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Field Conference Call – Meeting Notes

Monday, February 11, 2019
at 1:30 pm ET - Conference room 600

VANTS 1-800-767-1750, Access code 17323

1. Welcome – Rachel Ramoni, DMD, ScD

2. UPDATES




Karen Jeans, Ph.D.

Petrice B. Longenecker, Ph.D.
1.    Release of a New ORD Guidance Document:  
ORD has issued a new guidance document called: ORD Guidance on Transitioning VA Human Research Studies to the Revised Federal Policy for the Protection of Human Subjects (the 2018 Requirements)
 
This guidance document covers various topics related to if, when, and how to transition non-exempt human subject studies that were approved by an IRB prior to January 21, 2019 to the 2018 Requirements of the revised Common Rule.  This guidance document also incorporates some of the frequent questions that were asked to us on transitioning human subjects studies to the 2018 Requirements.  It was sent out Friday, February 8, 2019 to the various listservers and wlll be posted on the ORD policies and guidance webpage.
2.    Release of revised ORD policy - VHA DIrective 1200.01 - Research and Development Committee:
Since the last ORD call, VHA Directive 1200.01, Research and Development Committee was issued as of January 24, 2019.  There are some substantial revisions of this revision of the prior VHA Handbook. Some of those revisions include changes in the composition of the R&D Committee, a new designated review process, and new policies regarding investigatorfinancial conflict of interest disclosure forms and a R&D Conflict of Interest Committee.  
To enable VHA facility personnel adequate time to practicably update and implement policies and procedures regarding VA Research & Development Committees, ORO will use its discretion with regard to enforcing certain provisions in the new Directive.  Specifically, until May 1, 2019, ORO will refrain from making research program noncompliance findings with regard to:  new requirements introduced by the Directive; substantive alterations of prior VHA Handbook 1200.01 requirements that were incorporated into the Directive; and R&DC policies and practices being inconsistent with the Directive.  However, during this period, ORO will continue to make findings with regard to noncompliance with requirements that are substantively similar in both the rescinded VHA Handbook 1200.01 and the new VHA Directive 1200.01 that is in effect.
We anticipate making announcements shortly regarding training for VHA Directive 1200.01.
3    New Requirements for use of the the National Cancer Institute (NCI) Central Institutional Review Board (CIRB) for NCTN and NCORP Studies
Last week, ORD sent out a notice that NCI has communicated that as of March 1, 2019, all sites, hospitals, clinics, and institutions that wish to participate in the NCI's National Clinical Trials Network (NCTN) studies and Community Oncology Research Program (NCORP) must use the NCI Central IRB as the IRB of Record for the studies.  
For VA Facilities that are actively recruiting NCTN and NCORP studies in which the NCI IRB is not currently the IRB of Record for the studies, recruitment must stop as of March 1, 2019.  Recruitment will resume for those studies once the VA Facility adds the NCI CIRB as an IRB of Record.  These studies will not be transitioned to the NCI CIRB but will continue to be under the original IRB of Record until they are closed.  However, the NCI CIRB will be the IRB of Record for any new studies.
ORD and ORO have an NCI CIRB SharePoint Site for VA Facilities adding the the NCI CIRB as an IRB of Record with tools to support the process.  Please contact Dr. Molly Klote here in ORD and Ms. Priscilla Craig at ORO if your VA Facility wishes to add the NCI CIRB as an IRB of Record. 
ORD wishes to emphasize that VA Facilities cannot enter into IRB reliance agreements or Memorandums of Understanding to use other IRBs and modify their Federal Wide Assurances (FWAs) to add IRBs without approval from ORD and ORO.  
3. RDIS Update





Allen Dunlow
Mr. Dunlow informed the field that ShEEP and LAMb equipment dollars have been distributed.  Stations need to expedite getting these actions to contracting to insure award before the end of the fiscal year.  Not including the ShEEP and LAMb dollars just distributed, the field has a significant prior year balance.  Actions need to be taken to expeditiously get these dollars executed.

Mr. Dunlow thanked all those that provided input on the recently completed RDIS report using the new guidance.  The workgroup reconvened and reviewed all questions and recommendations submitted from the field.  The RDIS Guide is being updated to incorporate many of the field suggestions and comments.  A couple themes surfaced with questions from the field.  It is critical that ePROMISE and data be maintained on a continuous basis.  There really shouldn’t be the mid set that September is the “getting ready” period for the RDIS report.  There really isn’t a “getting ready” period.  The information in ePROMISE should be maintained throughout the year.  If a PI moves, the field must notify central office and make appropriate changes.  If dollars are received that are marked “admin” and they should have been linked to a specific project and PI, the field must notify central office.  Admin dollars will not count on the RDIS report. The only key date to remember is that on 1 October the system “locks” in order for the field to submit their annual report.  Based on the preliminary information that Mr. Dunlow saw on the FY18 RDIS reports submitted by the field, there will be some significant shifts in the distribution of the VERA Research Support dollars for FY2020.  

Mr. Dunlow noted that though we are only one third of the way through the fiscal year, some stations had already obligated 50%, 60%, or even 70% of their current year program.  Mr. Dunlow advised the field to make sure they are aware of their execution status.  

4. Commercial IRB Software



James L. Breeling, M.D.
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Please see attached memo.

A follow-up data call will follow later. Goal is to complete and validate the data call by end of February

Continued…………



5. Service Updates

· CSR&D




Theresa Gleason, Ph.D.
BLR&D




Christopher T. Bever, Jr., M.D., MBA
BLRD and CSRD DEADLINES FOR APPLICATIONS:

Spring review cycle deadlines:

	First day to submit applications to Grants.gov
	February 1

	Deadline to submit to Grants.gov (After this date the full two‑day correction window cannot be used.)
	March 8

	Last Possible Submission Date (to Grants.gov) 

WARNING:  If you submit an application on the Last Possible Submission Date and errors are identified by either Grants.gov or eRA Commons there may not be enough time to fix the errors, resubmit, and have the application received and verified by eRA. 

