Office of Research and Development

Field Conference Call Notes

Monday, February 8, 2016
1. Welcome – Kyong-Mi, Chang, M.D.
2. Update on Data Management and Access Plans – 

Dean T. Yamaguchi, MD, PhD

Requirements for VA ORD Investigators:  Implementation of Data management and Access Plans
Beginning January 1, 2016, VA investigators submitting applications for funding to any of the ORD Services (Biomedical Laboratory, Clinical Sciences, Rehabilitation, and Health Services R&D and programs managed by ORD which include Cooperative Studies and QUERI) need to include a Data Management and Access Plan (DMAP).
The plan needs to describe how and where final research results (All Publications reporting results of VA funded research and final data sets underlying such publications) resulting from the research will be made available to the public. The following elements need to be addressed:
1) How and where final research results will be made available (Publications to be put into PubMed Central within one year after the date of publication)

2) Provisions for long-term preservation of and access to the scientific data resulting from the research or explaining why such access cannot be provided

3) An explanation of how data sharing and preservation will enable validation of results, or how results could be validated if data are not to be shared or preserved

4) Mechanisms to ensure protection of personal privacy of research subjects, the confidentiality of individually identifiable private information, and the secure maintenance of proprietary data and information which is consistent with other aspects of the application such as the Protection of Human Subjects Section.
Review of the DMAP will be done by peer reviewers of the application who will be asked to “Comment on whether the Data Sharing Plan or the rationale for not sharing data is reasonable.”  This review will be unscored (similar to the budget review or review for potential overlaps).
Five mechanisms of data sharing can be considered and are listed in the slide set (slides 10-14).
A template to address the elements is currently being developed and should go out to the field shortly.
The Data Management and Access Workgroup slides are posted at: 
http://vaww.research.va.gov/funding/electronic-submission.cfm 
Questions can be directed to the VACO ORD ERA Mailbox:  vhacordera.vhacordera@va.gov
3. Budget Update – Allen Dunlow, MHA

Mr. Dunlow informed the field that Specific Purpose dollars, the 870 dollars for QUERI and Cooperative Studies, should be released today.  It was understood that everyone had been operating in the red but this distribution should put everyone’s accounts back in the black.  Mr. Dunlow also notified the field that all 0161A1 dollars had also been distributed with the last distribution allocating veterinary care, CC105, dollars.

Mr. Dunlow noted that there was still almost $25M in prior year dollars out in the field.  He alerted the stations that on 1 March he would ask for a detailed accounting of all unobligated prior year dollars and the plan for execution.

4. Change in training renewal interval for Animal Subjects Research  – 
   Michael Fallon, DVM, Ph.D.

As announced, the minimum renewal interval for Animal Research training will be increased to three years, effective March 1, 2016.  All VA accounts in CITI will be automatically updated shortly after that, and I will post another   DVA listserv announcement when the update is complete.  If your station wishes to require more frequent renewal, please have your ACOS for R&D or AO for R&D email Alice Huang directly (alice.huang@va.gov, do not “reply” or “reply all” to this message!) by February 29, 2016, with the renewal interval that should be specified.

5. IPA and other field related issues – Holly Birdsall, MD, PhD.

Debbie Kolen, the Director of Recruitment and Placement Policy, has indicated a willingness to ask the Office of Personnel Management for a waiver that would allow the Department of Veterans Affairs to appoint individuals from academic affiliates or VA-nonprofit corporations on Interagency Personnel Agreements (IPAs) that could extend for the duration that the individual’s services are needed in the VA Research Program.   This would eliminate the four year maximum length of an IPA without a required return of the individual to their prior employer (affiliate or VA-NPC).  Until a determination is made on this waiver, Ms Kolen is agreeable to allowing individuals to be appointed to IPAs for up to 3 years and ten months.  Those individuals can be re-appointed to a new IPA after a 61 day hiatus at their former employer.  If local VAMC HR departments need reassurance that VACO HR approves this interim process, send their name to Dr. Birdsall and she will arrange for them to receive confirmation from Ms. Kolen’s office.  

6. Research Week – Stephen Herring, MA
· This year, National VA Research Week Will Celebrate the theme 'Path to Progress.'
· Research week is scheduled for May 16-20.  It is an opportunity to show how your research advances benefit Veterans and the nation – we ask that all facilities submit their plans for events by March 1. 

· The Research Week memo from Dr. Kyong-Mi  Chang, emailed to all ACOSs, A/Os, and other RW coordinators on 1/28/16, outlines the overall strategy for VA Research Week 2016.  Resources and general guidelines to support VA Research Week activities are available on the VA Research website, see Research Week tab, or click on http://www.research.va.gov/researchweek/default.cfm.   You may check this website for updates in the next few months as new items will be posted as soon as they are available. 

· A record # of research facilities recognized VA research week in 2015; 65 centers reported on their successes! VA R&D Communications will  again provide materials to support local observances of Research Week and will provide regular updates on the R&D website. By mid-March, each local research office will receive a 2016 research week poster and an original research week proclamation signed by the Under Secretary for Health. Printed copies of ORD brochures are still in limited supply this year and will not be re-printed; rather, new web pages with one-page Fact Sheets for all topics are available on the ORD website and may be downloaded as needed. 
· Please direct any questions or comments to Christine Amereihn by email at christine.amereihn@va.gov or by telephone at (443) 759-3458.

