[image: image1.png]° Researvcﬂflgﬁme’;gl‘;';mem

Improvieg Veteran' Unes o wimesearch vagov




Office of Research and Development

Field Conference Call Notes

Monday, August 20, 2018
1. Welcome – Rachel Ramoni, DMD, ScD

2. Update on Human Subject Protections - Karen Jeans, Ph.D., CCRN 

Three items were discussed:  

1.  Revision of the Common Rule:  ORD is aware of a rumor in the non-VA research community that there will be another delay in the compliance date of the revised Common Rule, which is January 21, 2019 for the majority of the provisions.  ORD normally does not address rumors, but because has received queries about this as well as a related rumor that the revised Common Rule is going to be rescinded, ORD wishes to convey that the revised Common Rule’s compliance date is January 21, 2019 for the majority of the provisions.  There is no plan or even a random thought that ORD is aware of within the Common Rule agencies of a delay in the implementation of the revised Common Rule. 

ORD is in the process of revising the primary ORD policy for the operationalization of the revised Common Rule – VHA Directive 1200.05. A draft revision of VHA Directive 1200.05 was sent for review on August 9, 2018 by VHA Publications to a number of VHACO Program Offices, VISNs, and VA Facilities as part of a pre-concurrence process prior to the formal concurrence process.  The comment period will end on August 24, 2018.  The draft VHA Directive 1200.05 is designed to incorporate the requirements of the revision of the Common Rule that must be complied with on January 21, 2019.  There will be a separate Directive or an amendment to this Directive after VHA Directive 1200.05 is issued to address the revised Common Rule’s regulatory requirements in §____.114 regarding single IRB review for cooperative research when more than one institution in engaged in human subjects research requiring IRB approval and the policy VA will make addressing when single IRB review is not appropriate for the particular context as stated in the regulatory requirement. 

ORD is working towards a timeline of having the revised VHA Directive 1200.05 through the formal concurrence process and issued by late October or early November. 

2.  Upcoming Trainings:
a.
ORD-ORO Collaborative Training Series:  The next cyberseminar that will occur as part of the ORD-ORO Collaborative Training series on the revised Common Rule will be Tuesday, September 18th and titled:  Overview of the Revised Common Rule and its Impact on the IRB.  Registration information will be sent out about a week before the training.  Please contact Ms. Soundia Duche for any specific issues you would like to have covered or addressed in that training.

b.
Public Responsibility in Medicine and Research (PRIM&R) annual education conference 2018:  As part of PRIM&R’s annual educational conference on November 15-17, 2018 in San Diego, California, ORO and ORD will be speaking as a joint session.  The ORO-ORD session will be held on November 15 from 11:45 to 1:00 p.m. and will be called: A Dialogue with the VA.  ORO and ORD will also be hosting an office hours session as part of the networking reception.  Information on the exact time of that reception will be confirmed and presented next month.

3.  Certificates of Confidentiality: Earlier this year, ORD presented a cyberseminar on NIH’s policy for Certificates of Confidentiality (CoCs) and the 21st Century Cures Act.  As part of that cyberseminar, ORD conveyed that a second cyberseminar would be presented once VA worked with the Department of Health and Human Services (HHS) on how VA funded research would be covered with CoCs. VA does not have the authority to issue CoCs under the Public Health Services Act.  VA along with the other multiple federal agencies also impacted by the 21st Century Cures Act are in discussions with HHS.  When information can be conveyed, ORD will bring it to the VA research community. 
3. Budget Updates




Allen Dunlow, MHA

Mr. Dunlow again reiterated the need for stations to stay on top of executing their prior year FY1718 funding.  This also applies to the new 0161R1 FY1718 fund.  Due to an expectation of a rather large carry over at the National level, Mr. Dunlow raised the potential that 1st and 2nd Quarter FY19 CC101 may be distributed using FY1819 funds.  He may attempt to get these funds distributed before the fiscal year ends so that funding is on station and available in the likelihood of a three month CR.  He would not hold these balances against the stations when computing the 4% target carry over.  Mr. Dunlow also mentioned that he anticipates another large ShEEP/LAMb investment and stations should get their submissions ready.