If your application is accepted by eRA with no errors, do not withdraw the application during the two-business day examination window unless there is sufficient time to resubmit a changed/corrected application by the submission deadline.

Changed/Corrected applications submitted after the Last Possible Submission Date will not be accepted for review.
	March 12

6:00 pm local time


FROM BLRD:

Eleven LAMb requests from the Fall round have been approved and funds will be released to the field within the next week or two.

The ShEEP, ShEEP-Imaging Core, and the LAMb RFAs should be released soon with spring submission dates.

A call for small equipment ($10K to $75K) will be sent to the field soon with a deadline in mid-March. Each station will be given a cap based on the number of BL funded projects and will be allowed a single submission covering multiple equipment requests from multiple investigators based on local review. The funding can’t be used for salaries or maintenance contracts and must be expended in FY19.

The translational drug development RFA has been revised to cover biologics and a new validation RFA has been posted. Be sure that investigators speak with their program managers before submitting applications to be sure that their projects are responsive.

The BLR&D staff are interested in attending Research Day activities across the VA system. Please reach out to staff or to you.

FROM CSRD:
CSRD staff have been processing requests for supplemental funding and all approved projects should have received notice by now.  Questions may be directed to sara.clark@va.gov
CSRD Staff are highly interested in attending Research Week activities, please reach out if there is an event or coverage you would like from us.  Upcoming meetings with CSRD staff include:  Society of Biological Psychiatry in May/Chicago; ASCP in May/Phoenix; Society for Clinical Trials, May/New Orleans.  We’ll continue to update this list.
· RR&D Update


 Patricia A. Dorn, Ph.D.
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American Academy of Audiology 2019 Jerger Career Award for Research in Audiology:

Congratulations to M. Patrick Feeney, PhD

Director, RR&D National Center for Rehabilitative Auditory Research, 
VA Portland Health Care System 

Patrick Feeney initiated his academic career in 1971 at Kent State University. He went on to study at the master’s level at Washington State University. Ultimately, after serving a number of years as a clinical audiologist, he earned a PhD at the University of Washington in 1993. His illustrious career spans more than 30 years and is highlighted by a record of excellence and leadership in teaching, scholarship, and professional service and clinical service provision. He was a faculty member at Ohio University, the Ohio State University, and the University of Washington before taking his current position in 2011 as director of the VA Rehabilitation Research and Development, National Center for Rehabilitative Auditory Research (NCRAR) at the VA Portland Health Care System in Portland, Oregon. He is also a professor in the Departments of Otolaryngology, Head and Neck Surgery and Neurology at Oregon Health and Science University. Dr. Feeney is a highly respected scholar who has received numerous and prestigious grants/awards from federal, state, and local agencies. His research has focused on peripheral and central auditory function in children, adults, and veterans. He is also an active volunteer in professional organizations having served as the 2008-2009 president of the American Academy of Audiology.

In total, Dr. Feeney’s research has resulted in more than 50 publications in peer-reviewed journals, 11 chapters in seminal texts for the profession of audiology, and more than 50 published abstracts. More important than these remarkable achievements are 
Dr. Feeney’s dedication to the profession of audiology and to the patients served by our profession. Dr. Feeney mentored and assisted other hearing professionals in developing their own unique lines of academic research and has dedicated a large portion of his significant talent to educating hearing health-care professionals to improve quality of care. His nominator, Tina Penman, AuD, said, “I cannot think of anyone more [deserving] than Dr. Feeney to receive the Jerger Career Award for Research in Audiology.”

https://www.audiology.org/about-us/academy-information/academy-honors/2019-academy-honors-recipients
https://www.ncrar.research.va.gov/AboutUs/Staff/Feeney.asp
Of Note:
The prestigious Jerger Award has been given to three other VA Researchers.

2017 - James Henry, PhD, NCRAR, VA Portland Health Care System 

2014 - Richard Wilson, PhD, James H. Quillen VA Medical Center, Mountain 
Home, TN  

2010 – Stephen A. Fausti, PhD, NCRAR, VA Portland Health Care System 

Association of VA Audiologist’s 2019 Research Award 

Congratulations to Erick Gallun, PhD

RR&D National Center for Rehabilitative Auditory Research, 
VA Portland Health Care System 
[image: image7.jpg]Leoe




Given in recognition to persons who have made special contributions to VA Audiology in education or research, or who have brought recognition to VA Audiology through these venues.

The work of the Gallun Lab can be summarized by the idea that exposure to high-energy explosions (“blasts”) and aging can both increase the risk of having trouble doing complicated listening tasks even when the ability to do simple auditory detection tasks is preserved. These findings have come out the Gallun Lab’s focus on the ability of listeners to perform complex listening tasks representative of the activities that comprise real world listening behavior.

https://www.ncrar.research.va.gov/AboutUs/Staff/Gallun.asp
Review Related 

Winter 2019 Merit, Career Development and Research Career Scientist Submissions: 
Scientific review is underway. 

· Review meetings occur February 26, 2019 to March 1, 2019

· Scores released March 5

· Summary Statements released March 28

· Funding decisions by late April

Center and Research Enhancement Award Program (REAP) Submissions:
RR&D issued a Funding Opportunity Announcement/Request for Applications (FOA/RFAs) for new Center and REAP applications encompassing Veteran-centric rehabilitation research in program areas not represented in currently funded RR&D Centers and REAPs. The FOA/RFAs may be found at: http://vaww.research.va.gov/funding/rfa.cfm. More information about RR&D may be found at: https://www.rehab.research.va.gov/.

