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Field Conference Call – Meeting Notes

Monday, September 16, 2019
at 1:30 pm ET - Conference room 600

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

1. Welcome 





Rachel Ramoni, DMD, ScD
2. Updates:






Karen Jeans, Ph.D.

1. Update on Single IRB Initiative

ORD wishes to continue to reinforce that there continue to be multiple sources of misinformation occurring as to what will occur to any multi-site non-exempt human subjects research supported or conducted by the federal agencies who adopted the 2018 Requirements when the cooperative research provisions become effective on January 20, 2020.  As discussed in last month’s ORD call, one of the continuing rumors ORD is aware of is that on January 20, 2020, any multi-site non-exempt human subjects research study conducted or supported by VA Facilities must undergo single IRB review.  As part of the .114 cooperative research provisions, the 2018 Requirements allow for multi-site non-exempt human subjects studies to not be subject to the cooperative research provision requiring single IRB review for any research any federal department or agency supporting or conducting the research determines and documents that the use of a single IRB is not appropriate for the particular context.  ORD is working on different issues related to supporting to use of a single IRB when it is appropriate both within VA and with other federal and non-federal partners, but there are multiple reasons why it isn’t appropriate to have a blanket requirement that any multi-site non-exempt human subjects study must undergo single IRB review. This is why the ability to have flexibility was put into the 2018 Requirements.  More information will be conveyed as it is made available.

2. SMART IRB

ORD met with the NIH and SMART leadership about VA’s ability to utilize the SMART platform.  ORD has clearly communicated that we would like to be able to utilize the SMART platform, but there are issues in the SMART IRB Reliance Agreement that do not allow any Federal agency to be part of the SMART platform.  Both ORD and NIH discussed issues requiring revisions. SMART leadership will be working on those issues.


3.  ORPP&E National IRB and R&D Committee Workshop

ORPP&E conducted a national IRB and R&D Committee Workshop on August 20-21, 2019 at Crystal City. Over 80 VA facilities were represented.

3. Year end budget update



Allen S. Dunlow
Mr. Dunlow updated fiscal year end status.  He reminded stations that there is still a significant amount of Prior Year funding still out in the field.  Encouraged all stations, even those with small balances, to review their current balances and bring them to zero.  
Mr. Dunlow also informed the field that funding for ShEEP/LAMb equipment purchases was just distributed and the 1st and 2nd quarter CC101 for FY20 had also been distributed.  These distributions of FY1920 funding will not be held against the stations when calculating their targeted 4% carry over.  As relates to the 4% carryover, direct funding, 0161X2 funds, and other current year “R” funds are included when determining the amount of carryover.  

Going into FY20, Mr. Dunlow reminded stations that reimbursements would not use the “A” accounts.  All reimbursable actions must be collected into the “R” accounts or the 0161X2 account for reimbursements from the Non Profit Corporations.

It is looking like we will begin FY20 under a 52 day Continuing Resolution.  The first FY20 CR will run through 21 November 2019.  The research community should not be impacted by this CR and stations should continue operations as normal.

4. Service Updates

· CSR&D Updates



Terri Gleason, Ph.D.
1. New announcements include the following opportunities which PIs may wish to begin to plan for:

· To offer an early training experience using the CDA1 funding mechanism, RFAs for clinicians who are veterans of US military service and for applicants associated with HBCUs will be announced. CDA1 awards allow early entry similar to a fellowship on a mentored 

· There will also be a new announcement from CSRD to support a phased clinical trial.  This award mechanism will fund small clinical trials for proof of concept/signal detection with milestones to be achieved prior to moving into a larger clinical trial. 

All these new funding opportunities require a Letter of Intent to be submitted by November 1, 2019 for the spring 2020 review cycle.

2. ID Week Pre-meeting Workshop in Washington, DC, on October 1. ID Week is sponsored by the Infectious Diseases Society of America, a community of over 11,000 physicians, scientists, and public health experts who specialize in infectious diseases. This workshop will address grant-writing skills and highlight funding opportunities available from government and non-government agencies, as well as industry. Our goal is to reach out to young infectious disease physicians and scientists to bring awareness to VA research and career development opportunities and ongoing infectious diseases projects being conducted by VA researchers. In addition to the above VA presentation, Drs. Roltsch and Battles will also participate in an overview of grant-writing strategies and the Table Talks and small-group break-out sessions.

3. Exciting news for personnel, introducing Lisa Eiben as CSRD Administrative Officer.  We wholeheartedly welcome Lisa to our team!
· BLR&D Updates


Christopher T. Bever, Jr., M.D., MBA
New announcements include the following opportunities which PIs may wish to begin to plan for:

· To further promote the development of drugs and biologics of importance to Veteran health the current BLRD Validation RFA has been expanded to include lead compound optimization studies and lead compound formulation. This will be open only for compounds and targets in which the VA has intellectual property interests. BLRD held a webinar on October 16 to review the purview of the validation RFA with investigators interested in applying which is now available on the ORD web site. Letters of intent for the Spring round are due by November 1, 2019. 

