Office of Research and Development

Field Conference Call Notes

Monday, August 21, 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 has 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 is currently still undergoing review at HHS, and we have been told that a decision will be made “soon”.  It is likely there will be a delay in the implementation date since the majority of the provisions were to be implemented on January 19, 2018.  ORD will provide updates as we also receive them.

2. ORD-sponsored presentations: 

ORD will be conducting a cyberseminar on August 22nd on biospecimen issues.  It will be repeated on August 24th. The cyberseminar will be recorded and slides will be posted on the ORD website following the completion of the cyberseminars.  

3. PRIM&R

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 also be have times set aside as office hours on:

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

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

ORD recognizes that only travel which is deemed essential is permitted.  However, ORD believes this annual conference is particularly important this year because of the multiple sessions which will be conducted on the revision of the Common Rule.  

3. Service Updates:

· BLR&D and CSR&D Updates – Christopher T. Bever, Jr. M.D.
Research impact working group:

· We are still looking for volunteers for this working group. 
Use of cats and dogs in research projects: 

Reviewers will be asked to answer the following questions regarding the use of cats or dogs in a research project:

· Is the use of dogs or cats required to complete this research?

· Are the expected findings from this application greater than the ethical cost of any pain or suffering to the animals?

· Is the proposed research unnecessarily duplicative of previous research?

Please make sure that you use the vertebrate animal section to justify the use of cats or dogs in your research project.

ANNOUNCEMENTS for ShEEP and LAMb are available:

Lab Animal Major Equipment (LAMb)(Animal Facility Equipment):  All submissions will be due no later than October 16, 2017. LAMb applications are to be emailed to the following mailbox: vhacoequipprog@va.gov
BX17-015: ORD Shared Equipment Evaluation Program (ShEEP) [IS1] and BX 17-024: ORD Shared Equipment Evaluation Program – Imaging Core (ShEEP) [IS1]: The last possible submission date for both Requests for Application are due October 3, 2017. The requests for applications are available on the RFAs and Program Announcements page.
Pilot Program for Clinician Bridge Funding: Information about this program may be found on the BLR&D webpage: 
https://www.research.va.gov/services/blrd/clinician_bridge.cfm
REMINDERS for BL and CS:
Biomedical Laboratory and Clinical Science Research and Development Services are anticipating the submission of applications for the upcoming Fall 2017 cycle. Application submission packages are available on the RFA and Program Announcement Intranet Site (http://vaww.research.va.gov/funding/rfa.cfm ).  

Applications are due Wednesday, September 13, 2017. The last day to submit and have full access to the 2 day correction window is Monday, September 11.

Research Career Scientist and Senior Research Career Scientist applications are due September 1, 2017.

NOTE: NIH’s ASSIST will not be available for the Fall 2017 submission dates for applications to BLR&D and CSR&D.

Notes from the Services, Spring 2018:

· 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.

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

· RR&D Update – Patricia A. Dorn, Ph.D.
Promoting Translation: 

Webinar with ORD & National Science Foundation (NSF) Investigators & Scientific Program Staff
We are pleased to announce a joint venture between ORD and NSF. A Webinar will be held on October 4, 2017 at 1pm EST with multiple goals.
Introduce and familiarize currently funded NSF investigators to VA ORD as a potential next step in translating their NSF research into clinical care for Veterans.
Identification of research areas funded by NSF that have the potential to translate to VA research and into clinical care.
Also, NSF programs that complement VA funding in biomedical engineering and smart and connected health will be discussed, as NSF may potentially support the initial foundational work. 
In this effort, please note that all processes related to research application submissions and review remain in place for ORD and NSF.
Further details about how to participate in the Webinar will be forthcoming in September.

2018 Paul B. Magnuson Award:
Nominations are being accepted through September 1. Please refer to VHA Handbook 1203.06 and the instructions for compiling and submitting a nomination packet available on the RR&D website at http://www.rehab.research.va.gov/award/magnuson.html. Nominations should be submitted to rrdreviews@va.gov.

Review Related Information
Summer 2017 Merit, Career Development and Research Career Scientist Submissions: 

Review meetings were held July 31 – August 4. Scores were released in eRA on August 8 for all review panels. In order to engage in a substantive conversation regarding the review of an application, it is preferable to contact the Scientific Review Administrator after receipt of the summary statement. 