A letter of intent due was due by January 25, and decisions have been communicated.

Spring 2019 SPiRE Review:
Special Interest Note:
Of particular interest this cycle are studies that include aims addressing:

· Prosthetic needs of women Veterans 

· Exoskeleton research, including externally-powered motorized orthoses for stroke, traumatic brain injury, or other non-SCI/D Veteran populations

· Non-pharmacological activity-based interventions for chronic pain impacting outcomes that may include pain reduction, medication use, ADL, and QoL

· Effect of prolonged exposure to opioids (used or misused) on long-term outcomes from traumatic brain injury. While opioids are the primary interest, other commonly used illicit substances or misused prescription drugs may be considered.

Investigators are urged to discuss proposed applications with the RR&D Scientific Program Manager relevant to their area of study.

Please Note:  Studies with efficacy/effectiveness aims requiring inferential statistical hypothesis testing, large sample sizes with long recruitment or follow up periods, and/or multiple study sites are not responsive to the award mechanism (See RFA, Part II, Section I.1). 
 

Letter of Intent (LOI):

The LOI submission deadline was February 1 for the March application submission. Applications will not be accepted without a LOI for the current review cycle. An email communication with a list of LOIs received has been sent to the ACOS/R&D and AO. That communication serves in lieu of a letter. If any issue(s) arise with the LOI, a Scientific Program Manager (SPM) will contact the station to attempt to resolve the issue(s). If the issue(s) cannot be resolved, then the LOI will be disapproved and an email to that effect will be sent. Contact to the station will be made no later than February 21.

 

Waiver:

Waiver requests for eligibility, budget, and full off-site research (partial off-site waivers will be addressed during JIT) were also due no later than February 1 for the March application submission.  Applications submitted without the required approvals will be returned without review. 

 

Application:

An updated SPiRE RFA RX-19-003 has been published for this review cycle (http://vaww.research.va.gov/funding/rfa.cfm). This means that previous application packages may be re-used. Applications must be accepted and verified in eRA by March 15, making the last possible submission date March 12 [changed/corrected applications cannot be submitted after this date]. Applications that miss the verification deadline will not be accepted for review. We strongly encourage early submission so that the PI and Signing Official (SO) can take advantage of the 2-day application viewing window to ensure that any of the problems that might arise at several steps along the way can be corrected. While we encourage the PI and SO to carefully review any system generated WARNINGS received, you should not rely solely on system validation checks to ensure a successful application submission.

 

Please carefully review the guidance in the VA-ORD Application Guide SF424 (R&R) found at:  http://vaww.research.va.gov/funding/electronic-submission.cfm, along with the updated SPiRE RFA RX-19-003 prior to submitting applications. The SF424 Forms Version E (dated 4/24/2018 or later date) is applicable for all VA-ORD application submissions. 

Applications will be withdrawn from review for administrative non-compliance if they do not adhere to the following: 

· All applications must be self-contained (i.e., without use of URLs/hyperlinks). URLs may only be placed in the Biographical Sketches and Bibliography and References Cited attachments. NOTE: URLs within official documents that cannot be altered, such as printed letterhead (i.e., Letters of Support attachment) or published articles/manuscripts (i.e., in Appendix attachments), will be accepted.  URLs should not be included in the body/content of any letter of support.

· All applications must contain a Summary Budget Worksheet (dated June 2017). If the worksheet is missing, then the application cannot be adequately evaluated.  Instructions for the budget section can be found in the VA-ORD Application Guide SF424 (R&R) and in the applicable FOA/RFA.  The worksheet template is available at http://vaww.research.va.gov/funding/electronic-submission.cfm. Verify that the total in the Summary Budget Worksheet and Research and Related Budget forms match and that the budget request does not exceed the allowable amount (per year and project total) found in the FOA/RFA.
· All applications must contain a Data Management and Access Plan (DMAP) attachment using the VA-ORD template (Version: 7/29/2016) that is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm, under Guidance Documents; and on the Internet at http://www.research.va.gov/funding/default.cfm, under Application and Submission Process.
· All applications must contain a Financial Disclosure appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.
· If Human Subjects will be included in the project, the application must contain a Targeted/Planned Enrollment table as an appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.
· All PI and Senior/Key Personnel Biosketches must use the current/approved OMB No. 0925-0002, Biographical Sketch (Rev. 09/17 Approved Through 03/31/2020) form. Do NOT alter the Biographical Sketch template by removing the OMB header or other template information – if VA-ORD staff is unable to verify that the correct template format has been used, the application will be withdrawn from review.

For questions specific to the SPiRE funding announcement, please contact RR&D’s main mailbox: rrdreviews@va.gov. For questions related to application completion and submission, please contact VA-ORD’s eRA mailbox: vhacordera.vhacordera@va.gov.
· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH
      Naomi Tomoyasu, Ph.D.
· Please consider submitting to HSR&D Implementation Research Project RFA that has been released. The goal of this solicitation is to support research activities that will develop and deploy an implementation strategy or set of strategies (Proctor et al., 2013 Powell, et al. 2015) to further scale up and spread a program or practice demonstrated to be effective based on a previous VA research study. Next deadline is March 31st. Please see the RFA here below: http://vaww.research.va.gov/funding/docs/HSRD-Implementation-Research-Project.pdf. 

