and the administrative data and almost all of the rates we found we less that what might be expected given the epidemiological research. 

We also looked at facility variation and this was interesting. We found that generally documentation was lower than the expected rate however, we also thought that it might also be related to the VA medical center being affiliated with an academic medical center compared to those who had no academic affiliates but they were about the same in terms of their documentation. You can get the information on academic affiliations from the Office of Academic Affiliations and we also did checks using web searches. We also looked at whether or the not the VA was associated with an academic affiliate that had a comprehensive cancer center and none of those variables made a difference. At the level of the individual facilities though we found both low and high documentation of family history and it suggests that there might be over reporting and under reporting. So, among the facilities reporting 10 or more cases of colorectal cancer, the highest documentation rate was 40%. And among facilities reporting 20 or more cases, the highest rate of documentation was about 22%. Although the highest documenting facility in that group, the second highest was 14%. So, there is some over reporting, under reporting but primarily under reporting. 

So, we made a number of data decisions based on this preliminary work. One is we realized that it was necessary to use not only administrative data but clinical registry data and the electronic medical record to fully characterize patterns of health services utilization because this was an emerging service. These were emerging services and they were uncommon and so we would have to look in various sources to identify these services. We also thought perhaps we would need to use full text data from charts and maybe even use Natural Language processing.  

We also thought that we might need the AMA Physician Masterfile data as well to get information on physician characteristics. We did some early a pilot key informant interviews that suggested that physicians are the primary adopters of Lynch syndrome screening in the VA and so understanding their characteristics would be important. We need to document care outside the VA because a lot of genetic counseling and clinical geneticist consultation is done outside the VA. And we had a chart abstraction tool that we were using in private health plans but we also realized that we would need to develop a new tool based on the VA electronic health record. 

We also thought that we could use facility variation and utilization of genomic services to stratify facilities for our key informant interviews to look at barriers and facilitators and that would give us some kind of maximum variation sampling that would be beneficial. So, we also made that decision based on our observation that there might be over utilization and underutilization. 

And then finally we needed a conceptual framework that would help us understand the diffusion, possibly dissemination of these services in the VA. That these services are emerging services and we found that the Greenhalgh diffusion of innovation model might be the best one to inform adoption. That it provides a broad context considering not only an organization but what’s going on in communities and the political system and larger social systems. It looks at things like the innovation itself and the relationship between the innovation and the adopter’s system readiness and things like that. But we found like we felt that, we also thought that the Andersen behavior model provided really important information about adopter characteristics such as predisposing and enabling factors so, we actually used a hybrid of these two models. I am showing you here though the Greenhalgh model.

So, how is genomic information incorporated into colorectal cancer care and the Veterans Health Administration? And a funny story about this, our study is affectionately called [INC-gen?, 27:03.8], that’s not the funny part, but the interesting part is we had submitted several applications for this work to the VA for review and the health services research review panels and we didn’t fare well on our reviews. And one of the reviewers made a suggestion that we were looking at guideline adherent care and we were looking at Veterans preferences for this care but they said, why don’t you just study how genomic information is incorporated into routine colorectal cancer care and the VA? And we said, that’s it and so we changed our work so that it addressed that question. And so, this question comes right from one of our wonderful VA reviewers.

So, now I am going to talk about the retrospective cohort study and the data decisions there and I am going to present some of our preliminary findings for this part of the work. So, again, this is mixed methods project. We used large VA and non-VA data sets and then we also had this primary data collection part. Right now, we are going to focus on the retrospective cohort that used primarily VA administrative data, clinical registry data and charts. 

So, we looked at VA data between 2003 and 2009 initially. We established a cohort of 866 Veterans in this time frame that we found using the VA cancer registry and administrative data. And remember in the earlier study, the estimate number of cases in a more narrow time window was much larger. However, in this triangulated between VA cancer registry data, administrative data. We adapted a chart extraction tool based on a previous study of utilization. We trained abstracters in San Francisco where I was located at that time and we also obtained organizational characteristics of VA facilities from the 2009 National VA Oncology facility survey. 

So, I am just going to go through some of the data sources quickly to let you know and I am going to talk just briefly about why triangulating and integrating these data sources is important. So, first of all, these are emerging services so we wanted to use a broad VA administrative data. We knew a lot of care in genomics happened outside the VA so we would need to use fee basis files. We needed to get demographic data, patient eligibility for VA services. We wanted to look at various predictive factors for the utilization so we looked at things like geographic distance, socio-economic status, type of VA facility. We also wanted to use the cancer registry. In fact, we found that the cancer registry was absolutely essential in establishing our cohort of under age 50 Veterans. We also used the AMA Physician Masterfile again to identify predictors. 