7. Harmonized Budget Submission Process for ORD – 
   Karen Lohmann Siegel, PT, MA
As presented on the January call, the VA Application Guide SF424 (R&R) for VA-ORD http://vaww.research.va.gov/funding/docs/VA-SF424-RRGuide.pdf  contains major revisions to the R&D Budget Form instructions and introduces a Summary Budget Worksheet that is now required for all applications. Investigators submitting applications to VA-ORD are expected to follow these instructions starting with the Spring 2016 cycle.

A fully developed example demonstrating how to complete the forms has been posted on the ORD intranet site http://vaww.research.va.gov/funding/electronic-submission.cfm along with a step-by-step PowerPoint presentation. 

A cyberseminar was presented to demonstrate the new process on Thursday, February 11 from 9:30-11:30 am EST and Friday, February 12 from 1:00-3:00 pm EST. Instructions on how to register for the training were sent from the eRA mailbox to the ACOS and AO email lists with a request to share the information with all interested staff. For those unable to participate in the live training, a link to an archived recording will be distributed shortly after the event. 

8.
Service Updates:

· RR&D Update – Patricia A. Dorn, Ph.D.
RR&D Gordon  Mansfield SCI Consortium: Nature Medicine Paper  

The Gordon Mansfield SCI Consortium is working to develop a reparative therapy for the chronically injured spinal cord.  The consortium was established in 2009. Mark Tuszynski, MD, PhD, is the Consortium Director at the San Diego VAMC.
Dr. Ken Kadoya,  a consortium investigator, recently had a paper accepted into Nature Medicine on the transplantation of human embryonic stem (ES) cells in a rodent model of spinal cord injury.  Dr. Kadoya pre-differentiated human ES cells into a spinal phenotype prior to transplantation, resulting in increased corticospinal tract regeneration into the graft. The corticospinal tract is the main descending tract from the cortex that controls motor function to the body.  

Historically, it is very difficult for investigators to “coax” the corticospinal tract to grow into the transplant; therefore, the significance is that spinally differentiated ES cells could be key to true regeneration and repair of the spinal cord.   

Center/REAP Director Retreat March 2016 in DC

The retreat theme is collaboration. In addition to our Center/REAP leadership, participants include RR&D staff, ORD leadership, VHA leadership, VSO representatives, and representatives from other federal agencies engaged in rehabilitation research.  We are all looking forward a very busy and productive retreat. Thanks to Mr. Ricardo Gonzalez and Ms. Boriana Cavicchia for preparing and submitting the documents  that led to final meeting approval. 

Review Update
Fall 2015 SPiRE Review:
Notifications of intent-to-fund were sent to the PI, ACOS/R&D and AO via email on December 30, 2015.  These applications have a status “to be paid” in the eRA Commons.  Applications not selected for funding will stay in a “pending council” status.  A summary of review results and a courtesy copy of summary statements were sent to the ACOS/R&D and AO on January 5, 2016.  Applications selected for funding will appear in the JIT Document Manager this week.  As a reminder, these projects must be in full compliance for funding to start no later than July 1, 2016.

Winter 2016 Review:
Scientific merit review meetings will be held February 23-26. Scores will be released in eRA on March 2 and summary statements will be released on March 29 with intent-to-fund decisions by mid-April.  Notification of review results and a courtesy copy of summary statements will be emailed to the ACOS and AO following intent-to-fund decisions.

Center Review 2016:
Limited to competitive renewals - no capacity at this time for any new Centers. Centers up for competitive renewal are: Visual and Neurocognitive Rehabilitation (Atlanta, GA); Functional Electrical Stimulation (Cleveland, OH); Rehabilitative Auditory Research (Portland, OR); Neurorestoration and Neurotechnology (Providence, RI); Limb Loss Prevention and Prosthetic Engineering (Seattle, WA).
•
Application Due: February 15, 2016 (last possible submission date via
    Grants.gov will be February 10, 2016)

•
Review: April 5, 2016

•
Site Visit: Summer 2016

•
Notification: Summer 2016

Timeline for Spring 2016 SPiRE Submissions:
The LOI submission deadline was February 1.  An email communication with a list of LOIs received will be sent to the ACOS/R&D and AO today (February 8) acknowledging receipt.  That communication serves in lieu of an approval letter.  If any issue(s) arise with the LOI, a Scientific Program Manager 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 19.

Applications must be accepted and verified in eRA by March 15, making the last possible submission date March 10 [corrected applications cannot be submitted after this date].  We strongly encourage early submission so that the PI and Signing Official can take advantage of the 2-day examination period to ensure that any of the problems that might arise at several steps along the way can be corrected.  Applications that miss the verification deadline will not be accepted for review.

Please note the following:
•
An updated VA Application Guide SF424 (R&R) has been posted: 
http://vaww.research.va.gov/funding/electronic-submission.cfm  


•
A new SPiRE FOA/RFA has been posted: 
http://vaww.research.va.gov/funding/rfa.cfm. Previous application packages cannot be re-used – all submissions require a new application package. 