· To promote collaborative and translational research, a new RFA has been published that is based on the current BLRD collaborative linked merit mechanism but will specifically support any combination of BL and CS merit awards. This funding mechanism is designed to support collaboration across merit awards and medical centers. Letters of intent are due by November 1, 2019.

· BLRD surveyed ACOS and investigators regarding Effort to Enhance the Translational Impact of VA Research. The survey collection time period has ended and results have been compiled showing broad support for an education and training program. We expect to issue a funding opportunity announcement by the end of the year and to fund an education and training center in the second or third quarter of FY 2020.
· Pilot Program for Biomedical Laboratory R&D Clinical Scientist and Senior Clinical Scientist Awards

The Pilot Program for Biomedical Laboratory R&D Clinical Scientist and Senior Clinical Scientist Awards was been extended to include Clinical Scientists who were selected for funding in either the Spring or Fall 2018 review cycle. Notifications should be received by stations before the end of November.


· RR&D Updates


Patricia A. Dorn, Ph.D.
ANNOUNCEMENT

Congratulations to Mark Tuszynski, MD, PhD  
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Dr. Mark Tuszynski, an RR&D investigator at the San Diego VA and PI of the Gordon Mansfield SCI Consortium, was awarded a Therapeutic Translational Research Grant from the California Institute of Regenerative Medicine for $6.2 million dollars.  The grant will fund the creation of Good Manufacturing Practice (GMP) compliant human neural progenitor cells for Food and Drug Administration (FDA) pre-Investigational New Drug (IND) testing, and Chemistry, Manufacturing and Control (CMC) characterization.  Both steps are essential for FDA approval prior to human clinical trial.  
The purpose of the consortium is to develop, test, and bring to clinical trial, a cell-based therapy to repair the injured spinal cord.  The consortium is unique to VA and has been systematically testing human progenitor cells derived from embryonic stem cells in both small and large cervically injured animal models for the return of hand and upper limb function.

https://www.cirm.ca.gov/our-progress/awards/human-embryonic-stem-cell-derived-neural-stem-cells-severe-spinal-cord-injury 
GENERAL ANNOUNCEMENTS:

SCIENTIFIC REVIEW TIMELINES (refer to applicable FOA/RFA for details):

Please continue to contact RR&D for guidance and to ask questions. 

Summer 2019 - Merit, Career Development and Research Career Scientist:

· Scientific Review - August 6-9, 2019

· Scores released - August 13, 2019

· Summary Statements released - September 5, 2019 

· Intent-to-Fund notifications – September 11, 2019

Center and Research Enhancement Award Program (REAP):
· Application deadline - August 15, 2019

· Scientific Review - October 29-30, 2019 

· Administrative Review/Site Visits - November 2019 thru April 2020

· Intent-to-Fund notifications – Subsequent to site visit

Fall 2019 – SPiRE:

· Application deadline – September 11, 2019

· Scientific Review – October 23, 2019

· Scores and Summary Statements released - November 13, 2019

· Intent-to-Fund notifications – early December 2019

Notes regarding eRA:
Unique Entity Identifier (UEI) to replace the D-U-N-S® number in December 2020. Go to gsa.gov/entityid for details. 

· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH

      Naomi Tomoyasu, Ph.D.
· 2019 HSR&D Awards Call for Nomination (Best Research Paper of the Year, Health Systems Impact, & Outstanding Mentor) is now open.

· Hyperlink to awards: https://www.hsrd.research.va.gov/for_researchers/awards/hsrd_awards/default.cfm
· The submission deadline is COB October 2, 2019.

· Key Change: The research-related supplement award amount of $5,000 has been increased to $25,000.
· HSR&D RFA CyberSeminar:

· The Cyberseminar (scheduled for October 2, 2019) will provide an overview of the HSRD Merit Review Award (Parent I01), HSR&D Merit Review Award Pilot Project Program (I21), HSR&D  Targeted Solicitation for Health Services Research on Veteran Suicide Prevention, HSR&D Innovation Initiative Program (Planning/Start Up Funds), HSR&D Randomized Program Evaluation (RPE), HSR&D Implementation Research Projects (IRP), HSR&D Career Development Award (CDA-2), and other HSR&D Request for Applications (RFAs) for the Winter 2020 review cycle. There will be an opportunity to answer questions, and the live session will be recorded and archived for on-demand access after the seminar.

· To register for the meeting: https://attendee.gotowebinar.com/register/1948168979475994115
For the best audio connection, please call: (415) 655-0052

Access Code: 587-208-924 #

CIDER Updates 
· Coming Soon:  Veterans’ Perspectives on enhancing dialogue with Veteran patients. The September issue of Veterans’ Perspectives will highlight CCDOR’s work on enhancing dialogue between their researchers and their community.