4. Explanation of Inventor Certification Form Questions 
– John J. Kaplan, Ph.D., JD, PE  

The Technology Transfer Program Director, Dr. John Kaplan, provided an overview of the status of Invention Disclosures (IDs) for Fiscal Year (FY) 2018 and asked the ACOS/Rs for help in completing all outstanding certification forms as soon as possible so the Technology Transfer Office can complete the evaluation of all FY18 IDs before the end of September 2018.
5. Nonprofit Program 



Kimberly Collins, MBA
2017 NPC Annual Report to Congress Summary

The 83 VA nonprofits have reported their results for last year, 2017.  In total, revenues were $261 million, down by 2% from the previous year. Over the past ten years, after paying all of their own administrative expenses, the NPCs have contributed $2.2 billion to VA research. The NPCs employed 2,500 people, supported 2,200 PI’s, and administered 3,300 research projects.

Government funding, that is, principally NIH and DoD, was 70% of total revenues, up by 1% from the previous year.  Non-government funding was 29% of total revenues, down by 1% from the previous year.  The remaining 1% of revenues was from interest earnings and other miscellaneous sources.    

Seven NPCs posted revenue gains of more than $1 million.  Forty locations had revenues increases while 43 locations had lesser revenues than in the prior year. Forty-one of the NPCs posted net gains for the year. 

Total governmental sources of revenues amounted to $183 million, down by 1% from the prior year.  Sixty NPCs reported revenues greater than $25,000 from governmental sources.  Major sources of funding were NIH ($97 million down by 5% from 2016) and DoD ($39 million up by 15% from the prior year). 

Non-governmental revenue sources amounted to $75 million, down by 5% from the prior year. Forty-two of the NPCs recorded revenues from non-governmental sources that amounted to more than half of their total revenues.  There were 317 distinct sources for non-governmental revenues.

Included in revenues for the year was $30 million from VA for IPA assignment agreement reimbursements.  Thirty-seven NPCs received IPA reimbursements. Of these, ten posted reimbursements of more than $1 million.  The largest amount for any one NPC was $4.6 million which went to the Boston NPC.

Expenses were $261 million for 2017, nearly the same as 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 $4.4 million in travel expenses, principally for researchers.

The NPC’s managed $283 million in assets and net worth across the system was $201 million.  With a few 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 2017 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.

All NPCs that were required to have audits done by independent outside auditors complied with the legal requirements for the audits.  Annual report preparation was slowed somewhat because 32 of the individual reports received from the NPCs contained material errors requiring corrections and re-submissions. Additionally, ten reports were submitted more than a month after the June 1 due date.

6. Service Updates:

· BLR&D





Christopher T. Bever, Jr., M.D.

CSR&D





Theresa Gleason, Ph.D.

Capstone CADE Awardee Symposium:

The Career Development Symposium was held 30-31 July. The first and third year awardees attended a two day symposium that highlighted research progress of the third year awardees and informative talks from ORD staff. The symposium gave each of the awardees the opportunities to meet and begin collaborations with other Career Development awardees across the VA.

Notes for Application Review, Fall 2018:

All RFA documents are available on the intranet, http://vaww.research.va.gov/funding/rfa.cfm. Packages are available on Grants.gov. Please note the following RFAs had changes as of 13 August:

· For both BL and CS, the Career Development Awards and the Historically Black College and University Research Scientist Training Program Award
· For CS the CSR&D Merit Review Award for Clinical Trials
The changes have been detailed in notes to the field, but will also be included in the notes for this meeting. In general the changes updated incorrect information that was in Table 1, Summary of Required Forms and Attachments. For these RFAs it is important to use the most updated RFAs. Each of these RFAs will have a footnote with a revised date of either 9 Aug 2018 or 13 Aug 2018.

Application due date: Merit, Pilot and Career Development application deadline is September 12.

Included in the usual RFAs is the Gulf War Veterans’ Illnesses (GWVI) Biorepository Award, BX-18-014. This RFA solicits applications to support a project that successfully recruits Gulf War era Veterans for a VA biorepository which will collect extensive questionnaire and lifestyle data in addition to post-mortem tissue, with the long term goal to distribute high-quality post-mortem CNS tissue and data to qualified investigators for meritorious projects on Gulf War Veterans’ Illnesses. 
Notes for Program Review, Spring 2019:

Letters of intent for Career Development, Epidemiology, Drug Development, and Collaborative Merit projects are due November 1.
Other Information:

Calls for ShEEP and LAMb applications will be out by the end of the week.