Important Reminder:  All applications must be self-contained (i.e., without use of URLs/hyperlinks) within specified page limits. URLs may only be placed in the Biographical Sketch. RR&D encourages you to take the time necessary to carefully review the final e-applications for inclusion of URLs prior to application submission. Any submission with URLs placed anywhere else except the Biographical Sketch will be withdrawn from review.

· HSR&D Updates – David Atkins, M.D., MPH
COIN Updates 

We will be reviewing 3 COIN applications on February 23 with decisions in March.

SMRB Updates
· HSR&D’s Scientific Merit Review Board meeting will take place on March 1-3, 2016 in Alexandria, VA.

· The Career Development Awardee review panel, will also meet in Alexandria, VA on March 2-3, 2016.

· A total of 182 applications will be reviewed in the SMRB meetings, including those submitted under two RFAs under the Learning Healthcare Initiative: 
Measurement Science and Provider Behavior. 
· This includes 131 IIRs, 46 Pilots, and 5 NRI proposals. 

· A total of 30 applications will be reviewed in the CDA review panel.
Learning Health System Initiative: Call for Concept Papers for Service Directed Research for HSR&D Randomized Program Evaluation - see attached
A third component of the Learning Healthcare Initiative has been launched.  A call for proposals for Service Directed Research to help evaluate 4 new program roll-outs was released on February 4. 
· Feb 19 intent to submit deadline, Informational calls February 9 and 11.

· March 8 deadline for 7 page concept papers. 

· Successful applicants will get planning funds in 2016 to develop a full proposal, and funding for up to 3 years following that.  

· Contact Courtney Lyndrup for more information.

Recruitment
The USA Jobs Vacancy Announcement for the Deputy Director position has been posted and the application window will be open through February 18.  Information about this opportunity including a link to the Vacancy Announcement and application material has been circulated to the field.  Please contact Liza Catucci, HSR&D AO, with questions regarding the recruitment process.

State of the Art Conference:  Non-Opiate Therapies for Chronic Musculoskeletal Pain
With Pain Management Services,  Pharmacy Benefit Management Services, and Integrated Health Program,  we are sponsoring a one-day meeting April 13 to plan for a November State of the Art Conference (SOTA) to examine non-opiate therapies for chronic musculoskeletal pain. 
QUERI updates – Amy M. Kilbourne, PhD, MPH:
QUERI received a total of 12 applications for the spring 2016 Program and Partnered Evaluation reviews which will be held on March 3rd, 2016.

QUERI funds should be going to facility fund control points this week. Please remind QUERI investigators at your site to carefully track their funding and let QUERI program manager Angela Whatley know if they do not expect to spend all of their funds by the end of the FY (QUERI funds cannot be carried over unlike research appropriated funds).

Learning Health System Initiative: Call for Concept Papers for Service Directed Research for HSR&D Randomized Program Evaluation.- see attached

•
Feb 19 intent to submit deadline, Informational calls February 9 and 11.

•
March 8 deadline for concept papers

•
Contact Courtney Lyndrup for more information
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· BLR&D Updates – Christopher T. Bever, Jr., MD

Announced that two BL program manager positions have been posted and asked that if any call participants know of good candidates, please have them apply through USAjobs.

We presented a summary of some of the common errors/issues that came up with applications in the most recent BLCS grant round.

· Resubmissions

· There is some confusion between resubmission and revision proposals.  Any previously submitted, but not funded proposal should be submitted as a resubmission—not a revision:

· Resubmission is an application that has been previously submitted, but was not funded, and is being resubmitted for new consideration. 
· Revision applications are an NIH application to request an increase in support in a current budget period for expansion of the project's approved scope or research protocol. These would be considered supplements. 
Any proposals submitted as a revision will need be to withdrawn and resubmitted as a resubmission. An incorrect submission type may result in the delay of review of that proposal.
· Application numbers

· For competing renewals or resubmission applications, please use the previously submitted application numbers. 
· Make sure that the appropriate RFA application package is being used

· RFA packages look almost identical, but using the wrong package may create errors in the eRA system.
· Budgets

· Proposals that are submitted over the budget limit defined in the RFA will not be accepted for review.
· Progress Reports

· For competing renewals, make sure progress reports are included. All Merit Review awardees who are submitting a ‘New’ application are required to submit a progress report for their previous award. Additionally, a CADE Awardee who is submitting a first Merit should include a progress report.

· Progress reports may not be longer than 5 pages. The progress report should   
Summarize the previous application’s specific aims and the importance of the findings. Provide a succinct account of published and unpublished results, indicating progress toward their achievement. Provide a list of titles and complete citations for all publications, manuscripts accepted for publication, patents, and other printed materials that have resulted from the project since it was last reviewed competitively. 
· Proposals submitted after a failed A2 proposal

· Proposals submitted after a failed A2 application must be significantly different than the previous submitted application. 