So, we also found that we needed to use the VA National Electronic Health Record and this was very important in this study. I want to point out that there are two possible portals or platforms. There is CAPRI and VistAWEB and that we also obtained full text data which the data are dense, difficult to read but their extensive search capabilities available.

Just a few thoughts about VistAWEB. In some of our work, we actually used both VistAWEB and CAPRI for our abstraction and VistAWEB patient data across different facilities as organized chronologically. You can do some text searching. CAPRI, you can look at data from one single location shown at a time. It’s not chronological. You can link to VistAWEB through CAPRI but it enhances the search capabilities so, we often use both. 

However, some of the data decision that we made very early in the project and the most important one is we found that the CanCORS algorithm did not work well in this study. We had case finding problems initially and then when we tried to add information from the cancer registry, we had increasing numbers of false positives. And, so why would this happen? The algorithm was originally developed for people age 60 and older and it didn’t work well in patients under 50 and as you know, people over age 60, many of them are recommended to have screening for colorectal cancer whereas, people under age 50 are not recommended to engage in colonoscopy screenings. And, so, most people that we were identifying were people who came in. They were not diagnosed using CRC screening. They were diagnosed because they came in with symptoms and you will see later the result of that for these patients. So, we had to triangulated between the administrative data, cancer registry data to establish the cohort. Because our cohort was much smaller than what we anticipated, some of our sample size calculations were then needed to be revised. Because the number, we were originally going to abstract 1,000 charts because we had less than 1,000, we decided to abstract all of the charts.

So, demographic information on our cohort of 886 patients, the age range actually included some people over age 50, mostly male as you would expect. We had a good distribution of African American and European background whites in the study. But, you will notice that one of the things I wanted to point out that’s important is that about half of the sample had more than local disease. And so, 20% had stage 4 disease, 88% had surgical resection which would enable tumor tissue evaluation but that might not have been possible to surgically resect the tumor given that many people had stage 4 cancer and it was apparent that they were getting palliative care.  So, it’s a very different sample than the original cohort that was used to develop the CanCORS algorithm. 

So, the rates of genomic services that we documented in the charts was still low. Now family history, positive family history of colon cancer was about right, so we found 21%. However, you would expect that many of these people and according to the earlier decision model, most people should get genetic counseling but there was very poor documentation of this in the charts. You would expect that everyone, close to 100%, would get micro satellite instability or immunohistochemistry testing, that is the molecular analysis that I have spoken about. We found about 8% but we would expect that very few people would actually get genetic testing for Lynch syndrome because it’s uncommon and if you did all of the genetic counseling and family history taking and MSI and IHC testing, you’d still get a very small group getting genetic testing. But, it’s a little bit smaller than we might expect would have Lynch syndrome. 

So, the referrals for genetic consultation or counseling were interesting. Many time’s coming from an oncologist or gastroenterologist, less so from primary care. But many people who were referred for genetic counseling did complete these visits. About 29% had their genetic counseling conducted in the VA, but remember this happened fairly early in the development of genetic counseling services in the VA. So, there were fewer services available for them to receive in the VA.

So, looking at facility variation was interesting. So, there quite a few facilities had no genomic medicine events documented. So, in particular, I thought that it was very interesting that only that 62% of the 108 facilities with colorectal cancer cases under age 50 documented any molecular analysis and 69% of the facilities did not document counseling or consultation. So, very few facilities are really using these services. This is just an example of some of the facility variation and low utilization of genetic counseling.

And then we also looked at some time trends which are interesting. We looked at 2003 through 2009 and this describes the FixedAndRandom cubic terms for genetic counseling referrals. And you do see what even beyond the modeling, an uptake, uptick in utilization between 2009 and 2010. And then you also see a similar pattern although much more variation in molecular analysis tumor tissue during the same time frame.