· 2018 HSR&D Awards: Congratulations to the 2018 HSR&D Award Recipients!
· Best Research Paper of the Year
 Erin Krebs, MD, MPH, Minneapolis
· Daniel Deykin Award for Outstanding Mentor
            Michael Fine, MD, MSc, Pittsburgh-Philadelphia
· Health System Impact
 George Sayre, PhD, Seattle-Denver

· 2018 Under Secretary's Award for Outstanding Achievement in Health Services Research
· The deadline for submitting nominations was COB February 1st, 2019. 

· We received 6 strong nominations. Thank you – we know the effort to put someone forward is considerable. 
VA Electronic Health Record Modernization (EHRM) transition – 

· Jim Breeling is leading the Research Workgroup of the Office of Electronic Health Record Modernization (OEHRM) Quality Safety Value Council that will be providing input regarding the functional requirements for Research in the new Cerner system. The other HSR&D members are David Au (Seattle), Scott Duvall (VINCI), and Maria Souden (VIReC). Margaret Gonsoulin from VIReC is working with the OEHRM Technology & Integration Office (TIO) Data Migration and Management team

· Right now, OEHRM work is focused on needs for implementation at IOC. The TIO’s DMM team is working to map VA data to Cerner models for migration to initial Cerner sites (IOC) and develop syndication plans for transmitting Cerner-collected data from IOC sites back to VA. The Research Workgroup is developing case studies of projects in Seattle that are using EHR data and information systems; developing requirements for the configuration of Cerner’s PowerTrials solution for clinical trials and cohort identification; and working with the TIO DMM group to understand mapping of our data to Cerner models so we can plan for research data sustainability.

· The workgroup has also recently issued early guidance to ORD Directors and Scientific Program Managers for questions that come up in SMRB reviews regarding the potential impact of EHRM on proposed projects. Guidance will be continually updated as more is known and disseminated to the field in conjunction with future RFAs.
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COIN Updates –
· HSR&D has made commitments for two new initiatives for research funding:
· COnsortia of REsearch (CORE):  This solicitation was for applications in our three highest priority areas – a) access, b) suicide prevention and c) and opioids /pain.  Letter of Intent Due Date was January 24, 2019. HSRD is currently reviewing LOIs. Tentative start date projected is 1 April 2019 (once full applications are reviewed and approved for funding)
· Research to Impact for Veterans (RIVR): Proposals are due to HSR&D by February 22, 2019.  

HSR&D is making noncompetitive funds available for each COIN to identify a 5 year “impact goal” for one of their focus areas, as well as yearly milestones for achieving that goal. Please see full announcements for details (released on Thursday 12/27/18).
RIVR Budget: This initiative will provide noncompetitive funds of up to $100,000/year to the COIN to support planning and collaboration to achieve this impact goal. Please send in your initial budget for one-year with a tentative start date April 1st, 2019 through March 31st, 2020.
· Innovation Initiative Funding Opportunity

· We appreciate everyone’s strong support of this new funding opportunity! We received 122 proposals and have lined up a good slate of reviewers.  We anticipate we may have more good ideas that what we have committed to fund (10) and we are discussing what options might be: fund more, allow resubmission, find other paths. 
	Priority Area
	Number of ITSs

	Access to Quality Care
	44

	Long-Term Care, Services, and Support (Aging & Caregiving)
	21

	Opioid Misuse/Pain
	23

	PTSD/TBI
	12

	Suicide
	22

	TOTAL
	122


· Innovation SMRB will coincide with our normal SMRB. The panel will be held on March 5-6, 2019. 

CIDER Updates 
· HSR&D/QUERI National Meeting 2019
Call for abstracts has been announced. Abstracts are due March 4, 2019.

CDA – 
· The full CDA advisory workgroup propose recommendations to the HSR&D Director and presented them at the November COIN Director’s meeting. Look for changes in the RFA for the Summer 2019 round which will be posted sometime in April.  I expect that information on major changes will be released in advance of the RFA.  Regardless of whether we decide to limit future submissions to 2, third submissions will still be accepted next round for anyone who is planning on submitting one.
· We received 31 CDA proposals & 5 NRI this round, which is significantly above the last several rounds (was averaging 20 CDAs).
· GS14/15 promotion nominations are due March 1.  The next promotion review will be in April or May.  
· RCS nominations received for 2018 (last September) will be reviewed on February 15. The next opportunity to submit an RCS nomination will be September 1.
· Planning for the 2019 CDA Conference is underway. Thanks to Eric Hermes and Natalie Hundt (our conference hosts from Houston) for helping to put the agenda together in addition to the other work that goes into planning this.  As always, also thanks to Karen Bossi and the group at CIDER.
SMRB Update –
· The Winter 2019 Scientific Merit Review Board will meet March 5-8, 2019.
· HSR&D completed processing 304 applications which have been released for review.
· Innovation Initiative Program (Planning/Start Up Funds), RFA HX-18-020:  121
· Merit Review Award (Parent I01), RFA HX-19-001:  90
· Merit Review Award (Pilot I21), RFA HX-19-002:  17
· VA Nursing Research Initiative (NRI), RFA HX-19-003:  5
· Health Services Research on Veteran Suicide Prevention, RFA HX-19-004:  8
· Service Directed Research on Veteran Suicide Prevention, RFA HX-19-005:  1
· Parent Learning Healthcare Initiative Randomized Program Evaluation, RFA HX-19-006:  3
· QUERI Global Merit Review Award, RFA HX-19-007:  23
· Implementation and Evaluation of the MISSION Act, RFA HX-19-008:  5
· Career Development Award(CDA-2), HX-19-009:  31
For questions regarding the review process, please contact Scientific Merit Review Program staff at vhacoscirev@va.gov. Questions concerning electronic submission (eRA/Grants.gov) should be directed to the eRA mailbox at rd-era@va.gov.
QUERI Program Updates – 
· TIME-SENSITIVE OPPORTUNITY: Submit your Effective Practices to the new Diffusion Marketplace
· VHA’s Diffusion of Excellence Initiative is interested in supporting the dissemination of effective practices that have been implemented by QUERI (e.g., Programs, projects) OR effective practices developed through HSR&D funding and are ready for implementation within its new Diffusion Marketplace (see attached description). 