· Suicide Prevention. The Spotlight on the HSR&D home page for September deals with Suicide Prevention. In week one, there is a Spotlight on Advancing suicide prevention for Female Veterans. https://www.hsrd.research.va.gov/news/feature/suicide_prevention0919.cfm . Each week will add another item related to suicide prevention.  Other Tabs on the homepage relate to: the QUERI Randomized Evaluation of a Caring Letters Suicide Prevention Campaign https://www.queri.research.va.gov/national_partnered_evaluations/suicide_prevention.cfm and the HSR&D research topic page on Suicide https://www.hsrd.research.va.gov/research_topics/suicide.cfm .

· Opioid Safety SOTA.  The conference on “Effective Management of Pain and Addiction: Strategies to Improve Opioid Safety” took place on September 11-12 in Chrystal City. It was co-chaired by Keith Humphreys, PhD and William Becker, MD SOTA, Research Co-Chairs, along with Karen Drexler, MD, VA National Mental Health Program Director- Substance Use Disorders and Friedhelm Sandbrink, MD, VA National Program Director for Pain Management. Workgroups addressed: 1) managing opioid use disorder, 2) long term opioid therapy (including tapering), and 3) management of co-occurring pain and substance use disorder. 

CDA Updates 
· ORD has been working on centralizing the GS14/15 classification process to eliminate the need for first level (local) subject matter review. All field scientific positions will be moved to a central HR repository.  This transition is expected to be completed in June 2020.
· HSRD received 36 mentored research proposals this round, 5 of them NRIs.  Scores have been sent; summary statements by mid-October. 
· Promotion nominations were reviewed on June 28th.  They are currently in the signature routing process.

· The CDA Conference was approved and will take place October 29, followed by the HSR&D/QUERI Conference Oct. 30-31.  It is invitation only, for awardees who will be actively receiving funding or have already cleared JIT.     



SMRB Updates 

· Summer 2019 Cycle
· 207 ITSes were submitted for HSR&D.
· We received 31 CDAs, 5 NRIs, 15 Pilots, 18 QUERI, 5 MISSION Act, and 100 IIRS, for a total of 174 applications.
· HSR&D’s Scientific Merit Review Board and Career Development Award review meeting occurred August 20th through 23rd, 2019 at 20 F Conference Center in Washington, DC. 
· Scores were released to the field at the end of August.

· Summary statements are scheduled to be released to the field by mid-September.

· Funding decisions are anticipated to be made by mid-October before the ITS window for the Winter 2020 Cycle opens.

· For questions regarding the review process, please contact Scientific Merit Review Program staff at vhacoscirev@va.gov.
· Electronic submission (eRA/Grants.gov) questions should be directed to the eRA mailbox at rd-era@va.gov
· Winter 2020 Cycle
· HSR&D’s Scientific Merit Review Board and Career Development Award review meetings will take place on March 3rd to March 6th, 2020 at 20F Conference Center, in Washington, DC.   

· ITS window is scheduled to open in ART on October 15, 2019.

· New RFAs will be posted by mid-September.

· Direct questions to the Scientific Merit Review Program mailbox at vhacoscirev@va.gov
· Summer 2020 Cycle
· HSR&D’s Scientific Merit Review Board and Career Development Award review meetings are both scheduled to take place August 25th to August 28th, 2020 at 20F Conference Center, in Washington, DC. 
· Researchers and Evaluators in Residence

Under the VA National & VISN Researchers & Evaluators in Residence Program, HSR&D will fund VA researchers and evaluators to spend time in clinical program or VISN offices to help with analysis and to help bring research knowledge to policy and program planning. 

Program or operations offices underwent a competitive process for selection into this program, and the following positions were reviewed and approved by HSR&D for this cycle. 

1. National Emergency Medicine Program, Office of Specialty Care Services: Evaluation of Non-VA Emergency Service Use and Costs Under the MISSION Act 

2. Office of Nursing Services: Evaluation of Staffing Methodology in Spinal Cord Injury (SCI) Units and Community Living Centers (CLCs).

QUERI Program Updates  
· Summer 2019 Merit Review Cycle

The review meeting was held in Washington, D.C. on August 21-22, 2019. Scores were released in eRA on August 23, 2019. Summary statements are expected to be released in mid-September. Intent-to-Fund or Intent-Not-to-Fund notices are expected to be sent within the next week. 

14 applications have been received and will be reviewed at the meeting: 

· 4 Implementation Training Hub applications

· 2 VISN PII Full Proposal applications

· 2 VISN PII Start-Up Funds applications

· 6 Partnered Evaluation applications

· Congratulations to QUERI investigators Laura Damschroder, Alison Hamilton, and Sara Landes who were selected as plenary speakers at the 12th Annual Conference on the Science of Dissemination and Implementation, December 3-6, 2019! 

· On Monday, September 30: Amy Kilbourne and Karen Jeans will be presenting a Cyberseminar on “Everything You Need to Know About QUERI Non-research (“QI”) Protocols” Over 300 have registered so far.
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