Okay, so the results to date, I’d like to talk a little bit about our findings. So, the utilization as you have seen is lower than expected based on established guidelines and it varied across facilities nationally. There was some uptake that increased between 2003 through 2009 and 10. So, we felt that understanding organizational factors and individual patient in clinical characteristics and perspectives would be really important if we were interested in promoting adoption.
So, I want to point out a timeline of events that were happening at the same time that I conducted the study. And so, at the top you see genomic collaborator events. And these are just events that we had a group of us had regular meetings starting back in 2006, 2007 organized by Pauline [Seaverting?,39:19] who was the program officer for this work. And at the bottom you will see genomic medicine development and in this slide, I’d like you to pay in particular attention to the bottom of the slide. So, you will see that in 2006 the VA was starting to show interest in genomics both on the clinical side, operations side, as well as on the research side. And so, the Genomics Advisory Group was established then. Around in 2009, we were just surveying Veterans. We were not surveying Veterans but Johns Hopkins conducted that survey and demonstrated considerable interest among Veterans for genomic services. In 2011, Million Veterans Program was established and started and then in 2012, the Clinical Genomics Medicine Service was started. And one of the things that that service did was to begin to mandate universal molecular analysis of tumor tissue for all colorectal cancer patients of any age. So, these were some of the historic events that you see were occurring at the same time we were looking at utilization.   

So, some of our decisions at that point as we started to finish our early analyses, we realized that we really had an opportunity if we were able to get additional funding, we could actually understand the implementation of genomic medicine in the VA that occurred approximately two years after our project was started. Genetic counseling was offered across the VA using telehealth and, as I mentioned, universal MSI and IHC testing. So, we expanded our cohort to include CRC patients of all ages and extended the time frame to 2014. We sought funding for this effort and got an award for this. 

And so, now I am going to go back to though, because those data are not complete and not yet analyzed. I am going to go back to our semi-structured interviews and content analysis to talk a bit about the context and VA.  

And so, this was done to look at some of the barriers and facilitators to the incorporation of genomic information. And this study has been published and my colleagues on this including Dawn, are Nina Sperber, Sara Andrews, Corrine Voils and Gregory Green. Partly at San Francisco, partly in Durham and now me partly, all the way in Alabama. So, the key informant interview study was done to identify barriers and facilitators. Again, we were going to look at informants from high and low utilizing facilities. But because all were all low utilizing we decided to use oncology volume. We planned to conduct 100 to 300 semi-structured interviews. The expected interview time was 10 to 20 minutes and our plan was to contact the Chief of Staff from each selected facility. We were going to ask them to identify clinicians and administrative staff members who were knowledgeable about colorectal cancer, Lynch syndrome or genetic or genomic services, any of those content areas. And so, this is our preliminary or a priori model for the content analysis. Again, we looked at some factors from
Greenhalgh, the structural factors, innovation-system fit. Does the innovation fit with the organizations existing values, norms, goals, skill mix, ways of working and so forth. Incentives and mandates, networks and linkages through common structures. We also wanted to look at individual factors and innovational factors. Do people perceive the relative advantage of these services?

So, some of our data decisions in the key informant interview study, I mentioned the change in the stratification criteria for facilities. And then, as I said, we were unable to use high versus low genomic services utilization and we used high and low oncology volume as a good proxy for that. We actually decided after 58 interviews that we had sufficient information to stop. And why was that? Well, I think that our sampling where we were aiming for maximum variation and perspectives on genomics facilities that had very low oncology volume would have one perspective and those that have high oncology volume might have a different perspective and so, we were able to get very comprehensive perspectives by using that. And also, interestingly, the interviews were much longer than anticipated and informants were very interested in the topic. They had many questions and they had many things they wanted to say about the incorporation or lack thereof of genomics in the VA. And then the transcripts of the interviewers were much more informative than expected and we really were starting to see a repeating of the same themes and same ideas as the sample size approached 50. And then we did about 10 more after that. 

And so, this just shows our sample. Many people from gastroenterology and oncology but we kept quite a few people from primary care as well and also pathology which was an important area for us to capture, as well as, surgery because they have a lot to do with gate keeping and getting MSI and IHC done. 

So, some on the main themes were family history documentation as routinely collected but there is really no guideline informed or template to use. And we even found some clinicians in their VA’s designing templates for family history. And then people mentioned the common problem that people are very busy, it’s difficult to add detail but there was a lot of interest in family history tools. With molecular analysis of tumor tissue, clinicians talk about seeing very few cases of younger patients with CRC. So, they really didn’t have a good idea of the patterns of care that should be provided in younger patients. And they also said there is no routine for referral and they also reported a lack of smooth approval processes to get people approved for genetic counseling over at an academic affiliate but they did feel that the low cost of molecular analysis was an advantage. They wanted expert support, they wanted genetic counseling involved but they had difficulty seeing how to refer easily. They didn’t have awareness of who had the expertise and they saw that as a problem. But they showed interest, they felt they lacked expertise but they felt the genetics experts were quite valuable.