Examples of Changes that Could be significantly different: 

· Using a similar methodological approach for a substantially different question 

· Asking a significantly different question 

· Using a very different methodological approach to address a similar issue

· Using different model systems 

· Changing the disease model 

Examples of Changes that Are Not Substantial 
· Rewording large sections of the application while retaining the scientific goals and objectives 

· Adding one or more new collaborator(s) 

· Changing the Principal Investigator 

· Making changes to sections such as the Significance or Innovation but not changing the intent of the proposal 

· Including additional preliminary data 

· Making substantial additions to the pre-existing Approach when the majority of the old design persists in the “new” proposal 

· Deleting parts of the Approach such that the subsequent application is merely a subset of the a concurrent submission 

· CSR&D Updates: – Theresa Gleason, Ph.D.

Funding results overall were presented for BL and CSRD combined:

	FALL 2015 SUCCESS RATES

	AWARD TYPE
	Total Reviewed
	Total Funded
	SUCCESS RATE

	Merit Review 
	486
	86
	18%

	Career Development 
	31
	12
	39%

	Pilot Studies 
	16
	4
	25%

	 
	533
	102
	 


We also reviewed the requirement beginning in Spring 2016 for a Letter of Intent to be approved for Epidemiology studies.  CSRD reviewed the first set of these, and found the most common issue to be that of fit within the purview of CSRD.  Feedback letters have been sent to applicants for all decisions regarding these LOIs.

[image: image2.bmp]
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Call for Concept Papers for Service Directed Research (Due March 8, 2016): 


HSR&D Randomized Program Evaluation 


 
Purpose. The Veterans Health Administration (VHA) Office of Research and Development (ORD) announces 


an opportunity for Department of Veterans Affairs (VA) medical facilities to compete for service directed research 


(SDR) projects supported by the Health Services Research & Development Service (HSR&D) in ORD to conduct 


randomized program evaluations of the impacts of new programs or policies that are planned for wide-spread 


implementation within VA. Detailed instructions for preparing and submitting applications are provided below. 


 


Background. The U.S. Department of Veterans Affairs (VA) is undergoing a major reorganization to 


transform the way it provides services for its Veterans nationally. This transformation has already involved new 


policies such as the Veteran’s Choice Act which involves a dramatic shift in the delivery of VA health care 


services and evolution of the Veterans Health Administration (VHA)’s role as a payer in addition to provider of 


health care for millions of Veterans nationwide. Moreover, the reorganization under MyVA includes new 


initiatives designed to emphasize Veteran engagement, shared VA services (e.g., combining health care, 


benefits, and customer service), and Veteran centered care as emphasized in the VHA Blueprint for Excellence, 


with the goal of enhancing access and quality. This follows a period of other major national initiatives within 


VHA, including the national implementation of the Patient Aligned Care Teams (PACT), implementation of 


new telehealth and connected health programs, promotion of patient-centered care, and adoption of several 


specialty-care transformational initiatives, among others.  Assessment of the impact of these programs is still 


ongoing, and in some cases is complicated by the lack of a strong, contemporaneous comparison group.  


 


Randomized program evaluations involve the systematic, but purposefully random, allocation of sites that will 


undergo a new practice, policy, or program. A key advantage to randomization is that it provides the best 


opportunity to detect a true effect of a new program, since it reduces the potential influence of secular trends or 


systematic variation across sites, patients, and providers (for example, the possibility that sites that adopt a 


new program first are more committed or more experienced in delivering it – or conversely, motivated to do so 


by poor baseline performance). Identifying the true effect of a new program or policy can prevent wasted effort 


and expense on ineffective rollouts, and ultimately produce greater return on the resources invested. 


Randomization also allows an equitable opportunity for patients or their providers to receive a new program 


where it isn’t possible to deploy the program or policy to all sites simultaneously. These advantages led the 


Office of Management and Budget to strongly support randomized program evaluations through its Improve 


Government Performance Policy. This approach to data-driven decision-making has been referred to as 


“evidence-based policy” and reflects a recent Institute of Medicine (IOM) update on Learning Health Care 


Systems which advocates better integration of randomized designs to evaluate new or augmented clinical 


practices or policies in health care systems. Within the VHA, such initiatives are institutionally sanctioned by 


leadership and evaluated with the purpose of determining whether they were implemented as intended, with 


an eye towards assessing effectiveness, impact, and ultimately, sustainability. Such an evaluation asks not only 


“does the program work?” but also “where does it work? What makes it work? How can we make it work in the 


real world?” Examples of randomized program evaluations include the Oregon Health Insurance Experiment, 


VA Mental Health Operations Re-Engage evaluation, and the Head Start Impact Study. 


 


This call for concept papers is to support evaluation planning and execution for a select set of program 


evaluation topics recently solicited from VHA operational and program leaders.  These topics were reviewed by 


HSR&D and further evaluated for suitability for a randomized evaluation by the Partnered Evidence-based 


Policy Resource Center (PEPReC). PEPReC is a new HSR&D/QUERI resource center designed to provide 


timely, rigorous data analysis to support the development of high-priority policy, planning, and management 


initiatives and quantitative program evaluations to improve the quality and efficiency of VA health care. 