Two new CSRD portfolio managers are now on board:
Vetisha McClair, Ph.D., formerally Social Science Research Analyst, Centers for Medicare and Medicaid Services, Center for Medicare and Medicaid Innovation (CMMI), Research and Rapid Cycle Evaluation Group will work on managing a portion of  the mental health research portfolio

Mark Roltsch, Ph.D. from University of West Florida Assistant Vice President for Research & Associate Professor, Dept. Exercise Science and former Program Officer, NHLBI. 

CSRD staff information on the website will be updated soon for both portfolio and merit review panel responsibilities 

· RR&D Update – Patricia A. Dorn, Ph.D.
2019 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 2018 Merit, Career Development and Research Career Scientist Review: 

Review meetings were held August 6-10. Scores were released in eRA on August 14 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 5 with intent-to-fund decisions by early-October. 

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 2018 SPiRE:
Special Interest Note:
Of particular interest this cycle are studies that include aims addressing:

· Prosthetic needs of women Veterans 

· Exoskeleton research, including externally-powered motorized orthoses for stroke, traumatic brain injury, or other non-SCI/D Veteran populations

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

· Substance-use disorder, particularly opiates, on long-term outcomes from Traumatic Brain Injury

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

Please Note:  Studies with efficacy/effectiveness aims requiring inferential statistical hypothesis testing, large sample sizes with long recruitment or follow up periods, and/or multiple study sites are not responsive to the award mechanism (See RFA, Part II, Section I.1). 
Notification of receipt of LOIs was sent to stations on August 10. 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 22, 2018.  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 17 (as September 15 falls on a Saturday), 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.

A NEW SPiRE RFA RX-19-003 has been published 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 must be accepted and verified in eRA by September 17 (as September 15 falls on a Saturday), 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 application viewing window 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.

 

Please carefully review the guidance in the VA-ORD Application Guide SF424 (R&R) found at:  http://vaww.research.va.gov/funding/electronic-submission.cfm, along with the NEW SPiRE RFA RX-19-003 prior to submitting applications. The SF424 Forms Version E (dated 4/24/2018) is applicable for all VA-ORD application submissions. 

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., in 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 the current/approved OMB No. 0925-0001 and 0925-0002, Biographical Sketch (Rev. 10/15 Approved Through 10/31/ 2018) or (Rev. 09/17 Approved Through 03/31/2020) form. 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.

Changes to ASSIST Login and Logout as of August 8, 2018:

Logging Into ASSIST
If you have bookmarked the login page for ASSIST, you will need to update the link in the bookmark. The URL typically appears as https://public.era.nih.gov/assist/public/login.do. However, as of August 8, 2018, this URL no longer works. If you wish to bookmark the ASSIST login page, please use https://public.era.nih.gov/assist. 

Logging Out of ASSIST
As of August 7, 2018, a temporary issue was identified when logging out of ASSIST. Using the ASSIST logout button results in no action happening. To log out of your ASSIST account, you will need to switch over to eRA Commons by clicking on the eRA Commons link at the top right of each page.
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And from the Commons interface, click the Logout link, also in the upper right corner (see screenshot below).
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NIH will notify us when the logout issue with ASSIST has been resolved.

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

· Suicide:  We are creating an MOU with OMHS wherein ORD will provide support to Suicide Data Repository team in Canandaigua in return for facilitating access of researchers to SDR data. Still on track to release an RFA on suicide during the transition period (from DOD to VA, from hospital to home) by end of summer. 
· Tools:  We have funded Eric Kuhn in Palo Alto to provide some centralized support for app development and are in discussions with an Ann Arbor group about support for IVR and text messaging.  If you have any questions, please contact Dr. Miho Tanaka at Miho.Tanaka@va.gov. 

· Veteran Engagement:  The Veteran Engagement Toolkit developed by SERVE is now available on an HSR&D website.  The purpose of the Strengthening Excellence in Research through Veteran Engagement (SERVE) Toolkit is to support VA Research Centers and investigators in efforts to include Veterans and other stakeholders in the development, implementation, and dissemination of research studies. The Toolkit was developed through a collaborative process that included representatives from 7 VA hospitals where Veteran Engagement in Research is an established priority.  Please check the ensuing hyperlink for more information:  
https://www.hsrd.research.va.gov/for_researchers/serve/default.cfm 
· Community Care Projects: 
· VA funded three Community Care projects in its 2018 Winter cycle using the Service Directed Research (SDR) mechanism. Broadly these projects are to develop information and data infrastructure to support the implementation of the Community Care program that has been significantly increased in scale.

