Office of Research and Development

Field Conference Call Notes

Monday, September 18, 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, and we have been told that a decision will be made “soon”.  

2. ORD-sponsored presentations: 

(a)
ORD has posted an audiorecording of the ORD-sponsored cyberseminar:  Banking/Storing Biospecimens:  VA Institutional and IRB Issues and Considerations on the ORD website at https://www.research.va.gov/pride/cyberseminars/pride-082417.cfm.  This cyberseminar was conducted on August 22, 2017 and repeated on August 24, 2017.  A copy of the slides with the answers to the questions within the slides can also be downloaded from the website location.

(b)
PRIM&R (Public Responsibiltiy 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

(c) 
ORD is planning additional seminars on different research topics, including data use and IRB considerations.  The next planned cyberseminar ORD is conducting will be on NIH’s updated policies on Certiicates of Confidentiality and issues related to VA research.  On September 7, 2017, NIH revised its policies on Certificates of Confidentiality.  Any biomedical, behavioral, clinical, or other research funded wholly or in part by the NIH that collects or uses identifiable sensitive information will be subject to the NIH policy on October 1, 2017.  This includes all research that was commenced or ongoing on or after December 13, 2016 and is within the scope of the NIH policy.  We will be sending an announcement of the cyberseminar once we have scheduled the dates.  The presentation will be recorded and publicly posted.

3. 2016 NPC Annual Report to Congress – Kimberly Collins, MBA

The 83 VA nonprofits have reported their results for last year, 2016.  In total, revenues were $266 million, down by 2% from the previous year. Over the past ten years, the NPCs have contributed $2.2 billion to VA research. The NPCs employed 2,600 people, supported 2,100 PI’s, and administered 3,300 research projects.

Government funding, that is, principally NIH and DoD, was 69% of total revenues, down by 1% from the previous year.  Non-government funding was 30% of total revenues, down by 4% from the previous year.  The remaining 1% of revenues was from interest earnings and other miscellaneous sources.    

San Francisco and Atlanta posted revenue gains of more than $1 million.  Thirty-three other locations had revenues increases while 48 locations had lesser revenues than in the prior year. 

Expenses were $268 million for 2016, slightly more than revenues for the year. Eighty-four percent of expenses were incurred for VA Research.  Administrative overhead expenses continued to be relatively low at 15%. Education related expenses were 1%. The NPCs paid $4.2 million in travel expenses, principally for researchers.

The NPC’s managed $278 million in assets and net worth across the system was $202 million.  With some notable exceptions, the VA nonprofits are generally very well-capitalized.

Thirteen internal control material weaknesses in six NPCs were reported by independent outside auditors.  There were no repeat material weaknesses reported in 2016 from the prior year. NPPO routinely follows-up to ensure that the reported material weaknesses are remedied.  NPPO also follows up upon significant deficiencies and recommendations reported by the outside auditors.

Two NPCs did not have audits done by independent outside auditors as required by law.  Annual report preparation was slowed because nearly half of the individual reports received from the NPCs contained material errors requiring corrections and re-submissions.



4. VA’s participation in the NIH All of Us Research program 

– Sumitra Muralidhar
VA’s participation in NIH’s All of Us Research Program (AoURP)

VA has signed an inter-agency agreement with the NIH to participate as a Healthcare provider Organization in its precision medicine cohort called AoURP. Per this agreement VA has identified two Co-PIs -Phil Tsao ( Palo Alto VA) and Chris O’Donnell (Boston VA) and is launching a centralized effort for enrolling Veterans in AoURP. 

We are currently completing the regulatory requirements and are expecting a pilot launch at Palo Alto and Boston in the coming months and other sites will be added over the course of the next two years. This is a reminder that VAMCs should not be engaging in AoURP enrolling activities independently.  VA has set enrollment targets and therefore individual sites should be a part of the centralized effort.

5. Yearend Budget Updates FY18 budget status – Allen Dunlow, MHA

Mr. Dunlow reminded the field that all prior year funds need to be obligated prior to midnight, 30 September 2017.  The Research community should not allow any dollars to lapse.  As of this morning, there is still about $6M of prior year dollars unobligated.

He also encourage stations to executed as much of their current year dollars as the could.  The target for station carryover is still 4%.  Mr. Dunlow has achknowledge that central office would be a little more lenient on carryover but carryover in the double digits was still unacceptable.

Mr. Dunlow also talked about request that come in asking for more money for Merits.  He informed the field that funds to support merits are distributed according to the approved budget.  Coordination needs to be made with your local leadership if you don’t have full access to funds central office has provided.  Central office is not just going to increase funding because someone else at the local station spent your money.



6. Service Updates:

· BLR&D and CSR&D Updates – Miriam Smyth, Ph.D.
Fall 2017 deadline for receipt of proposals 

353 proposals to BL
	CADE
	16

	merit
	318

	pilot
	2

	RCS
	17


150 proposals to CS 
	CADE
	25

	merit
	121

	pilot
	3

	RCS
	1


These numbers will increase as, prior to the deadline, we had granted extensions to a number of submitters who were impacted by Hurricanes Harvey & Irma. 

Reminders:  The integrity of the Office of Research and Development peer review system is essential for selecting and supporting research that furthers the mission of the VA and improves the health and well-being of the nation’s Veterans. We would like to remind each of you and your investigators that any communications regarding the content of an application, the reviews of the application, or the review process itself should be directed to the Portfolio Manager managing the review. An official of an applicant institution, Program Director/Principal Investigator, or individual named in a proposal should not do any of the following:

· Do not contact reviewers on the study section evaluating the proposal to request or provide information about the review or to otherwise attempt to influence the outcome of the review or the reviewer(s). The only acceptable process for such communication is through the PM who is managing the study section.