Selected randomized program evaluation topics were evaluated for the scientific support for the program, 



http://www.va.gov/opa/choiceact/

http://www.va.gov/opa/pressrel/pressrelease.cfm?id=2657

http://www.va.gov/HEALTH/docs/VHA_Blueprint_for_Excellence.pdf

http://www.povertyactionlab.org/methodology/why

https://www.performance.gov/

https://www.performance.gov/

http://www.iom.edu/Activities/Quality/VSRT/2014-APR-23.aspx

http://www.iom.edu/~/media/Files/Report%20Files/2012/Best-Care/Best%20Care%20at%20Lower%20Cost_Recs.pdf

http://www.iom.edu/~/media/Files/Report%20Files/2012/Best-Care/Best%20Care%20at%20Lower%20Cost_Recs.pdf

http://www.nber.org/oregon/

http://www.implementationscience.com/content/9/1/163

http://www.acf.hhs.gov/sites/default/files/opre/executive_summary_final.pdf
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availability and validity of relevant data, feasibility of randomization, likelihood of demonstrating a 


measureable effect with a 12-18 month period, and clinical/policy importance and include: 


 


1. Veteran-Directed Home & Community Based Services, with the Office of Geriatrics and Extended Care 


2. Predictive Model-Based Targeted Risk Mitigation For Patients Receiving VA Opioid Prescriptions Who 


Are At High Risk Of Adverse Events, with the Office of Mental Health Operations 


3. Risk Stratified Enhancements To Clinical Care: Targeting Care For Patients Identified Through 


Predictive Modeling As Being At High Risk For Suicide, with the Office of Mental Health Operations 


4. Impact Of Mobile Teledermatology On Skin Care Delivery And Patient Outcomes, with the Office Of 


Connected Care 


 


Additional information on the selected evaluation topics are found at the end of this document. 


 


The clinical implementation of the program or policy is the responsibility of the health care system and 


relevant program office.  PEPReC will be responsible for facilitating the randomization process and acquisition 


and analyses of key administrative utilization and economic outcome variables in the planning and execution 


phases.  The applicant will be responsible for devising an overall evaluation plan that provides a more complete 


assessment of the effectiveness of the program on a relevant set of process and health outcomes, and for 


examining patient, provider, and facility level factors that may be associated with more or less effective 


implementation and program effectiveness.   


 


Applicants with approved concept papers will receive funding in 2016 for evaluation planning activities that 


can be conducted while the full proposal is being developed and reviewed and while and IRB approval is being 


obtained.  Evaluation planning activities may include literature reviews, specification of study design, survey 


development, programming and analyses planning, and randomization planning with PEPReC and partners, 


and application for required research approvals. . Once the full proposal is approved, applicants will be funded 


for up to three years to conduct evaluation activities in collaboration with PEPReC.  The applicant will be 


responsible for collecting additional data and conducting additional analyses to examine intermediate 


outcomes, subgroup effects, sources of variation, and factors influencing implementation and program 


effectiveness. Evaluation activities may also include primary data collection, ascertainment and analysis of 


additional secondary data (e.g., quality of care, outcomes), analysis of specific Program Office data, qualitative 


assessment of facilitating factors and barriers to implementation, implementation of randomization, 


monitoring of fidelity to design, primary data analysis, and dissemination of results.  


 


Mechanism. Up to $300,000 of planning funds, per project, in fiscal year 2016 will be awarded based on the 


concept papers. In addition up to $250,000 per project each year for up to three years for the full proposal. Up to 


four projects will be funded at these levels (anticipating one for each selected topic listed above). 


 


Goals. Concept papers must describe the applicant’s proposed evaluation planning and execution activities 


including methodologies and reviews preparatory to research for one of the four selected randomized program 


evaluation topics. Successful applicants will collaborate with PEPReC during both the planning and execution 


phases of the evaluation.  


 


Concept papers are due March 8, 2016, and should not exceed seven pages (excluding budget 


information), single spaced, 11 point Arial font, with at least 0.5 inch margins. Send concept 


papers to QUERI Program Manager Angela Whatley, PhD (Angela.Whatley@va.gov).  


 


  



mailto:Angela.Whatley@va.gov
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Concept papers should provide an overview of the evaluation plan that includes each of the 


following sections: 


1. Background (~1 page): Briefly describe the clinical issues being addressed by the policy or program, 


gaps in current knowledge regarding the policy or program to be evaluated, and how the program is 


intended to improve specific outcomes 
 


2. Specific Aims (~.5 page): Describe the primary and secondary aims of the evaluation.  Key questions 


include: Was the program successful in achieving the intended outcomes? Were there populations or sites 


with whom it was more or less successful? What factors are mediators and moderators of success? Was 


implementation consistent across different regions, facilities, and/or provider groups? 
 


3. Methods/Evaluation Plan (~2.5 pages): This section should describe how you intend to accomplish 


the aims described above. The evaluation plan should specify the study design, data sources, study 


population and analysis strategies. Identify specific outcomes and independent variables of interest and 


indicate how you intend to construct the variables and the source(s) of the data. Explain any potential 


obstacles and solutions (e.g. data availability) that may arise. Emphasize how your evaluation plan builds 


on the operations partner’s concept, PEPReC design work completed to date, and PEPReC’s anticipated 


administrative data analysis (this information will be discussed on a call with potential applicants).  
 