· Funded projects included from the RFA included:
1. Care coordination and outcomes in the VA Expanded Choice Program

2. Make Versus Buy- Examining the Evidence on Access, Utilization and Cost: Are We Buying the Right Care for the Right Amount?

3. Understanding Network Adequacy and Community Engagement in Veteran Care

· The RFA has been posted on the intranet site for funding opportunities http://vaww.research.va.gov/funding/rfa.cfm 

COIN Updates: 

· COIN Funding:
· The COIN Review Meeting was held on June 14th -15th, 2018. 

· The “COIN Review Summary of Results” (COIN Notification emails) were sent on July 20th. Final outcomes have not been announced as we are still in discussions with all COINs that did not receive full renewal.  Some may get conditional COIN funding for less than 5 years, some may get funding for a subset of their work, and all will get at least a 1-year (FY19) ramp down funds.   Dr. Atkins has been reaching out for further discussions with these centers.

· 2018 COIN Directors Meeting:  
The COIN Directors Meeting will be held at AcademyHealth meeting space (same as last year’s) in Washington, DC on November 8th -9th, 2018. One of the objectives of this meeting will be to welcome COIN directors and set some working goals for strategic planning for phase 2 of the COINs. Possible sub-goals of that would be to have a work group dedicated to coming up with new ideas for documenting COIN achievements on a more regular basis (e.g. impacts) and reporting for HSRD through some benchmarks and metrics (TBD); and secondly to re-examine Steering committee goals and objectives. We are hoping to work with CIDER and ART to come up with ways to meet the former objective.

CIDER Updates:  Jerry O’Keefe and Karen Bossi

· Veterans’ Perspectives - A QUERI publication – The July issue features EMPOWER QUERI - Tailoring VA's Diabetes Prevention Program to Women Veterans' Needs.
· Strengthening Excellence in Research through Veteran Engagement (SERVE) Toolkit
· Please check out the “Live from the Meeting” podcasts recorded at the Academy Health Annual Meeting:

· Courtney Van Houtven, PhD:  Evaluating VA’s Caregiver Support Program
· Lisa Rubenstein, MD and Danielle Rose, PhD: Evidence-Based Quality Improvement in Primary Care
· Alex Young, MD:  Peer Coaching and Web-based Interventions to Help Veterans with Serious Mental Illness Better Manage Their Weight 
· Amy Kilbourne, PhD, and QUERI program leaders Drs. Allen Gifford, JoAnn Kirchner, Anne Sales, and George Jackson:  20 Years of QUERI
· Risha Gidwani-Marszowski, DrPh:  End-of-Life Care Quality in VA
· Lisa Callegari, MD, MPH: Optimizing Maternal Health and Family Planning for Women Veterans
· Andrea Finlay, PhD:  Justice-Involved Veterans
· Megan Vanneman, PhD, MPH:  Veterans’ Experiences with the Veterans Choice Program
· HSR&D Investigators Honored at AcademyHealth Annual Research Meeting
· Mitesh Patel, MD, MBA,  a Career Development Awardee and part of the Center for Health Equity Research & Promotion (CHERP) located in Philadelphia, received the Alice B. Hersh New Investigator Award.

· Leah Zullig, PhD, MPH, a Career Development Awardee and part of the Durham Center for Health Services Research in Primary Care, received the Women and Gender Health: Carol Weisman and Gary Chase Gender-Based Research Award for her abstract titled “Telehealth Services Designed for Women: An Evidence Map.”

· Four HSR&D Investigators Named as 2018 VHA Shark Tank Competition Finalists
· Nikki Hastings, MD (Durham)
· Judith Long, MD (Philadelphia)
· Miriam Morey, PhD (Durham)

· Matthey Crowley, MD (Durham)

· VA HSR&D Podcasts are now available on iTunes!
SMRB Updates: 

· Summer 2018 Cycle
· New HSR&D’s Scientific Merit Review Board and Career Development Award review meeting took place on August 21st-24, 2018 at the FHI 360 Conference Center in Washington, DC. 

· We received 12 CDAs, 3 NRIs, 35 Pilots, 11 QUERIs and 105 IIRs.

· Reviews have been completed; scores have been released; Summary statements of the reviews will be released shortly.  

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.
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