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Field Conference Call – Meeting Notes

Monday, March 18, 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.

Petrice B. Longenecker, Ph.D.
Human Subject Protections:
A.            Caution Against Using “Suspension” to Refer to IRBs Temporarily Placing Holds on Preparing to Review Studies Under the 2018 Requirements

With the release and implementation of VHA Directive 1200.05, we are aware of multiple IRBs that are temporarily not reviewing new studies that would be subject to the 2018 Requirements of the revised Common Rule in order to revise policies and procedures.  Sometimes the term “suspension” is being used to communicate this action to investigators.  These are not suspensions from a regulatory perspective that require reporting to ORO or OHPR, so ORD wishes to caution against use of that term.  ORD is receiving multiple calls about research suspensions at VA facilities that are not research suspensions.

B.            Upcoming Tools and Guidance Documents:

There are a multiple tools and guidances ORD is working to publish.  To facilitate the process because we do not have all the resources here in ORD to make it happen in a timely manner, ORPP&E has established a Research Regulatory Support Network comprised of individuals from VA facilities with expertise in human subjects protections.  We currently have 6 individuals representing different research roles, including IRB administrators and research compliance officers as part of this Network.  In the coming months, you’ll hear more about what this network will be doing to serve as a resource for VA facilities.

The policies in VHA Directive 1200.01 that are new or substantially different are not required to be implemented May 1st, but there are multiple new or substantially different policy requirements in this revised Directive. Two specific policy requirements that ORD has received multiple questions are (a) the use of Material Transfer Agreements in VA collaborative research, and (b) the establishment of a R&D COI committee.  Guidance documents have been created and are circulating as part of the review process and will be released as either draft or final guidances by April 1st.  

ORD also wishes to give an update on VHA Handbook 1200.01 because we have received multiple questions about its revision.  This policy is in active revision.  A large part of it will become part of the revision of the revised VHA Directive 1080.01 on Data Use Agreements. This revised Directive is not yet reached the concurrence phase.  

Also, revision of VHA Handbook 1108.01(Investigational Drugs and Supplies) is occurring.  Pharmacy Benefits Management is working with ORD as well as multiple other representatives from different services, including pharmacists from the field and the Cooperative Studies Program. This Directive is not yet into concurrence phase, but expect it to start going thru field concurrence in the next few months.

3. Service Updates

· CSR&D




Theresa Gleason, Ph.D.
2018 JOHN B. BARNWELL AWARD

For Outstanding Achievement in Clinical Science

Michael G. Shlipak, M.D., MPH

San Francisco Veterans Health Care System, San Francisco, CA

For his landmark scientific contributions and leadership roles on outcomes based clinical trials which have changed the approach to diagnosis and recognition of patients with chronic kidney disease for the VA and worldwide.

Dr Shlipak pioneered the use of a test for cystatin C and showed that it is a blood test that signals preclinical kidney disease.  This preclinical marker then was recognized as a marker for high risk of heart failure and identified the significance of cystatin c as a potentially useful prognostic indicator of kidney failure and heart failure. The use of cystatin C as an early marker of chronic kidney disease was a landmark discovery and was put to practice. 

His work has contributed substantially to the treatment of renal failure and cardiovascular function in the VA system and beyond.  Dr. Schlipak’s research has been incorporated into international standards for identifying early kidney disease

CSRD is working with San Francisco to conduct the award ceremony. 


UPCOMING SCIENTIFIC MEETINGS:

CSRD and MVP will have a strong presence at the American Thoracic Society Meeting being held May 17-22 in Dallas TX with both Ken Myrie and Suma Muralidhar presenting keynotes, and holding a VA town hall:

Sunday, May 19 ;  11:45 – 1:15pm

VA Interest Group Meeting (usually with lunch)

Location: TBD

Monday May 20 ; 12:15 – 1:15pm 

Location:  Room D220/D227 (Level 2), KBHCCD

Session Title: Million Veteran Program: Opportunities for Study of Genetic Contributions to Respiratory Diseases

SPRING 2019 Merit Review Round

135 CSRD applications across our RFA mechanisms, which is just right about on target from other rounds.  I would note that we have little to no subscription to the current CSRD HBCU training RFA, and so a working group is being formed to look at ways to increase diversity and training opportunities, with a potential pilot program to be rolled out as an initial goal.  More to follow, suggestions are welcome from all.

ORD UPDATE FOR FACILITIES
Beginning March 15, 2019, and following every quarter, ORD will be sending funding notices to Congressional members by district.  This is similar to what NIH sends, and we understand that it might help raise visibility of the research program in providing the good news of research in a district.  The content will be a list of projects approved by quarter based on the ORD website project list, which is updated quarterly.  The notices are sent out by OCLA, and they have set up a mailbox to use to send notices and receive questions.  The field should note that any questions received here in Central Office from a congressional office for more specifics on any item will be sent to the local facility to address, which would also be an opportunity to raise awareness locally.  
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Above presented in recognition of outstanding national service.  
Dr. Rachel Ramoni and Maryam Azarion jointly presented Dr. Karen Jeans with the Department of Veterans Affairs Secretary’s meritorious service award.
BLR&D




Christopher T. Bever, Jr., M.D., MBA
· BLRD will launch a pilot test of the Clinician Investigator Award extension will be launched in the next week to 10 days.  The program will allow local research stations to nominate senior clinician scientists for a merit award extension at the point of award renewal. 