· The advantage of having your practice featured in the Marketplace is that VHA leaders can look for effective practices to implement as part of their VHA national performance plan goals, and the Marketplace can serve as a springboard for its further dissemination.

· Please send to Amy Kilbourne (Amy.Kilbourne@va.gov ) by Monday, February 11, 2019 your QUERI or HSR&D effective practice for consideration for inclusion in the Marketplace, with the following information:

1. Name of effective practice

2. Point of contact of effective practice (i.e., who would be responsible for leading or training other providers in the practice)

3. Locations where practice has been implemented (NOTE: practice must have been implemented in at least 2 sites)

4. Whether there an implementation guide or toolkit available that describes the “how-to” of implementing the practice? (Yes, No)

· A representative from Diffusion of Excellence will then follow up with you to assess the potential fit and need for support. See attached list of QUERI effective practices as examples.  If selected, the Diffusion of Excellence and QUERI may provide guidance and support for inclusion of your practice in the Marketplace. Please see the attached below for more information.
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· More ORD/QUERI/Innovation Collaborations: The strategic meeting with 10X leadership as well as the QUERI-Innovation meeting last week brought forth new ideas for collaboration across ORD, QUERI, and the diffusion of Excellence / Innovators Network. Notably, Dr. Ramoni, Amy, Ryan Vega (DEI) and Kit Teague (Innovators Network) are planning pilot “use cases” to facilitate translation of ORD research products into real-world through the Diffusion of Excellence (DEI) program, and vice-versa.  The goal would be to resource DEI infrastructure to take 1-2 ORD-supported research interventions to national scale, and for ORD to support further research in promising practices or innovations identified by the Innovators Network spark-seed-share grants and/or the DEI Shark Tank process. The goal of the use cases is to help operationalize a more seamless process for moving discoveries to the research intervention phase, and from intervention effectiveness to implementation phase across both groups, addressing key barriers identified by the R2R workgroup. Candidate use cases are currently being discussed. Please see the attached below for more information.
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· Winter 2019 Merit Review: A total of 23 QUERI applications have been received and will be reviewed in the upcoming March meeting. Of those 23, there are 7 applications submitted for the Implementation Strategy Learning Network Hub Sites Award; there are 2 applications submitted for the VISN PII Award; and there are 14 applications submitted for the Partnered Evaluation Initiative Award. Reviewer assignments to applications are currently being made, after which applications will be under committee review. Scores are expected to be released the week following the completion of the SMRB meeting. [image: image6.bmp]
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Department of

Veterans Affairs

Memorandum



Date:	30 January 2019



From:	EHRM Research Working Group 



Subj:	Memo 001 - Electronic Health Record Modernization Guidance for Scientific Reviewers



To:	ORD Directors and Scientific Program Managers	



This memo provides point-in-time guidance for ORD leadership and Scientific Program Managers regarding the potential impact of the Electronic Health Record Modernization (EHRM, aka the Cerner transition) on research projects utilizing VA data and information systems. Information disseminated here is provisional, and should be considered as such in that it represents the current known state of a fluid and dynamic implementation of a new VA-wide EHR system. Contact James Breeling or Maria Souden for more information or future updates.



We expect the first VAMCs (Seattle and Spokane WA) to switch from VA’s current EHR (CPRS) to Cerner in March of 2020, followed quickly by the rest of VISN 20. Cerner implementation will continue down the West coast and then roughly counterclockwise around the country, concluding with VISNs 19 and 23 in 2027. The transition has implications for research studies that: 1) Utilize VA administrative and clinical data currently generated from VA’s EHR and VisTA systems; and 2) Depend on specific CPRS or VisTA interfaces or informatics capabilities. Some considerations based on current knowledge of the transition follow. 



· If a study is national in scope and using retrospective data, it should be safe if data is collected before March 2020. If a study can get by with data that are a year or two old, it may be possible to use VA national data resources as we know them today up through 2022. 

· Regional or site-specific studies of VAMCs further away from the West coast may be able to rely on unimpeded retrospective use and prospective data collection for an additional 3-5 years without being affected by the transition.

· We do expect that EHR and administrative data captured at Cerner sites will be sent back into a VA environment at least until the whole VA has switched to Cerner. The new data will likely be made available after March 2020, but their form and content is uncertain at this point.

· In our current system, the Health Factors (HF) domain is sometimes used by researchers for collection of Veteran data and the implementation of study-specific reminders using CPRS templates. There is no direct corollary for the HF domain in the Cerner system, and while those data elements may be captured elsewhere in the record, studies should not count on being able to implement custom templates for data capture into the Cerner system for the time being.

· The Cerner system may ultimately support robust informatics development using its APIs, but the new system’s technical and infrastructural potential and limitations are currently unspecified. Proposals for app or tool development should be approached cautiously with an eye toward future interoperability.







es//: EHRM Working Group*

James Breeling

Maria Souden

Scott DuVall

David Au



(*part of the EHRM Quality, Safety & Value Council)
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The challenge

How might we...

share and spread proven,
innovative healthcare practices
across VHA, to become a better
learning healthcare system.

The opportunity

The purpose of the Marketplace is
to lead others in the discovery of
proven, innovative practices and
provide them with resources
needed for implementation. These
resources may include additional
details about implementation, a
timeline, as well as the associated
cost and expected return on
investment.