4. Partnerships/Data Sources (~1 page): Describe prior experience with partnerships with VHA 


program offices particularly the Office of Geriatrics and Extended Care, the Office of Mental Health 


Operations, and the Office of Connected Care, as relevant to the specific program evaluation (listed above) 


to which you’re responding. Also describe experience with relevant VA (including VHA and VBA) data 


sources, DUA processes, and research/operations access. Because operations partners have already 


expressed their commitment, letters of support from the operations partners should not be 


solicited or included with the application. Describe how the project investigators will collaborate 


with PEPReC to ensure that all components of the evaluation inform each other and are completed 


successfully. 
 


5. Deliverables and Timelines (~.5 page): Describe planned intermediate and final deliverables and 


their timelines associated with evaluation questions. The exact details will be negotiated based on the needs 


of the program offices, PEPReC, and HSR&D, but give a clear description of what deliverables would be 


possible in 1-3 month intervals. 
 


6. Research Team and Relevant Experience (~1 page): In this section describe the key participants 


(co-investigators and organizations) and their relevant experience in collaborating with relevant VA 


operational partners, conducting program evaluation, and use of mixed methods.  
 


7. Management Plan (~.5 page): Describe the project management plan including roles and tasks of each 


member of the investigative team and how the work will be coordinated with all involved parties. Clearly 


define which investigators will conduct what aspect of the evaluation and implementation planning. In 


addition, describe local resources available at your facility that will contribute to your team’s ability for 


success, including any proposed collaboration with institutions or investigators outside the principal 


investigator’s facility.  
 


8. Budget for Planning Phase (1-2 pages max, NOT included in 7-page limit): On a separate page, 


list anticipated expenses for the planning phase. The budget should include up to $300,000 in fiscal year 


2016 funds for evaluation planning with close collaboration from PEPReC as well as the corresponding 


program office officials as needed. It should also include administrative support for IRB submission after 


the full evaluation plan is written which may occur before final funding decisions are made for the multi-


year evaluation execution phase. Also include a proposed budget for subsequent years, listing  


anticipated expenses for the multi-year evaluation of up to $250,000 per year for up to three years. 
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Key Dates for the HSR&D Randomized Program Evaluation SDR Review Process: 


February 5, 2016: Call for concept papers released 


February 9-11, 2016: Open Conference Calls with PEPReC to Discuss Program Evaluations via 


VANTS: (800) 767-1750; dial 35982# (all of the following times are Eastern): 


 12:00 (noon)-12:45PM, February 9th, 2016: Veteran-Directed Home & Community Based 
Services, with the Office of Geriatrics and Extended Care 


 1:00PM-1:45PM, February 9th  2016: Predictive Model-Based Targeted Risk Mitigation For 
Patients Receiving VA Opioid Prescriptions Who Are At High Risk Of Adverse Events, with the Office of 
Mental Health Operations 


 12:00 (noon)-12:45PM, February 11th, 2016: Risk Stratified Enhancements To Clinical Care: 
Targeting Care For Patients Identified Through Predictive Modeling As Being At High Risk For Suicide, 
with the Office of Mental Health Operations 


 1:00PM-1:45PM, February 11th, 2016: Impact Of Mobile Teledermatology On Skin Care Delivery 
And Patient Outcomes, with the Office Of Connected Care  


February 19, 2016:  Inform HSR&D if planning on submitting a concept paper, which topic, and 


whether there are collaborating institutions 


March 8, 2016: Concept papers due  


March 15, 2016: Concept Paper Review 


Late March 2016: Administrative review, planning awards made 


Selected Concept Paper proposals/planning grants will be invited to submit full SDR proposals 


for the June 2016 cycle: 


June 17, 2016: Selected June cycle Full Proposals due in eRA Commons 
Late July 2016: Review of June cycle full proposals 
Early August 2016: June cycle funding decisions made 


 
Depending on timing and capacity of the operations partner and PEPReC,  some SDR proposals 
may opt to submit no later than the December 2016 Cycle: 


December 15, 2016: Selected December cycle Full Proposals due in eRA Commons 
Early March 2017: Review of December cycle full proposals 
Early April 2017: December cycle funding decisions made 


 


General Criteria for Review and Scoring of Concept Papers 


1. Conceptualization of the problem:  Understanding of the clinical program and its goals, and how they 


relate to needs of Veterans and priorities of VHA.   Relevance of evaluation to the operations partner and to 


VHA overall priority goals (e.g., patient experience, care coordination, businesses processes, employee 


experience, and quality/safety), including understanding of outcomes assessment in national evaluation efforts 


2. Methods and Measurement: Are the study design and study population/analysis strategies well-


specified and appropriate to the program and its aims? Are the organizational, provider, and patient outcomes 


collected from primary data sources well-described and justified by the insights they will provide on the 


effectiveness of the program? Are underlying mechanisms such as key individual, provider, and system factors 


identified and measurable? Evaluations that involve primary data collection using qualitative or mixed-


methods to assess mechanisms of outcomes and assessment of contextual factors across providers/treatment 
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settings, as well as the use of additional established outcomes/quality-safety data sources (e.g., SAIL, Mental 


Health Scorecard) are highly encouraged. Note: PEPReC will primarily be responsible for quantitative 


evaluation relying on routinely collected utilization and economic data that are available in CDW/cost data 


sources. 