And so, why did we do the key informant interviews? Well, we saw it as a step toward planning for some pre-implementation and implementation studies and to provide an organizational context and really understand our quantitative data study. And we, for example, uncovered things such as laboratory financial constraints limiting the tumor tissue testing. Also, we wanted to identify targets for intervention.

So now, what are the lessons learned? I am going to point out a few and you can imagine in this study, we have learned many lessons. So, one thing we found, as I mentioned, an earlier algorithm may not work in subsequent studies. Well, why is that? There may be changes in guidelines, patterns of care, the disease may change, patient’s characteristics may change and so, the validity of algorithm inputs may change as well. And so, early algorithm evaluation before if possible and during a project is really critical. 

We used data triangulation across multiply sources to reduce administrative data limitations but because these are emerging services, we did a lot of combining of many data sources and this can result in a complex and unwieldy analytic data set or sets. So, we did develop an a priori plan but, I believe now looking back, we could have done much more to develop the a priori plan for data integration to reduce the complexity and accelerate analyses and dissemination.

So, also assumptions you made based on your preliminary studies may not hold up in your larger project. And especially because research funding in a larger project allows for assembly of much more complete data than you ever will have in a pilot study. And so, it’s really critical for you to be prepared to revise methods based on your full data. And so, team discussions as problems emerges really key and also taking notes on these discussions. When people talk about their rationale for changing or a particular method, it is important to capture that rationale and especially capture the rationales for your final decisions about data. 

And then I found, and I have always found, that diverse perspectives of research collaborators is an incredible gift in the VA but also outside of the VA and any interdisciplinary science. In this study, a number of our advisers said that we would be very unlikely to accomplish the key informant interview study. They thought, you won’t be able to keep the clinicians on the phone, they are too busy and they are not interested in this and so a number of investigators suggested other pathways. But, we did have some pilot key informant interview data, and so as the PI, it was important to not be uncritical in thinking about these very good suggestions from close colleagues because, otherwise, it would have limited the research or it would have taken us down an unproductive path. And so, I think it is always important as the PI to encourage vigorous discussion of issues and then to integrate your discussions with prior evidence and help the group as much as possible make the final decision considering all of the evidence. And, I think this was really an important lesson learned about how important this was since we had such rich data that we obtained from our key informants. 

And so, now I am going to turn it back to Linda and Cheryl to talk about the additional resources and then there will be a point where I will answer your questions. 

Cheryl: Yes, we’d like to point out some resources in the Cyberseminar to get more information about VA data. We have links to Health Economics Resource Center and on following pages, we have information about VINCI with some links to help you get more information. And we have information about services offered by VIReC, including our Cyberseminars series. And on the next slide, we have some information to help you get connected with the HSR&D data list serve. You can subscribe by visiting that URL at the bottom of the left- hand column. And if you need any individual support with data, please call or email VIReC at the email address and phone number listed there. Now, I think we are ready to move on to audience questions. Oh, we have one more resource slide, this is a list of web addresses where you can get information on various aspects of using data including Cyberseminars, the VHA Data Portal, VINCI and other sources. 

Cheryl: So, we are going to open it up to audience questions, sir, could you go back, yes, so this Sara’s contact information. If you have any questions that are not answered during this question and answer period, please feel free to email her directly.

Cheryl: Right now, we have one question and the question is: My impression is that there has been variation in the uptake of universal screening for Lynch screening across VA’s and VISN’s. Does the directive to implement universal screening apply to all VA’s?

Dr. Sara Knight: It is my understanding that it does, however, it is an unfunded mandate so, that is one of the potential reasons why there is continuing to be wide variation in uptake of MSI in particular. And that laboratories may not have the funding even though the cost of the test is low, we do have a lot of colorectal cancer patients in the VA and so, this is one of the issues that could be addressed in planned implementation.

Cheryl: That is the only question we have at present. So, I think unless anyone wants to add a question now, Sara, we’d like to thank you for taking the time to present today’s session. And again, to the audience, if your questions were not answered or if you think of any questions after this session is over, you can contact Dr. Knight directly at these email addresses. You can also contact VIReC help desk at virec@va.gov.

Our next Good Data Practices Cyberseminar presentation is this Thursday, February 16th at 1:00 pm eastern. The title of the presentation is: Data Use and Data Decisions in a Mixed Method Study about Hand Hygiene. And it will be presented by Heather Reisinger of the Iowa City VA. We hope you can join us. Thank you once again for attending this Cyberseminar. Heidi will post the session evaluation shortly. Please take a minute to answer those questions and we thank you very much!   

Dr. Sara Knight: Thank you everyone!          
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