Office of Research and Development

Field Conference Call Notes

Monday, October 16, 2017
1. Welcome – Rachel Ramoni, DMD, ScD

2.  Human Subject Protections - Karen Jeans, Ph.D., CCRN 
1. Status of the Implementation of the Revision of the Common Rule

There is still no change in obtaining a decision as to whether or not there will be any changes in any of the provisions of the Common Rule.  It remains still undergoing review at HHS.  

2. ORD-sponsored presentations: 

(a)  PRIM&R (Public Responsibility in Medicine and Research) will be holding its annual meeting in San Antonio, Texas on November 6-8, 2017.  ORD and ORO will be holding a joint workshop called, “A Dialogue with the VA” on Monday, November 6 from 1:45 to 3:00 p.m. CST.  VA will have times set aside as office hours on:

Monday, November 6, 2017 from 4:45 p.m. to 6:00 p.m. CST

Tuesday, November 7, 2017 from 4:30 p.m. to 5:30 p.m. CST

(b)  The next scheduled ORD-sponsored cyberseminar will be on November 21, 2017 from 2:00 p.m. to 3:30 p.m. EST.  The presentation will be recorded and publicly posted.

3. Year-end Budget Updates FY18 budget status – Allen Dunlow, MHA

Mr. Dunlow discussed several fiscal items as the new year starts:

1.  The Initial TDA should be processed today or tomorrow and first round of FY18 dollars released.

2.  Research carried over much more money that has been carried over in recent years.  Advised the field to work with program managers to adjust project funding requirements for FY18 to mitigate large carry over again in FY18.

3.  ShEEP/LAMb committee is reviewing submissions.  Mr. Dunlow plans to distribute dollars for approved equipment purchases by 31 December 2017.  Field should be ready with their requisitions so that they can immediately get actions to contracting.

4.  Stations need to be aggressive with spending the FY17/18 carryover dollars.

5.  There will again be a carryover target of no more than 4% of FY18/19 dollars into FY19.

6.  Reminded the field to keep their information current in the ACOS and AO mailgroups since that is the primary mail group Mr. Dunlow uses to communicate with the field.

7.  Mr. Dunlow talked extensively about the realignment of Specific Purpose dollars to General Purpose and the impact this may have on Research.  The intent of this realignment is to give the VISN and Facility directors more dollars to support priorities but they are still responsible to support the special missions these dollars once supported.  In our area specifically, Director’s would still be expected to support Clinical Trials and Genomics with appropriate clinical FTE necessary for these trials.  Mr. Dunlow reminded the field to not allow the cost of these clinical assets to be absorbed by the research appropriation.
4. Service Updates:

· BLR&D and CSR&D Updates – 
Christopher T. Bever, Jr., M.D.
Miriam Smyth, Ph.D.
Receipt and Referral Results:

Application                         Number BLR&D                                 Number CSR&D

Type                                      Applications                                       Applications
Merit




310




125

Pilots




    3




    3

Career Development

  15




  25

RCS/SRCS



  17




    1
Grand Total



345




154

ShEEP



  46

ShEEP-Imaging Core

    8
Grand Total



  54

12 applications were returned for non-compliance. Identified issues in the application were over budget caps, outside of Service purview, and lack of eligibility.

Notes from the Services, Spring 2018:

· Letters of Intent to submit a Career Development, Clinical Trial, or Epidemiology proposals are due November 1.

· Applications for acceptance of non-clinician eligibility are due December 1, 2017 and will be reviewed in January 2017.

· Requests to exceed the budget cap and off-site waivers are due December 1.