Marketplace Demo



http://va-diffusion-marketplace-staging.efgnfj8pjn.us-west-2.elasticbeanstalk.com/
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VHA’s new Changing Lives, Saving Lives (CLSL) campaign aims to raise awareness of how frontline driven innovation is
changing the lives of Veterans, caregivers, and employees—and in some instances saving Veteran lives.
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Faster delivery of prosthetic
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Project HAPPEN | SALEM VA MEDICAL CENTER, VA

Enable 53% faster delivery of prosthetic limbs to Veterans.
Automating the prosthetic limb procurement process to
improve continuity of care for Veterans.
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VHA Rapid naloxone | SALEM VA MEDICAL CENTER, VA
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Enable 53% faster delivery of
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procurement process to improve
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CENTER, VA

53 Facilities have
adoptedthis practice

Add a Practice

Q © DrVega

Maybe Later

Learn More

Combat
Polypharmacy

Reduce undue polypharmacy by
identifying and discontinuin
unnecessary, ineffective, an
inappropriate medications.

VIONE | SALEM VA MEDICAL CENTER, VA

31 2 Facilities have
adoptedthis practice






Further
down the
Diffusion
Market-
place
Page

Design
with 3 tiles
across.

Hover over
shows
icons.

1 0 Facilities have
adoptedthis practice
@ Gold Status Practice

Q%  System Redesign

Prevent

pnemonia

Brushing teeth is saving Veteran’s
lives. Prevent non ventilator aquired
pnemonia with better oral care.

FLOW3 | SALEM VA MEDICAL CENTER, VA
7 8 Facilities have
adoptedthis practice

¥  Gold Status Practice

ey Office of Connected Care

Wound Care
Access for Rural

53 Facilities have
adoptedthis practice

A) Health Systems Research & Design

$955

Cost
Avoidance

L

Veteran
Satisfaction

FFFF

Implementation
Difficulty

Learn More

Faster delivery of
prosthetic limbs

3 1 2 Facilities have
adoptedthis practice
¥ Gold Status Practice
Q>  System Redesign

Faster delivery of
prosthetic limbs

Enable 53% faster delivery of
prosthetic limbs to Veterans.

Automating the prosthetic limb

procurement process to improve
continuity of care for Veterans.

FLOW 3 | SALEM VAMEDICAL CENTER, VA
1 1 3 Facilities have
adoptedthis practice

¥  Gold Status Practice

Q>  System Redesign

Faster delivery of
hrosthetic limbs






Diffusion
Market-
place:
bottom of
the page.

Option to
view more
or make a
new
search.

Wound Care

Access for Rural
Veterans

Veterans residing in rural areas far
away from regional VA healthcare

systems may wait too long toreceive

necessary wound care services,
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limb-threatening infections,
hospitalizations and even
amputations.
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Enable 53% faster delivery of
prosthetic limbs to Veterans.
Automating the prosthetic limb
procurement process to improve
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Faster delivery of
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Enable 53% faster delivery of
prosthetic limbs to Veterans.
Automating the prosthetic limb
procurement process to improve
continuity of care for Veterans.
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Rapid Naloxone

Reversing opioid overdose and saving Veteran lives through Rapid Naloxone admipi

National Opioid Overdose

National Opioid Overdose Education Naloxone Distribution (OEND) Program Office, Office of Mental Health and Suicide !
Education Program

Benefits Management (PBM), Academic Detailing Service, National Center for Patient Safety (NCPS), VA Police

The VHA Rapid Naloxone Initiative acts as a safety belt in case of an overdose and saves the lives of our Veterans
which creates a safer environment around the veteran on VA campuses. Since the adoption of at least one
element in the Initiative within at least 43 facilities, there have been at least 44 successful overdose reversals
within FY2018. The Initiative’s plan to spread across the nation has the potential to drastically increase the

number of successful reversals within FY2019, improving patient safety across the VA. Naloxone is delivered as a

nasal spray. No addiction or adverse effects if not experiencing overdose.

Progress: 50 in cabinets, 122 have police carrying Naloxone, every facility is doing education (system wide)
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Innovation - Pamela Bellino

Begun by Pamela Bellino, Patient Safety Manager at the VA
Boston Healthcare System, the Opioid Overdose Reversal
Program is a practice to increase the availability of IN
naloxone to prevent overdose fatalities among Veterans at
VA facilities. The program increases the likelihood of
preventing these fatalities by equipping AED cabinets, VA
police officers, and at-risk patients with IN naloxone. After
successfully piloting the practice at the VA Boston
Healthcare System, facilitated implementation of the
innovation began in VISN 8 through the Diffusion of
Excellence initiative.






Inn ion - Pamela Bellin
Timeline & Toolkit ovation - Pamela Bellino

Begun by Pamela Bellino, Patient Safety Manager at the VA
Boston Healthcare System, the Opioid Overdose Reversal
Program is a practice to increase the availability of IN

Practice naloxone to prevent overdose fatalities among Veterans at
VA facilities. The program increases the likelihood o
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Rapid preventing these fatalities by equipping AED cabinets, VA
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Excellence initiative.

Video

feature

Call to

action:

Challenge

to commit

Ready to commit?

You can choose and implement a practice to help save lives.