Summary statements will be released by September 1 with intent-to-fund decisions by late-September. 

Notification of review results and a courtesy copy of summary statements will be emailed to the ACOS and AO following intent-to-fund decisions.  

Timeline for Fall 2017 SPiRE:
Notification of receipt of LOIs was sent on August 9. The LOIs are under review to confirm that the research topic is appropriate for review by RR&D and to identify and resolve investigator eligibility, off-site research, and/or budget issues prior to the submission of a full application. 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 with the station will be made no later than August 23, 2017.  If the station is not contacted by this date, then the LOI has been accepted.

Applications must be accepted and verified in eRA by September 15, making the last possible submission date September 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 a new SPiRE FOA/RFA 
(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 FOA/RFA may be submitted through the traditional Grants.gov submission process, Grants.gov Workspace, or eRA Commons ASSIST.

An updated VA-ORD Application Guide SF424 (R&R) is also available at http://vaww.research.va.gov/funding/electronic-submission.cfm. Updates are presented in TEAL highlight throughout the document. Please carefully review the guidance in both revised documents prior to submitting applications.

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. 

· All applications must contain a Summary Budget Worksheet (dated June 2016). 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 SPiRE 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. Additionally, the third and final ASSIST demo will be offered via WebEx on Monday, August 28th from 1:30 – 2:30 pm (EST) -  Join WebEx meeting, Meeting number (access code): 626 148 428, Meeting password: 9YTnJJeA, Call-in toll-free number (US/Canada): 1-877-668-4493.

· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH
HSR&D Updates:
SMRB
· The Summer 2017 HSR&D SMRB and CDA review meetings will occur this week (August 22-25, 2017) at the VHA Conference Center in Crystal City, VA. 

· 184 applications were received in response to the following RFAs and will be reviewed: 
· Parent = 116

· Pilot = 37

· NRI = 1

· Suicide Prevention = 3

· LHSI – Provider Behavior = 3

· LHSI – Measurement Sciences = 7

· CDA = 16

· Final scores are expected to be released next week, following the completion of the meetings. 

· For questions regarding the Summer 2017 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 - Melissa Braganza:

· QUERI Partnered Evaluation Initiative: 5 proposals were received in response to the QUERI PEI RFA and will be reviewed during the SMRB on August 23rd
CIDER Updates - Karen Bossi:

HSR&D/QUERI National Meeting: Podcasts, Archived Live Stream Sessions, Presentation Slides

Following a successful meeting in July, podcasts, archived live stream sessions, and presentation slides (VA Intranet only) are now available online.
From the ESP Program:

ESP Report:  

Benefits and Harms of Cannabis in Chronic Pain or Post-traumatic Stress Disorder:  A Systematic Review
ESP Report:  Rapid Evidence Review: Measures for Patients with Chronic Pain (VA Intranet only)
ESP Report: Interventions to Support Caregivers or Families of Patients with TBI, PTSD, or Polytrauma (VA Intranet only)
ESP Report:  An Evidence Map of the Women Veterans' Health Research Literature (2008 - 2015) (VA Intranet only)
Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm
Recent Publications:

Kerfoot B, Gagnon D, McMahon G, Orlander J, Kurgansky K, and Conlin P. A Team-based Online Game Improves Blood Glucose Control in Veterans with Type 2 Diabetes: A Randomized Controlled Trial. Diabetes Care. August 8, 2017; Epub ahead of print.
Frank J, Lovejoy T, Becker W, et al. Patient Outcomes in Dose Reduction or Discontinuation of Long-Term Opioid Therapy: A Systematic Review. Annals of Internal Medicine. July 18, 2017;e-pub ahead of print.
Miller SC, Intrator O, Scott W, Shreve S, Phibbs C, Kinosian B, Allman R, Edes T. Increasing Veterans’ Hospice Use: The Veterans Health Administration’s Focus on Improving End-of-Life Care. Health Affairs. July 1, 2017;36(7):1274-1282.

Wilt T, Jones K, Barry M, et al. Follow Up of Prostatectomy Versus Observation for Early Prostate Cancer. The New England Journal of Medicine. July 13, 2017;377(2):132-42.
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