· RR&D Update – Patricia A. Dorn, Ph.D.
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Congratulations to Dr. Rory Cooper: Samuel J. Heyman Service to America 2017 Winner in Science & Environment Category

The awards are given to celebrate the important contributions of our nation’s outstanding federal workforce.  Dr. Cooper, an Army Veteran, is the Director of the RR&D Center on Wheelchair and Engineering Research. He was recognized for designing innovative wheelchairs and other assistive technology equipment that has greatly improved the mobility and quality of life for hundreds of thousands of disabled Veterans and other Americans.

https://servicetoamericamedals.org/honorees/view_profile.php?profile=470 : Dr. Cooper’s page

Please look at the “SAMMIES” website, review the categories, and if you feel you have employees worthy of recognition, submit the nomination packets. Nominations are being accepted in all categories through January 17, 2018. 

https://servicetoamericamedals.org/ : main site 

https://servicetoamericamedals.org/nominate/index.php : how to nominate and forms

REVIEW RELATED INFORMATION

Fall 2017 SPiRE:
Scientific review of applications is underway. 

Scores and summary statements will be released in eRA by November 14 with intent-to-fund decisions in early-December.

Timeline for Winter 2018 Review:
Special Interest Note:

Of particular interest this cycle are studies that include aims addressing:

· Prosthetic needs of Women Veterans with amputations. 

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

· Moral injury of deployed Veterans. 

· Education and/or training to promote return to work.  

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

Letter of Intent:
The LOI submission deadline is November 1 for the December application submission. An LOI is required for each review round, including resubmissions and revisions, for all award types (i.e. Merit, Career Development, and Research Career Scientist (RCS)). LOI instructions for Merit and RCS are available on the RR&D website at http://www.rehab.research.va.gov/guid/guide.html. Please follow the general guidance available on the ORD website at http://www.research.va.gov/funding/CDA_LOI_Instructions.pdf. Resubmissions only need to include the cover page. 

LOIs must be e-mailed to rrdreviews@va.gov  as a single PDF file. Name the file as follows: principal investigator’s last name_station number_LOI (e.g., Jones_122_LOI). Use the following text in the email “Subject:” line:  [insert PI last name] LOI for Winter 2018 Review. 

Applications will not be accepted without an LOI for the current review cycle. An email communication with a list of LOIs received will be sent to the ACOS/R&D and AO by November 8. 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 November 22.

Waiver:

Waiver requests for eligibility, budget, and full off-site research (partial off-site waivers will be addressed during JIT) are also due no later than November 1 for the December application submission.  Applications submitted without the required approvals will be returned without review. Waiver requests must be submitted separate from the LOI. Email waiver requests to rrdreviews@va.gov as a single PDF file.  Name the file as follows: principal investigator’s last name_station number_Waiver (e.g., Jones_122_Waiver). Use the following text in the email “Subject:” line:  [insert PI last name] Waiver Request for Winter 2018 Review. 

Application:

Applications must be accepted and verified in eRA by December 15, making the last possible submission date December 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 examination period 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.

RR&D has issued new FOAs/RFAs for this review cycle (http://vaww.research.va.gov/funding/rfa.cfm). This means that previous application packages cannot be re-used – all applications will need a new application package. Applications for this review may be submitted through the traditional Grants.gov submission process, Grants.gov Workspace, or eRA Commons ASSIST.

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) within specified page limits. 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 letterhead (i.e., Letters of Support attachment) or published articles/manuscripts (i.e., Appendix attachments), will be accepted.
· 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 OMB No. 0925-0001 and 0925-0002, Biographical Sketch (Rev. 10/15 Approved Through 10/31/ 2018). 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.
Notes regarding eRA:
Legacy PDF application packages (traditional Grants.gov process) will not be available after the December 2017 submission deadline. All VA submissions will need to come through Grants.gov Workspace or eRA Commons Application Submission System & Interface for Submission Tracking (ASSIST) starting with the March 2018 submission deadline.

Training resources for the Grants.gov Workspace process are available at https://www.grants.gov/web/grants/applicants/workspace-overview/workspace-process.html. Additionally, there are several videos available at https://www.youtube.com/user/GrantsGovUS. 

ASSIST training resources (a recorded presentation, user guides and some other helpful resources) are available at https://era.nih.gov/era_training/assist.cfm (note that VA applications are Single-Project). There is also a video targeted to SBIR, but we are told that this information works for VA-ORD applications: https://grants.nih.gov/news/virtual-learning/upcoming_webinars.htm
· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH

Summer 2017 cycle
· Final funding decisions have been communicated via eRA. An email was sent automatically on 10/12 from eRA both to the PI and a representative from the research office. 