3. Measures: Validity and feasibility of proposed measures/surveys, subject identification, and degree to 


which proposed work is integrated and achievable with the Evaluation timelines. Are measures relevant to 


partner-driven evaluation request, taking into account potential subject burden in the context of these national 


evaluation efforts? Are contingencies and alternative data collection strategies identified and addressed?  


4. Partnership Experience: Experience with partnered evaluations in VA, and relevant experience with the 


appropriate partner (i.e., Office of Geriatrics and Extended Care, the Office of Mental Health Operations, and 


the Office of Connected Care).  


5. Qualifications of Team and Management Plan: Qualifications and experience of PI and collaborators 


in health services and policy evaluation; Degree to which timeline and management plan are realistic; and to 


what extent evaluation results will be actionable at the VA leadership levels. 
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PROPOSAL: VETERAN-DIRECTED HOME & COMMUNITY BASED SERVICES 


PROGRAM OFFICE: GERIATRICS AND EXTENDED CARE, OFFICE OF CLINICAL OPERATIONS 


PROGRAM LEAD: THOMAS EDES AND RICHARD ALLMAN 


 


Description 


 


As the number of older Veterans continues to rise, the need for alternatives to traditional institutional and community 


based services becomes more critical.  The Veteran-Directed Home and Community Based Services Program (VD-HCBS) 


presents an alternative to traditional services while placing the Veteran at the center of the decision making process. VD-


HCBS is VA’s first participant-directed home care program and in the private sector, such programs have been shown to 


reduce health care costs by delaying institutional placement and hospital re-admissions. Through VD-HCBS, Veterans at 


risk for institutional placement have the ability to hire their own workers (which can include family, friends or neighbors) 


to provide services in their homes.  Through a partnership between VAMCs and local Aging and Disability Network 


Centers, Veterans receive options counseling and financial management services that assist them in determining what mix 


of goods and services will best meet their needs. To date, the VD-HCBS Program has served over 2,000 Veterans across 


51 VAMCs since its inception in 2008. Observational studies at several VAMCs (West Haven, Connecticut; Milwaukee, 


Wisconsin; Chillicothe, Ohio; Central Texas; and Boston, Massachusetts) have shown VD-HCBS increases Veteran 


satisfaction and saves money over nursing home care. However, there has yet to be a rigorous examination of the efficacy 


of VD-HCBS within the VA system.   


 


The Veteran-Directed program aligns closely with several of Essential Strategies identified in the Department of Veterans 


Affairs Blueprint for Excellence. VHA aims to provide Veterans personalized, proactive, and patient-driven health care. 


The VD-HCBS program emphasizes a person-centered approach to care by identifying, fully considering, and 


appropriately advancing the interests of Veterans and other beneficiaries (for example, the Veteran’s family).The success 


of VD-HCBS in implementing  person-centered planning has been seen in both high levels of Veteran satisfaction and 


improved health outcomes to all of the VHA. VD-HCBS also supports the VHA’s strategic goal of aligning resources to 


deliver sustained value to Veterans by supporting the VHA’s efforts to re-balance spending in long-term services and 


supports towards home and community-based alternatives. Finally, VD-HCBS supports the VHA’s third strategic goal to 


achieve measurable improvements in health outcomes.  A randomized evaluation of VD-HCBS Program implementation 


is needed to better understand the full impact of the program on Veterans and VHA. Randomizing stations for program 


implementation would allow for refinement of roll-out procedures, as there are high levels of demand to start new VD-


HCBS Programs while working with limited access to funding for a national roll-out. 
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PROPOSAL: PREDICTIVE MODEL-BASED TARGETED RISK MITIGATION FOR PATIENTS RECEIVING VA OPIOID 


PRESCRIPTIONS WHO ARE AT HIGH RISK OF ADVERSE EVENTS 


PROGRAM OFFICE: OFFICE OF MENTAL HEALTH OPERATIONS 


PROGRAM LEAD: DAVID CARROLL 


 


Description 


 


Improving the safety of patients exposed to opioid drugs is a national and Congressional priority, but effective risk 


mitigation is challenging because of the large number of patients with chronic pain conditions who are therefore exposed 


to opioids, and the multifactorial nature of risks for adverse events and risk mitigation interventions.  Predictive risk 


modeling, combined with real-time clinical decision support tools for patient risk identification and targeted intervention 


in high risk groups, provides a practical solution to ensure that risk mitigation strategies are delivered to the patients most 


likely to experience adverse outcomes.  The Office of Mental Health Operations (OMHO), in collaboration with the 


National Pain Program office, has developed a predictive risk model as well as a real-time data dashboard, updated 


nightly, that estimates risk of adverse behavioral outcomes, such as suicide-related events, overdoses, and accidents, in 


patients who received a VA opioid prescription in the last year. Estimated risk is presented as the percent chance of 


experiencing the adverse event in the next 3 years.  For each patient, this Stratification Tool for Opioid Risk Mitigation 


(STORM), also presents clinical risk factors and suggests and tracks use of recommended risk mitigation strategies 


applicable to the individual.  