· BLRD is accepting requests for supplemental funding for field-based planning meetings to accelerate the development of new treatments for Veterans. 
The meeting must bring together VA investigators and other investigators to review the state of the art in the given area and develop a translational roadmap to guide future studies leading to new or improved treatments for Veterans.  The treatments may be drugs, cell based therapies, other biologicals or gene therapies. The meeting may focus on service related illnesses or other illnesses which are more common in Veterans than the general population.

Meeting costs must be under $100,000.  Funds must be expended prior to September 30, 2019.

Proposals must be received before March 29, 2019.

· BLRD is soliciting career development applications BLR&D Career Development Award (CDA-1) [IK1]) for VA Psychiatrists and BLR&D Career Development Transition Award for VA Psychiatrists (CDTA) (IK4). Letters of intent are due March 15 and applications must be submitted by June 12.  The RFAs may be found on the VA ORD RFAs and Program Announcement page: http://vaww.research.va.gov/funding/rfa.cfm
· VA-ORD is soliciting Shared Equipment and Animal Facility Equipment applications. Information may be found on the VA ORD RFAs and Program Announcement page: http://vaww.research.va.gov/funding/rfa.cfm.  Applications are due on April 5.  In order to take advantage of the 2-day correction window applications need to be submitted April 3.

· BLRD has received applications for Spring 2019. I wanted to remind everyone that while applicants and stations are understandably, please allow us in the Office of Research and Development the time to conduct review meetings.  No investigators should contact Portfolio Managers about their applications that are being reviewed prior to the July 10 funding decision meeting.  Other questions in the meantime should be directed to for review: vhacoblcsrdrev@va.gov and all other items: vhablrd-csrd@va.gov
We also remind applicants that under no circumstances should they contact review panel members before, during, or after panel meetings.

Upcoming Deadlines:
5/1: LOIs for Career Development, Collaborative Merit, and Pre-IND studies of Drugs and Biologics applications





ORD NOTES CONTINUED ON NEXT PAGE……


· RR&D Update


 Patricia A. Dorn, Ph.D.
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VA Puget Sound’s new $121.6 million, 220,000 square foot Mental Health and Research Building officially opened March 15, 2019. 
Excerpt from Announcement: 

Ten years in the making, the new facility expands all outpatient mental health care services, from medication management and psychosocial case management to Dialectical Behavior Therapy and evidence-based individual, family and group psychotherapy for all major mental health diagnoses. Additionally, consolidating most of its research programs in one central location enhances collaboration and the VA’s ability to push the boundaries of medicine in areas from lower limb prosthetic design and engineering, Alzheimer’s Disease and PTSD to rehabilitative medicine, suicide prevention and oncology.

https://www.pugetsound.va.gov/PUGETSOUND/features/VA_Puget_Sound_pushing_boundaries_of_health_care.asp 

The RR&D Puget Sound Center for Limb Loss and MoBility (CLiMB) has moved to the new research building. Drs. Bruce Sangeorzan and Joe Czerniecki Direct CLiMB https://www.amputation.research.va.gov/ 

Drs. Joe Nocera, Keith McGregor and Madeleine Hackney, researchers at the RR&D Center for Visual and Neurocognitive Rehabilitation (CVNR), Atlanta, were featured in 2 segments of the recently aired series Your Fantastic Mind. 
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This is a 13 episode series focused on brain and cognitive health that began airing on Georgia Public Broadcasting (GPB)  January 2019. 

1. Joe Nocera & Keith McGregor’s research on exercise and the aging brain https://www.youtube.com/watch?v=J7Oae43rQUc 

2.
Madeleine Hackney’s research on adaptive tango to help Parkinson’s patients https://www.youtube.com/watch?v=Abg4249LxwI 

Drs. Regina McGlinchey & Bill Milberg, Co-Directors of RR&D Translational Research Center for TBI and Stress Disorders (TRACTS), Boston, were featured on NPR, Saturday, March 9th. 
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“U.S. Veterans Administration is conducting one of the largest studies of blast injuries on post-9/11 veterans. Researchers are discovering that blast exposure can cause damage to the brain in some unexpected ways.”
Follow the link below for the audio feed and interview text. 

https://www.npr.org/2019/03/09/701838177/researchers-study-blast-injuries-in-veterans 
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Dr. Stephen Waxman, Director of RR&D Center for Restoration of Nervous System Function, W. Haven, was interviewed on WNPR Connecticut Public Radio’s The Colin McEnroe Show last week on February 27, for an episode on PAIN.

Follow the link below to the show’s podcast

http://www.wnpr.org/post/pain-subjective-thing-or-it

Training Opportunity for Currently Funded RR&D CDA-2 Awardees

The 2020 Training in Grantsmanship for Rehabilitation Research (TIGRR) workshop will be held January 7-11, 2020 in Charleston, SC. VA travel funds are available for currently funded CDA-2 awardees to attend. If interested, you must apply and be accepted to attend the program. Please refer to the TIGRR website for information about the workshop, application process and important dates.