· Additional emails were also sent to the research offices and to PIs with projects approved for funding. 

· In the post SMRB review of fundable projects, HSRD leadership has identified several projects where funding may be contingent on some additional discussions or conditions.  These considerations include assessments of how far projects will advance our ability to get successful interventions into practice and whether the projects represent meaningful advances on top of our existing portfolios.  We will have direct conversations with all PIs in these cases.  In addition, we will incorporate what we have learned into revised guidance for RFAs and reviewers.  

· PIs may follow up with the SRO or SPM indicated on the eRA email or email sent from the HSR&D Scientific Merit Review mailbox if needed. 

Winter 2018 cycle
A previously published Call for Planning Applications for HSR&D Service Directed Research Randomized Program Evaluations was released with a deadline of October 17.  This is a continuation of previous HSRD work to improve evaluations of new programs being launched by operations.  Whereas previous solicitation selected programs that operational partners had already committed to implementing, this solicitation allows researchers to compete for planning funds that would help them work with operational partners to design new programs to address high priority issues.  Recipients of planning funds could then apply to service-directed research (SDR) projects that would be conducted with operations partners to evaluate the new program.  The SDRs would support randomized program evaluations of the impacts of new programs or policies that are planned for wide-spread implementation within VA. Planning application deadline: October 17, 2017
· Revised RFAs are expected to be posted on the VA intranet on October 16. Revised RFAs include the Parent, Pilot, Learning Healthcare Initiative Provider Behavior, Learning Healthcare Initiative Measurement Science, Suicide Prevention, QUERI Partnered Evaluation, and QUERI Innovators Network.

· NEW RFAs are also expected to be posted on the VA intranet on October 16. NEW RFAs include Learning Healthcare Initiative Randomized Program Evaluation, Community Care (Networks), and Implementation Supplements. 

· Additional NEW and revised RFAs are expected to be posted on the VA intranet by October 19. These include the CDA, NRI, HBCU Mentored, and COIN RFAs. 

· Please carefully the most recent changes highlighted in YELLOW and the FATAL ERRORS document before beginning your application submission. 

· The Intent-to-Submit (ITS) cycle will open in ART on October 16 and close on November 1. 

· The first day to submit applications to Grants.gov/eRA will be November 15. 

· The last possible submission day will be December 12, in order to meet the December 15 eRA verification deadline. 

Important Reminders
· Please note that a revised SF424 Application Guide (edited on August 21, 2017) has been posted on the VA intranet. Please carefully review the most recent changes highlighted in TEAL before beginning your application submission. The revised instructions contained in this version of the Application Guide will be enforced by HSR&D.
· 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. 

CIDER Updates- Karen Bossi:
Investigator Insights Podcast Series
Several new podcasts have been added in which HSR&D investigators discuss their work in PACT and Veteran engagement.
From the ESP Program
ESP Report: Management of Antiplatelet Therapy Among Patients on Antiplatelet Therapy for Cerebrovascular or Peripheral Vascular Diseases Undergoing Elective Non-cardiac Surgery (VA Intranet only)
ESP Evidence Review: Social Determinants of Health for Veterans (VA Intranet only)
ESP Report: Integrated Outpatient Palliative Care in Oncology (VA Intranet only)
Evidence Map: Effectiveness of Interventions to Improve Emergency Department Efficiency (VA Intranet only)

Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm
Recent Publications
Kanwal F, Kramer J, Asch S, et al. Risk of Hepatocellular Cancer in HCV Patients Treated with Direct-Acting Antiviral Agents. Gastroenterology. October 2017;153(4):996-1005.
Cascino T, Vali M, Redberg R, Bravata D, Boscardin J, Eilkhani E, and Keyhani S. Guideline Concordance of New Statin Prescriptions: Who Got a Statin?). The American Journal of Managed Care. September 2017;23(9):528-533
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