 


STORM is currently in pilot testing and is being validated and optimized for usability with volunteer pain management 


and mental health clinicians. A staged rollout could be initiated upon completion of pilot testing this summer, including 


facility randomization to (1) STORM availability alone, (2) STORM plus mandated local process for review and 


management of very high risk patients, or (3) STORM plus mandated local process for review and management of very 


high and high risk patients.  Primary outcomes can be obtained in real-time from administrative data, including actual 


rates of VA documented suicide-related events, overdoses, and accidents.  Suicide and overdose mortality data is obtained 


from death records by OMHO on a two year lag.  Additionally, use of risk mitigation strategies recommended by STORM 


and use of STORM can be assessed using administrative data in CDW and Reporting Services usage reports and used as 


potential mediating variables.   
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PROPOSAL: RISK STRATIFIED ENHANCEMENTS TO CLINICAL CARE: TARGETING CARE FOR PATIENTS IDENTIFIED 


THROUGH PREDICTIVE MODELING AS BEING AT HIGH RISK FOR SUICIDE 


PROGRAM OFFICE: OFFICE OF MENTAL HEALTH OPERATIONS 


PROGRAM LEAD: DAVID CARROLL 


 


Description 


 


Over the past eight years, VHA has strengthened its mental health services and supplemented them with specific programs 


for suicide prevention.  Nevertheless, suicide rates in VHA have been stable, without decreases that can be attributed 


specifically to these enhancements.  The stable rates stand in contrast to increasing rates in other Americans, especially 


middle-aged men, and in Veterans who do not utilize VHA, suggesting that VHA programs may have mitigated expected 


increases.  Nevertheless, the finding that suicide rates in VHA remain high represents a strong call for action.  To develop 


an alternative strategy, we used information from the electronic health record to develop and validate a predictive model 


that estimates and ranks the risk for suicide for each VHA patient (McCarthy, Bossarte, Katz, et al, Am J Public Health, in 


press).  The model demonstrates increases in suicide rates of up to 30-40 fold for the first three months after cases were 


identified and 16 fold over one year for the 0.1% of patients at the highest predicted risk.  This evaluation seeks to assess 


the impact of predictive modeling and stratified enhancements to clinical care on suicide-related outcomes.  Currently 


OMHO is working with a contractor supported by VA’s Center for Innovation to translate these methods into a dashboard 


that will make information on predicted risks available to providers to inform further actions.  The dashboard should be 


fully operational within the next 18 months.  Once methods are available for making information about high risk patients 


available to facilities, there will be a pressing need to develop strategies to address their needs.   


 


We propose randomized implementation and evaluation a program to address the needs of the patients identified as being 


at high risk from the predictive model, e.g., those in the top 0.1% of predicted risk.  The specific intervention will be 


informed by evidence-based strategies and best practices and will be finalized through input from VACO staff, VISN 


mental health leadership, providers, and potential consumers.  It will include implementing the requirements for contacts 


and follow-up currently in place for patients clinically identified as being at high risk for suicide, reviewing treatment 


plans to identify missed opportunities for providing evidence-based care, promoting caring communication, and engaging 


the Veteran in safety planning.  
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PROPOSAL: IMPACT OF MOBILE TELEDERMATOLOGY ON SKIN CARE DELIVERY AND PATIENT OUTCOMES 


PROGRAM OFFICE: 10P4T (PATIENT CARE SERVICES – TELEHEALTH SERVICES) 


PROGRAM LEAD: MARCIA DUNN 


 


Description 


 


Dermatologists are a limited resource in VA, and patients must typically travel to a VA Medical Center possessing staff 


dermatologists in order to receive expert skin care.  To improve both geographic and temporal access to dermatological 


care in VA, Telehealth Services oversees a store-and-forward teledermatology program.  The program allows primary 


care or other non-dermatology providers to order digital camera imaging and remote consultations of their patients with 


discrete skin problems.  Skin images are obtained by trained imagers according to a nationally standardized protocol.  


Consults are completed by a remote dermatologist whose recommendations may then be implemented by the referring 


provider.  Teledermatology is practiced in all VISNs, and ~70,000 teledermatology consultations are projected in FY15.   


 


Over the past 2 years, Telehealth Services in a novel collaboration with Office of Connected Health has sought to improve 


and expand the existing process by creating two teledermatology apps for mobile devices that are currently in 


development but approaching completion in July 2015.  The first app, “VA Telederm”, is designed to integrate into the 


existing workflow for teledermatology and to streamline it, with referring primary care providers and imagers as the initial 


end-users.  It is expected to simplify and expedite the process of requesting teledermatology consultation and thus 


enhance adoption of teledermatology, increase the fidelity by which consult data is transmitted, and reduce the risk of lost 


and insecure messages.  The second app, “My Telederm”, will allow selected patients who have already been seen in 


conventional dermatology clinic to follow-up remotely, using their own mobile device to submit interval history and 


images of their skin.  This app is expected to have significant beneficial impacts for both the patient and for access to 


conventional dermatology clinic.  For the patient, substantial travel time and effort may be averted for what is often a brief 


routine check to make sure their skin has improved and to make adjustments to medications, and follow-up compliance 


may improve as well.  Once the mobile apps are field-tested, they will be randomly distributed to programs and to patients 


meeting selection criteria. A randomized program evaluation would enable to assess the impact of these programs on 


teledermatology adoption by primary care providers and patient clinical outcomes taking into account mechanisms such as 


fidelity of teledermatology data transmission and wait times. 


 