Learn More





Support Team

Rapid
Naloxone
Bottom of
Practice
Page

MOLLIE BRICK
Rapid 9 Senior Consultant
Naloxone

Support
Team

Contact

PAM BELLINO

Patient Safety Manager,
Gold status Fellow

DR ELIZABETH OLIVIA MARY BURKHARDT

National OEND Coordinator,
Pharmacy Exacutive
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Faster delivery of prosthetic limbs

Delivery of prosthetic limbs to Veterans in less than % the time

FLOW 3 | SALEM VA MEDICAL CENTER, VA ¥ Gold Status Practice saa*  Multiple Stakeholders

FLOW3 is a system of three interrelated software platforms that automate, standardize, and provide transparency
into the limb acquisition process. FLOW3 begins in-clinic with physician entry of a prosthesis prescription using

the FLOW Consult Templates. The order then moves to the prosthetist, who enters the appropriate codes using

the Consult Comment Tool. Then, purchasing agents use the Web-based App to generate the quote for force

entry, which contracting staff can access the very next day.
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Cost Veteran Implementation
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Innovation - Dr Jeffrey Heckman

Dr. Jeffrey Heckman, a physician in the VA Puget Sound
Health Care System, treated many Veterans frustrated by
the lengthy process of receiving their prosthetic limbs.
Motivated by one such Veteran, who offered his own
technical services to improve the process, Dr. Heckman
gathered a team, consisting of prosthetist Wayne Biggs
and data system expert Jeffrey Bott, to overhaul and
automate the prosthetic limb acquisition process. The
result was a system of three interrelated software
platforms, known as FLOW3, that streamlines and
provides transparency into the acquisition flow. After
successful implementation at Puget Sound, the team
spread their innovation through the Diffusion of
Excellence program, beginning with a partnership with
Dawn Schwarten at the Milwaukee VA Medical Center and
ultimately rolling FLOW3 out across VISN 12.z

Learn More





Origin of this practice

Flow3
Practice Veteran Impact
Page

Cost & Difficulty
Veteran Risks & Mitigations
Impact
Side Timeline & Toolkit
Navigation

“ Flow 3 allowed me to get back to what’s important..”

I work with my hands. Wood working is my passion, how | express myself.
When I lost my arms | was afraid | would no longer be able to create with
wood. Prosthetic devices on each arm allow me to keep working. When a
part of my prosthesis broke I used to be out of work for months. Thanks
to the improved coordination provided by Flow3, | received my new
prosthesis in just a few weeks-and doing what | love!

Next p
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$55S

Cost to
Implement

Just sustainment.
No development cost

Minimal FTE
No funding needed
Champion needed

Staff training

FFFF

Implementation
Difficulty

Some change
management and
system redesign to
operationalize

Oversight
Staff Training

Buy in
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Mitigation
Side
Navigation

Origin of this practice

Veteran Impact

Cost & Difficulty Risk Level

Risks & Mitigations

Timeline & Toolkit Risk

If FLOW3 champions do not allocate
sufficient time to training their site
the implementation process will be
slow and time savings will not be
achieved.

Mitigation

Support Champions with a
pre-implementation readiness
checklist to help identify pitfalls
in their planning.

Empower and Support
Champions with official training
materials.
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Download

Side
Navigation

Origin of this practice

Veteran Impact Timeline & Toolkit

Cost & Difficulty
30 days to train the Practice Champion,
additional 60 days for the Champion to
Risks & Mitigations oversee staff training.

Timetine & Toolkit Training is “go at your own pace” and

made up of multiple 20 minute videos.

$750,000 for 3 years for whole country
(already paid)

Download Toolkit B
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Ready to commit?

Learn More
You can choose and implement a practice to help save lives.
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Support Team

BRIAN STEVENSON JEFF HECKMAN JEFFREY BOTT
Role title placeholder Role title placeholder . Roletitle placeholder

Call to
action:
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Support Role title placeholder

Team.

Contact. m
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Concept Definition
v3






PRACTICE RATING FRAMEWORK






VETERAN IMPACT RATINGS -V3

High impact to Veteran health and/or
care experience

Significant impact to Veteran health and/
or care experience

Some impact to Veteran health and/or
care experience

Little or no impact to Veteran health and/
or care experience





VETERAN IMPACT RATINGS -V4

High impact to Veteran health Life saving or changing
and/or care experience. Transforms experience
Medium impact to Veteran Improves health outcomes
health and/or care experience. Improves experience

Low impact to Veteran health Little or no health impact
and/or care experience. Little or no experience change
HIGH MEDIUM LOW

- Mmoo

Veteran Impact Veteran Impact Veteran Impact





Prospective features

Rating System

Interactivity with Pulse

Customizable practice
page

Geographic View

‘Like’ or ‘Share’ a practice

Self Assessment Tool for
new practice
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Product roadmap

January February March June October

L L L VHA Innovation
. Intake 15 practices Marketplace 0.1 Marketplace 0.2 || Experience (VHA
Intake 5 practices (3 per stakeholder) I:E)
(10/22-10/24)

| Marketplace 1.0

— Intake 50 practices

Key:
3 Diffusion Marketplace
@ VHA Innovation Ecosystem
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Sheet1

						QUERI-funded Innovative Practices by VISN and Facility

						SecVA Priorities

						Greater Choice		Modernize Systems		Focus Resources		Improve Timeliness		Suicide Prevention

		VISNs		QUERI Center

		12,19,23		Antimicrobial Resistance (CARRIAGE) (Salt Lake City, Chicago, Iowa City)
POC: Michael.Rubin2@va.gov 				Enhancement and Uptake of Infection Prevention Guidelines		Antibiotic Self-stewardship

		1, 4, 5, 16, 20		Behavioral Health 
(Little Rock, Boston, Pittsburgh, Seattle, Baltimore)
POC: Joann.Kirchner@va.gov				Measurement-based Care in mental health		Behavioral Health Interdisciplinary  Program (BHIP)		Tele-mental health network		Peer specialists implementation in primary care

		1, 21		Bridging the Care Continuum 
(Bedford, Palo Alto)
POC: Allen.Gifford@va.gov				Population-based HCV tracking tool		Substance use program for homeless Veterans		Hep C testing and linkage to care		 Veteran Justice Reentry program