This is an excellent opportunity to refine your Merit application.  Please contact Dr. Timothy J. Brindle (timothy.brindle@va.gov) if you intend to apply or have any questions.  

Winter 2019 Merit, Career Development and Research Career Scientist Submissions: 

· Review meetings occurred February 26 to March 1

· Scores were released March 5

· Summary Statements will be released March 28 

· Funding decisions by late 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.

Spring 2019 SPiRE Review:

Receipt and referral of applications is underway in preparation for scientific review. 

· Impact scores and summary statements will be released in eRA on May 14.

Center and Research Enhancement Award Program (REAP) Submissions:
RR&D issued a Funding Opportunity Announcement/Request for Applications (FOA/RFAs) for new Center and REAP applications encompassing Veteran-centric rehabilitation research in program areas not represented in currently funded RR&D Centers and REAPs. The FOA/RFAs may be found at: http://vaww.research.va.gov/funding/rfa.cfm.

· Email notifications regarding acceptance of Letters of Intent were sent out February 1.

· Lists of Key Personnel are due June 14 – send to rrdreveiws@va.gov.

· Application submissions are due August 15. 

RR&D Final RPPR Submissions for Projects with End Date of 9/30/2018:

The first submissions of VA-ORD Final RPPRs via eRA Commons for awards with a project performance end date (PPED) of 9/30/2018 were due 1/28/2019 (within 120 days of the PPED). 

Due to a NIH system error, only the first Closeout Letter (notification that an award has been opened for Closeout and a final report is due) was sent to PIs/SOs (station signing officials) on 10/23/2018. Two follow up NIH Closeout Letters were not generated or sent out (scheduled for the report due date on 1/28/2019 and 30 days past due on 2/27/2019). 

On Friday, March 15, RR&D sent out communications to those PIs/AO/ACOS with awards affected and now have a Final Report past due. NIH is scheduled to deploy a system fix by the end of March so awards with PPEDs later than 9/30/2018 should not be affected. VA-ORD RPPR and Final Report completion and submission guidance can be found at: 

https://www.research.va.gov/resources/RPPR.cfm. 

If questions, please contact the VA-ORD eRA mailbox: vhacordera.vhacordera@va.gov.

eRA Commons – How to Update Your Institutional Profile (IPF) POC

When your VAMC registered with eRA Commons, an Institutional Profile (IPF) was created that included an Institution Contact with an email address entered to receive important eRA announcements, notifications, Notices of Award (NoA), and Closeout Correspondence. If there has been a POC staff change and this email address is no longer valid, any person with current Signing Official (SO) authority can (and should) update this information in the IPF Module. 

To access Institution Basic Information: https://era.nih.gov/erahelp/Commons/Commons/ipf/ipf_basicInfo.htm.

The screen shot below shows the eRA Commons Institution Profile (IPF) module, Basic Information tab, Institution Contact Information, where updates can be completed. It is VERY important that these email addresses be current to ensure that your station continues to receive all important eRA system generated communications.
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· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH

      Naomi Tomoyasu, Ph.D.
High Priorities

Reviews for CORE (Consortia of Research) proposals on Suicide and Pain/Opioids are scheduled for April. CORE applications focused on access issues are due in May.  HSRD is in discussions with the Office of Connected Care regarding a CORE focused on telehealth/connected care. Planning is also underway for a Suicide Prevention meeting with DOD and NIH leads. 
SMRB

We are in process of collating reviews and scores on innovation proposals.  We will be making funding decisions on April 11.  Funding decisions on other proposals are scheduled for April 10. 

HSRD/QUERI National Meeting 
The 2019 National HSRD and QUERI meeting has been resubmitted and is currently awaiting approval at the Secretary’s level.  The timing of the meeting, if approved, has been moved to September 2019. 
Career Development Award (CDA) Changes

HSRD is examining its current CDA funding process in alignment with CDA programs in other ORD services.  Changes to the HSRD CDA funding process will be announced for the next funding cycle.
Staffing

HSRD is in the process of posting a 9/11 and 12/13 positions, as well as a Presidential Management Fellow position for a second GS 12/13 slot.  We are also in the process of recruiting an AAAS (American Association for the Advancement of Science) fellow following an intense week of interviewing.  Decisions for the position will be made by the end of April. 
Partnerships

David Atkins talked with CDC about plans for an IAA that would help support a collaboration with VA Hospital Infection network to test system strategies.  
Responses for CO/GAO/Congress

HSRD is working with researchers in Boston (PEPREC) to develop a proposal for “coverage with evidence development” for Carolyn. She would like to use HBOT as a prototype. 
Travel

David Atkins and Amy Kilbourne will be in Seattle on April l1-12 for a meeting of the Primary Care Analytics Team Advisory group.  This group includes a core of HSRD researchers who are now paid by Primary Care to help analyze and explore national PACT data at direction of program office. 
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