· Do not send information or data directly to a reviewer on the study section evaluating the proposal.

· Do not tempt to obtain information related to the review of that proposal from any source other than the SRO managing the review.



Notes from the Services, Spring 2018 submissions:

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

· We anticipate a new format for Merit LOIs – same content as previously – just fillable form ~ 2 weeks
· Applications for acceptance of non-clinician eligibility are due December 1, 2017 and will be reviewed in January 2018.

· Requests to exceed the budget cap and off-site waivers requests are due December 1, 2017.

ANNOUNCEMENTS for ShEEP and LAMb are available:

Lab Animal Major Equipment (LAMb)(Animal Facility Equipment):  Submissions will be due no later than October 16, 2017.  LAMb applications are to be emailed to the following mailbox: vacoinfrastructure@va.gov
PLEASE NOTE:  The email mentioned was incorrect during the field call.

2 RFAs

BX17-015:  ORD Shared Equipment Evaluation Program (ShEEP) [IS1] and 

BX 17-024:  ORD Shared Equipment Evaluation Program – Imaging Core (ShEEP) [IS1]:  Application are due October 3, 2017.  The requests for applications are available on the RFAs and Program Announcements page.

BL SPECIFIC 

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
Research impact working group:

BL has developed a tool that we are considering using to evaluate research impact. 
We would like some volunteers to complete a research impact rating instrument on themselves and provide us feedback. This would involve an hour completing the instrument and then a one hour follow up conference call. Please email Dr. Bever: Christopher.Bever@va.gov or  Holly Krull Holly.krull@va.gov 

Clinical Science specific 

Clinical research scientist Dr. Frank A. Lederle recently received the 2017 John B. Barnwell Award. It is the VA Clinical Science Research and Development Service's highest honor. The award is given to senior VA investigators in recognition of outstanding contributions to clinical research that ultimately benefit the health of  Veterans and others.
Frank A. Lederle, M.D., of the Minneapolis Veterans Health Care System, received the 2017 Barnwell Award in recognition of his landmark scientific and leadership roles on outcomes based clinical trials which have changed the clinical management of patients with aortic abdominal aneurysms (AAAs).  
Dr. Lederle is acknowledged for his significant contributions in developing prognostic and diagnostic strategies for aortic abdominal aneurysms (AAAs) through his leadership role on eleven clinical trials including Study Chair for Cooperative Studies Program (CSP) #379:  

The Aneurysm Detection and Management (ADAM) Trial and CSP # 498:  Open Versus Endovascular Repair (OVER) Trial for Abdominal Aortic Aneurysms.  

The work and results of the ADAM clinical trial set the worldwide gold standard threshold diameter of 5.5 cm for surgical repair.  This trial, together with those of a similar British trial, resulted in major changes in the Society for Vascular Surgery and American Heart Association guidelines, reducing the number of patients for whom elective AAA repair is recommended by about 20%, potentially preventing unnecessary surgery for 8000 patients each year in the United States alone.  

Dr. Lederle’s work also defined the relationship between AAA, diabetes, and smoking; the management and follow-up interval for patients with small AAAs; and the effectiveness of open versus endovascular repair of AAAs.  
Dr. Lederle also is  leading  a novel Point-of-Care Research (POC-R) approach to clinical trials in  CSP #597:  Diuretic Comparison Project.  
Dr. Lederle’s scientific leadership and his commitment to improving health care for Veterans are clearly reflected in his career in clinical research that has changed clinical practice and influenced researchers dedicated to helping Veterans and patients around the world.
WE CONGRATULATE DR. LEDERLE and the MINNEAPOLIS VA ON THIS SIGNIFICANT ACCOMPLISHMENT 
· 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 submission and review remain in place for ORD and NSF.

VANTS dial in: 800-767-1750

Code: 34420

Adobe Connect link: http://va-eerc-ees.adobeconnect.com/va-nsf-webinar/ 
Review Related Information
Summer 2017 Merit, Career Development and Research Career Scientist Submissions: 

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

Fall 2017 SPiRE:
Administrative review of applications received 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 will issue 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

CIDER Updates: Karen Bossi:

Investigator Insights Podcast Series
Several new podcasts have been added in which HSR&D investigators discuss their work in telehealth and PTSD.

FORUM
New issue on Rural Health is now available.

Medical Care Supplement Features HSR&D Research on Health Equity
HSR&D supported a field-based meeting in 2016 whose theme was to "Engage Diverse Stakeholders and Operational Partners in Advancing Health Equity in the VA Healthcare System." The meeting brought together health equity investigators, representatives of vulnerable Veteran populations, and operational leaders to identify strategies to advance the implementation of evidence-based interventions to improve the quality and equity of health and healthcare and focused on three specific vulnerable Veteran populations: racial and ethnic minorities, homeless Veterans, and Veterans from the LGBT community. This Medical Care supplement features articles that emanated from this meeting.

From the ESP Program

ESP Report: Enhanced Recovery After Surgery (ERAS) Programs for Patients Undergoing Colorectal Surgery (VA intranet only)

Check out upcoming and archived Cyberseminars at http://www.hsrd.research.va.gov/cyberseminars/default.cfm
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