		22		Care Coordination
(Los Angeles)
POC: David.Ganz@va.gov		Care coordination: VA social workers & community organizations		Care coordination
virtual toolkit				ED primary care  tool to facilitate care coordination		Opioid prescribing management:
Choice providers

		1, 9, 21		Chronic Pain
(West Haven, 
Palo Alto)
POC: William.Becker4@va.gov		Tapering Opioids
Pharmacist led intervention		Pain self-management Interactive voice response system				Pain/Opioid
Enhanced Academic Detailing

		6		Function and Independence (Durham)
POC: Susan.Hastings@va.gov		Caregiver training post-referral for Home Care				Physical Therapy for Knee Osteoarthritis

		2, 4, 10		Long-Term Care (Philadelphia, Ann Arbor, Canandaigua)
POC: Anne.Sales@va.gov		Goals of care conversations in home-based primary care				Collaborative care- CLC residents with dementia

		10, 12, 21		Measurement Science (Inidanapolis, Salt Lake City, San Francisco)
POC: Mary.Whooley@va.gov		Home-based cardiac rehab		OMOP common data model for EHR modernization (National); 		Primary Care Integrated Pain Management		Standardization of colonoscopy quality reporting system

		21		Medication Safety (MedSAFE) (Palo Alto)
POC: Paul.Heidenreich@va.gov				Optimization of VISN 21's pharmacy dashboard		Medication use decision support tool		Medication Use Evaluation Tracker (MUET) (National)

		10		Personalized Care (PrOVE QUERI) (Ann Arbor)
POC: Julie.Lowery@va.gov		Shared decision-making guidelines for lung cancer screening; 		Personalized statin decision support tool		MOVE! program for personalized weight management support

		10, 21		Precision Monitoring (PRISM)
(Indianapolis,
San Francisco)
POC: Teresa.Damush@va.gov		Tele-monitoring for home CPAP		Inpatient stroke electronic clinical quality measures toolkit		Carotid imaging decision support tool		Tele-health
staff education:
TIA care

		1, 20		Safety & Quality (Seattle, Bedford)
POC: David.Au@va.gov				e-consults to reduce ineffective inhaled steroids for COPD		Enhanced academic detailing- antipsychotic prescribing		Provider education on inappropriate lung nodule follow-up

		19		Triple Aim
(Denver)
POC: Cathleen.Battaglia@va.gov		Value stream mapping to ID gaps in transition to VA PC from non-VA hospitalization				Multi-modal pain care geographic variation analysis

		20, 23		Virtual Specialty Care
(Seattle, Iowa City)
POC: John.Fortney@va.gov		Telehealth for home-based cardiac rehab		Patient mobile app for cardiac rehab		PTSD prolonged exposure therapy mobile app		eHIE outreach for dual VA/non-VA users		Telehealth outreach (PTSD)

		22		Women's Health (EMPOWER)
(Los Angeles)
POC: Alison.Hamilton@va.gov		Gender-tailored community diabetes prevention program						Women's cardiovascular risk screening program		Tailored collaborative mental health care for women veterans
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_1612074812.pdf
Department of Memorandum
Veterans Affairs

Date: February 11, 2019

From: James Breeling, MD, Director, Bioinformatics, Office of Research &
Development

Subj: Acquisition of Commercial IRB Software
To: Associate Chiefs of Staff for Research and Administrative Officers

1. VA Office of Information and Technology (OIT) has recently discussed with me
the need to bring into compliance several software products that centers have
acquired: commercial off the shelf (COTS) software for their Institutional
Review Board (IRB) and other committee workflow tools.

2. Their concern is centered on the lack of an Authority to Operate (ATO) for
these software systems contrary to VA Directive 6500 — VA Information
Security Program. They are also concerned about the lack of compliance with
VA Directive 6008 — Acquisition and Management of VA Information
Technology Assets.

a. An ATO is needed for all SW systems whether hosted by the VA or
hosted by a vendor.

b. Permission to use non-OIT funding to purchase software can only be
granted by permission of OIT (thru their IT Working Group — ITW) and
under specific conditions of Software as a Service (SaaS).

3. Although some VA Medical Center Research Offices may have an ATO for
their COTS purchase, this is not uniform across the enterprise. OIT wishes to
work with us to make the ATO requirement uniform for all instances (all VAMCs
and all vendors). The goal would be to have a minimum number of systems go
thru the ATO process (since it is extensive and may require up to 18-24
months). This would require working with selected vendors and keeping local
configuration changes to a minimum as they impact the security boundary and
required system controls. Systems without an ATO may be terminated unless
there is active work to document the security controls, prove they meet the VA
standard, and provide mitigation effort if they do not.

4. ORD has been unable to provide OIT information that the funding sources used
by VAMC Research Offices comply with the non-OIT process spelled out in VA
Directive 6008 or that the instances are actually run as Software as a Service.
This places the acquisition in jeopardy of being rescinded to avoid violation of
appropriation law. OIT and ORD wish to seek permission to use non-OIT funds
to continue the acquisition but at an enterprise level to streamline the approval
process.





. The process spelled out in 6008 is attached here:

|EH

Exemption Process
for SaaS IT Acquisitio

. ORD will need to collect information from each VAMC Research Office on their

purchase or desire to purchase COTS IRB software or SW that performs any of
the major committee workflow (Animal, Safety, R&D Committee) required by
the VHA series 1200 policies.

. There will be a forthcoming data call to collect this information and follow-up
conversations with each research office to validate the information.

. Questions can be directed to James Breeling, MD

%A&Ju)m

James Breeling, MD

Director, Bioinformatics

VHA Office of Research and Development
James.breeling@va.gov
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